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THE VIRGINIA REGISTER INFORMATION PAGE

THE VIRGINIA REGISTER OF REGULATIONS is an official state
publication issued every other week throughout the year. Indexes are published
quarterly, and are cumulative for the year. The Virginia Register has several
functions. The new and amended sections of regulations, both as proposed and
as finally adopted, are required by law to be published in the Virginia Register.
In addition, the Virginia Register is a source of other information about state
government, including petitions for rulemaking, emergency regulations,
executive orders issued by the Governor, and notices of public hearings on
regulations.

ADOPTION, AMENDMENT, AND REPEAL OF REGULATIONS

Unless exempted by law, an agency wishing to adopt, amend, or repeal
regulations must follow the procedures in the Administrative Process Act
(8 2.2-4000 et seq. of the Code of Virginia). Typically, this includes first
publishing in the Virginia Register a notice of intended regulatory action; a
basis, purpose, substance and issues statement; an economic impact analysis
prepared by the Department of Planning and Budget; the agency’s response to
the economic impact analysis; a summary; a notice giving the public an
opportunity to comment on the proposal; and the text of the proposed
regulation.

Following publication of the proposed regulation in the Virginia Register, the
promulgating agency receives public comments for a minimum of 60 days.
The Governor reviews the proposed regulation to determine if it is necessary
to protect the public health, safety, and welfare, and if it is clearly written and
easily understandable. If the Governor chooses to comment on the proposed
regulation, his comments must be transmitted to the agency and the Registrar
of Regulations no later than 15 days following the completion of the 60-day
public comment period. The Governor’s comments, if any, will be published
in the Virginia Register. Not less than 15 days following the completion of the
60-day public comment period, the agency may adopt the proposed regulation.

The Joint Commission on Administrative Rules or the appropriate standing
committee of each house of the General Assembly may meet during the
promulgation or final adoption process and file an objection with the Registrar
and the promulgating agency. The objection will be published in the Virginia
Register. Within 21 days after receipt by the agency of a legislative objection,
the agency shall file a response with the Registrar, the objecting legislative
body, and the Governor.

When final action is taken, the agency again publishes the text of the
regulation as adopted, highlighting all changes made to the proposed
regulation and explaining any substantial changes made since publication of
the proposal. A 30-day final adoption period begins upon final publication in
the Virginia Register.

The Governor may review the final regulation during this time and, if he
objects, forward his objection to the Registrar and the agency. In addition to
or in lieu of filing a formal objection, the Governor may suspend the effective
date of a portion or all of a regulation until the end of the next regular General
Assembly session by issuing a directive signed by a majority of the members
of the appropriate legislative body and the Governor. The Governor’s
objection or suspension of the regulation, or both, will be published in the
Virginia Register.

If the Governor finds that the final regulation contains changes made after
publication of the proposed regulation that have substantial impact, he may
require the agency to provide an additional 30-day public comment period on
the changes. Notice of the additional public comment period required by the
Governor will be published in the Virginia Register. Pursuant to § 2.2-4007.06
of the Code of Virginia, any person may request that the agency solicit
additional public comment on certain changes made after publication of the
proposed regulation. The agency shall suspend the regulatory process for 30
days upon such request from 25 or more individuals, unless the agency
determines that the changes have minor or inconsequential impact.

A regulation becomes effective at the conclusion of the 30-day final adoption
period, or at any other later date specified by the promulgating agency, unless
(i) a legislative objection has been filed, in which event the regulation, unless
withdrawn, becomes effective on the date specified, which shall be after the
expiration of the 21-day objection period; (ii) the Governor exercises his
authority to require the agency to provide for additional public comment, in

which event the regulation, unless withdrawn, becomes effective on the date
specified, which shall be after the expiration of the period for which the
Governor has provided for additional public comment; (iii) the Governor and
the General Assembly exercise their authority to suspend the effective date of
a regulation until the end of the next regular legislative session; or (iv) the
agency suspends the regulatory process, in which event the regulation, unless
withdrawn, becomes effective on the date specified, which shall be after the
expiration of the 30-day public comment period and no earlier than 15 days
from publication of the readopted action.

A regulatory action may be withdrawn by the promulgating agency at any
time before the regulation becomes final.

FAST-TRACK RULEMAKING PROCESS

Section 2.2-4012.1 of the Code of Virginia provides an alternative to the
standard process set forth in the Administrative Process Act for regulations
deemed by the Governor to be noncontroversial. To use this process, the
Governor's concurrence is required and advance notice must be provided to
certain legislative committees. Fast-track regulations become effective on the
date noted in the regulatory action if fewer than 10 persons object to using the
process in accordance with § 2.2-4012.1.

EMERGENCY REGULATIONS

Pursuant to § 2.2-4011 of the Code of Virginia, an agency may adopt
emergency regulations if necessitated by an emergency situation or when
Virginia statutory law or the appropriation act or federal law or federal
regulation requires that a regulation be effective in 280 days or fewer from its
enactment. In either situation, approval of the Governor is required. The
emergency regulation is effective upon its filing with the Registrar of
Regulations, unless a later date is specified per § 2.2-4012 of the Code of
Virginia. Emergency regulations are limited to no more than 18 months in
duration; however, may be extended for six months under the circumstances
noted in § 2.2-4011 D. Emergency regulations are published as soon as
possible in the Virginia Register and are on the Register of Regulations website
at register.dls.virgina.gov.

During the time the emergency regulation is in effect, the agency may
proceed with the adoption of permanent regulations in accordance with the
Administrative Process Act. If the agency chooses not to adopt the regulations,
the emergency status ends when the prescribed time limit expires.

STATEMENT

The foregoing constitutes a generalized statement of the procedures to be
followed. For specific statutory language, it is suggested that Article 2 (§ 2.2-
4006 et seq.) of Chapter 40 of Title 2.2 of the Code of Virginia be examined
carefully.

CITATION TO THE VIRGINIA REGISTER

The Virginia Register is cited by volume, issue, page number, and date. 34:8
VA.R. 763-832 December 11, 2017, refers to Volume 34, Issue 8, pages 763
through 832 of the Virginia Register issued on
December 11, 2017.

The Virginia Register of Regulations is published pursuant to Article 6 (§ 2.2-
4031 et seq.) of Chapter 40 of Title 2.2 of the Code of Virginia.

Members of the Virginia Code Commission: John S. Edwards, Chair;
Marcus B. Simon, Vice Chair; Ward L. Armstrong; Nicole Cheuk; Joanne
Frye; Leslie L. Lilley; Jennifer L. McClellan; Christopher R. Nolen; Don
L. Scott, Jr.; Charles S. Sharp; Malfourd W. Trumbo; Amigo R. Wade.

Staff of the Virginia Register: Holly Trice, Registrar of Regulations; Anne
Bloomsburg, Assistant Registrar; Nikki Clemons, Regulations Analyst;
Rhonda Dyer, Publications Assistant; Terri Edwards, Senior Operations
Staff Assistant.
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PUBLICATION SCHEDULE AND DEADLINES

This schedule is available on the Virginia Register of Regulations website (http://register.dls.virginia.gov).

February 2022 through February 2023

Volume: Issue

Material Submitted By Noon*

Will Be Published On

38:13 January 26, 2022 February 14, 2022
38:14 February 9, 2022 February 28, 2022
38:15 February 23, 2022 March 14, 2022
38:16 March 9, 2022 March 28, 2022
38:17 March 23, 2022 April 11, 2022
38:18 April 6, 2022 April 25, 2022
38:19 April 20, 2022 May 9, 2022

38:20 May 4, 2022 May 23, 2022
38:21 May 18, 2022 June 6, 2022

38:22 June 1, 2022 June 20, 2022
38:23 June 15, 2022 July 4, 2022

38:24 June 29, 2022 July 18, 2022

38:25 July 13, 2022 August 1, 2022
38:26 July 27, 2022 August 15, 2022
39:1 August 10, 2022 August 29, 2022
39:2 August 24, 2022 September 12, 2022
39:3 September 7, 2022 September 26, 2022
39:4 September 21, 2022 October 10, 2022
39:5 October 5, 2022 October 24, 2022
39:6 October 19, 2022 November 7, 2022
39:7 November 2, 2022 November 21, 2022
39:8 November 14, 2022 (Monday)  December 5, 2022
39:9 November 30, 2022 December 19, 2022
39:10 December 14, 2022 January 2, 2023
39:11 December 27, 2022 (Tuesday)  January 16, 2023
39:12 January 11, 2023 January 30, 2023
39:13 January 25, 2023 February 13, 2023
39:14 February 8, 2023 February 27, 2023

*Filing deadlines are Wednesdays unless otherwise specified.
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PETITIONS FOR RULEMAKING

TITLE 18. PROFESSIONAL AND
OCCUPATIONAL LICENSING

BOARD OF NURSING

Initial Agency Notice

Title of Requlation: 18VAC90-26. Regulations for Nurse
Aide Education Programs.

Statutory Authority: 8 54.1-3005 of the Code of Virginia.

Name of Petitioner: Gary Bahena.

Nature of Petitioner's Request: To amend regulations to allow
for the following: (i) the use of licensed hospitals for clinical
education rather than nursing homes; (ii) the elimination of
requirement that RNs and LPNs serving as clinical instructors
have experience working in nursing homes; and (iii) an
allowance for clinical instructors to be on site and to perform
their regular work at the same time but reduce the ratio from
10 to one to four to one for students to instructor.

Agency Plan for Disposition of Request: In accordance with
Virginia law, the petition will be published on January 31,
2022, in the Virginia Register of Regulations and also posted
on the Virginia  Regulatory Town Hall at
www.townhall.virginia.gov to receive public comment ending
February 20, 2022.

Following receipt of all comments on the petition to amend
regulations, the board will decide whether to make any changes
to the regulatory language. This matter will be on the board's
agenda for its first meeting after the comment period, which is
scheduled for March 22, 2022. The board will inform the
petitioner of its decision after that meeting.

Public Comment Deadline: February 20, 2022.

Agency Contact: Jay P. Douglas, R.N., Executive Director,
Board of Nursing, 9960 Mayland Drive, Suite 300, Richmond,
VA, 23233, telephone (804) 367-4520, or email
jay.douglas@dhp.virginia.gov.

VAR. Doc. No. PFR22-16; Filed January 10, 2022, 2:20 p.m.
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PERIODIC REVIEWS AND SMALL BUSINESS IMPACT REVIEWS

TITLE 1. ADMINISTRATION

DEPARTMENT OF GENERAL SERVICES
Report of Findings

Pursuant to 88§ 2.2-4007.1 and 2.2-4017 of the Code of
Virginia, the Department of General Services conducted a
periodic review and a small business impact review of
1VAC30-11, Public Participation Guidelines, and
determined that this regulation should be amended. The
department is publishing its report of findings dated January 6,
2022, to support this decision.

This regulatory change is necessary for the Department of
General Services (DGS) to comply with § 2.2- 4007.02 B of
the Administrative Process Act that requires of an agency,
"pursuant to its public participation guidelines shall afford
interested persons an opportunity to...be accompanied by and
represented by counsel or other representative” when an
agency formulates a regulation. This regulatory change is
essential to protect the health, safety, or welfare of citizens by
requiring the department to provide an opportunity for the
public to be represented by counsel or other representatives
when the department promulgates a regulatory action.

DGS will amend this regulation to conform with 1VAC30-11,
Public Participation Guidelines to Chapter 795 of the 2012
Acts of Assembly, which amended § 2.2-4007.02 B on public
participation guidelines. The regulation has no impact on small
business.

Contact Information: Rhonda Bishton, Director's Executive
Administrative Assistant, Department of General Services,
1100 Bank Street, Suite 420, Richmond, VA 23219, telephone
(804) 786-3311.

L 4 L 4

TITLE 6. CRIMINAL JUSTICE AND
CORRECTIONS

CRIMINAL JUSTICE SERVICES BOARD
Agency Notice

Pursuant to Executive Order 14 (as amended July 16, 2018)
and 8§ 2.2-4007.1 and 2.2-4017 of the Code of Virginia, the
following regulation is undergoing a periodic review and a
small business impact review: 6VAC20-230, Regulations
Relating to Special Conservator of the Peace.

The Notice of Intended Regulatory Action to amend 6VVAC20-
230, which is published in this issue of the Virginia Register,
serves as the agency notice of the review.

Public comment period begins January 31, 2022, and ends
March 2, 2022,

Contact Information: Kristi Shalton, Law Enforcement

Program Coordinator, Department of Criminal Justice
Services, 1100 Bank Street, Richmond, VA 23219, telephone
(804) 786-7801, or email kristi.shalton@dcjs.virginia.gov.

* *

TITLE 9. ENVIRONMENT

DEPARTMENT OF ENVIRONMENTAL QUALITY
Report of Findings

Pursuant to 88§ 2.2-4007.1 and 2.2-4017 of the Code of
Virginia, the Department of Environmental Quality conducted
a periodic review and a small business impact review of
9VAC15-30, Regulations for the Certification of Recycling
Machinery and Equipment for Local Tax Exemption
Purposes, and determined that this regulation should be
retained as is. The department is publishing its report of
findings dated January 3, 2022, to support this decision.

Section 58.1-3661 of the Code of Virginia specifies that
recycling machinery and equipment certified by the
Department of Environmental Quality may be eligible for a
local property tax exemption. Section 58.1-3661 of the Code
of Virginia allows the governing body of any county, city, or
town to exempt or partially exempt qualifying machinery or
equipment from local taxation. This regulation promulgated by
the Department of Environmental Quality establishes the
procedure and rules for the certification to avoid confusion
concerning equipment that is eligible for reduced tax rates. The
regulation has been effective in protecting public health and
welfare with the least possible cost and intrusiveness to the
citizens and businesses of the Commonwealth, ensuring that
certified recycling equipment is eligible for reduced tax rates.

The department has determined that the regulation is clearly
written and easily understandable by the individuals and
entities affected. It is written so as to permit only one
reasonable interpretation, is written to adequately identify the
affected entity, and, insofar as possible, is written in
nontechnical language.

This regulation satisfies the provisions of state law and is
effective in meeting its goals; therefore, the regulation is being
retained without amendment. This regulation continues to be
needed. It provides recycling facilities with criteria concerning
equipment that is eligible for reduced tax rates. No complaints
or comments were received concerning the regulation from the
public during the comment period. The regulation's level of
complexity is appropriate to ensure that the regulated entities
are able to provide the necessary information for the
department to review recycling equipment and certify it is
eligible for reduced tax rates. This regulation does not overlap,
duplicate, or conflict with any state law or other state
regulation. This regulation provides a means for persons
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Periodic Reviews and Small Business Impact Reviews

(businesses) to claim a unique tax exemption for costs incurred
for recycling equipment. This regulation was last reviewed in
2017. Technology, economic conditions, and other factors
have not changed in ways that would make this regulation less
efficient and cost-effective in terms of protecting human health
and the environment or meeting legal mandates.

The department, through examination of the regulation, has
determined that the regulatory requirements currently
minimize the economic impact of this regulation on small
businesses and thereby minimize the impact on existing and
potential Virginia employers and those employers' ability to
maintain and increase the number of jobs in the
Commonwealth. If a small business purchases eligible
recycling equipment, that business's tax rates assessed by the
governing body of any county, city, or town may be reduced.

Contact Information: Melissa Porterfield, Department of
Environmental Quality, 1111 East Main Street, Suite 1400,
P.O. Box 1105, Richmond, VA 23218, telephone (804) 698-
4238.

VIRGINIA WASTE MANAGEMENT BOARD
Report of Findings

Pursuant to 8§ 2.2-4007.1 and 2.2-4017 of the Code of
Virginia, the Virginia Waste Management Board conducted a
periodic review and a small business impact review of
9VAC20-120, Regulated Medical Waste Management
Regulations, and determined that this regulation should be
amended.

The proposed regulatory action to repeal 9VAC20-120 and
replace it with newly promulgated 9VAC20-121, which is
published in this issue of the Virginia Register, serves as the
report of findings.

Contact Information: Priscilla D. Rohrer, Guidance and
Regulation Coordinator, Department of Environmental
Quality, P.O. Box 3000, Harrisonburg, VA 22801, telephone
(540) 574-7852, FAX (804) 698-4178, or email
priscilla.rohrer@deq.virginia.gov.

STATE WATER CONTROL BOARD
Report of Findings

Pursuant to 8§ 2.2-4007.1 and 2.2-4017 of the Code of
Virginia, the State Water Control Board conducted a periodic
review and a small business impact review of 9VAC25-880,
General VPDES Permit for Discharges of Stormwater
from Construction Activities, and determined that this
regulation should be amended. The department is publishing
its report of findings dated October 26, 2021, to support this
decision.

This regulation continues to be needed. This regulation is
necessary for the protection of public health, safety, and
welfare. The regulation is clearly written and easily

understandable. The general permit is scheduled to expire on
June 30, 2024. This regulation will be amended to reissue the
general permit.

The general permit regulates stormwater discharges from
construction activities. The term "construction activity" is
defined in 9VAC25-870-10 as "...any clearing, grading or
excavation associated with large construction activity or
associated with small construction activity." This general
permit authorizes discharges of stormwater from regulated
construction activities to surface waters within the boundaries
of the Commonwealth of Virginia and includes enhanced
criteria for impaired and exceptional waters. Construction
activities that disturb one acre or greater or less than one acre
but part of a common plan of development are required to
obtain coverage under this general permit prior to commencing
land disturbing activities. If this regulation were repealed,
individual permits would be required to conduct these
activities.

No public comments were received during the periodic review.
This regulation establishes procedures for obtaining coverage
under this general permit, and portions of the regulation may
be viewed as complex due to the technical requirements
included in the regulation. This regulation is clearly written
and easily understandable. The regulation does not overlap,
duplicate, or conflict with federal or state law or regulation as
the State Water Control Board is the delegated authority to
regulate point source discharges to surface water. The State
Water Control Board last reissued this regulation in 2019. This
regulation is evaluated and necessary changes are made to the
regulation when the permit is reissued.

The reissuance of the general VPDES permit accomplishes the
objectives of applicable law, minimizes the costs to a small
business owner and simplifies the application process. Without
the general permit, a small business owner would be required
to obtain an individual permit, which would increase the
complexity of a permit application and the costs to obtain
permit coverage.

Contact Information: Melissa Porterfield, Department of
Environmental Quality, 1111 East Main Street, Suite 1400,
P.O. Box 1105, Richmond, VA 23218, telephone (804) 698-
4238.

* *

TITLE 12. HEALTH

STATE BOARD OF HEALTH
Report of Findings

Pursuant to 8§88 2.2-4007.1 and 2.2-4017 of the Code of
Virginia, the State Board of Health conducted a periodic
review and a small business impact review of 12VAC5-600,
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Waterworks Operation Fee, and determined that this
regulation should be amended.

The Notice of Intended Regulatory Action to amend 12VAC5-
600, which is published in this issue of the Virginia Register,
serves as the report of findings.

Contact Information: Nelson Daniel, Policy and Program
Director, Office of Drinking Water, Virginia Department of
Health, 109 Governor Street, 6th Floor, Richmond, VA 23219,
telephone (804) 864-7210, FAX (804) 864-7521, or email
nelson.daniel@vdh.virginia.gov.

L 4 *

TITLE 18. PROFESSIONAL AND
OCCUPATIONAL LICENSING

BOARD OF COUNSELING
Report of Findings

Pursuant to 88 2.2-4007.1 and 2.2-4017 of the Code of
Virginia, the Board of Counseling conducted a periodic review
and a small business impact review of 18VAC115-20,
Regulations Governing the Practice of Professional
Counseling; 18VAC115-50, Regulations Governing the
Practice of Marriage and Family Therapy; and
18VAC115-60, Regulations Governing the Practice of
Licensed Substance Abuse Treatment Practitioners, and
determined that these regulations should be amended.

The proposed regulatory action to amend 18VAC115-20,
18VAC115-50, and 18VAC115-60, which is published in this
issue of the Virginia Register, serves as the report of findings.

Contact Information: Jaime Hoyle, Executive Director, Board
of Counseling, 9960 Mayland Drive, Suite 300, Richmond, VA
23233, telephone (804) 367-4406, FAX (804) 527-4435, or
email jaime.hoyle@dhp.virginia.gov.

* *

TITLE 22. SOCIAL SERVICES

DEPARTMENT FOR AGING AND REHABILITATIVE
SERVICES

Report of Findings

Pursuant to 8§88 2.2-4007.1 and 2.2-4017 of the Code of
Virginia, the Department for Aging and Rehabilitative
Services conducted a periodic review and a small business
impact review of 22VAC30-70, The Virginia Public
Guardian and Conservator Program, and determined that
this regulation should be amended.

The Notice of Intended Regulatory Action to amend
22VAC30-70, which is published in this issue of the Virginia
Register, serves as the report of findings.

Contact Information: Charlotte Arbogast, Policy Advisor,
Department for Aging and Rehabilitative Services, 8004
Franklin Farms Drive, Richmond, VA 23229, telephone (804)
662-7093, FAX (804) 662-7663, TDD (800) 464-9950, or
email charlotte.arbogast@dars.virginia.gov.

Report of Findings

Pursuant to 88§ 2.2-4007.1 and 2.2-4017 of the Code of
Virginia, the Department for Aging and Rehabilitative
Services conducted a periodic review and a small business
impact review of 22VAC30-120, Adult Services Approved
Providers, and determined that this regulation should be
amended.

The proposed regulatory action to amend 22VAC30-120,
which is published in this issue of the Virginia Register, serves
as the report of findings.

Contact Information: Paige L. McCleary, Adult Services
Program Consultant, Department for Aging and Rehabilitative
Services, 8004 Franklin Farms Drive, Richmond, VA 23229,
telephone (804) 662-7605, or email
paige.mccleary@dars.virginia.gov.

STATE BOARD OF SOCIAL SERVICES
Report of Findings

Pursuant to 8§ 2.2-4007.1 and 2.2-4017 of the Code of
Virginia, the State Board of Social Services conducted a
periodic review and a small business impact review of
22VAC40-901, Community Services Block Grant
Program, and determined that this regulation should be
amended.

The fast-track regulatory action to amend 22VAC40-901,
which is published in this issue of the Virginia Register, serves
as the report of findings.

Contact Information: Matt Fitzgerald, Community Service
Program Manager, Department of Social Services, 801 East
Main Street, Richmond, VA 23219, telephone (804) 726-7088,

FAX (800) 726-7088, or email
matt.fitzgerald@dss.virgnia.gov.
* *
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Periodic Reviews and Small Business Impact Reviews

TITLE 24. TRANSPORTATION AND MOTOR
VEHICLES

COMMONWEALTH TRANSPORTATION BOARD
Report of Findings

Pursuant to 88 2.2-4007.1 and 2.2-4017 of the Code of
Virginia, the Commonwealth Transportation Board conducted
a periodic review and a small business impact review of
24VAC30-451, Airport Access Fund Policy, and determined
that this regulation should be repealed.

The final regulatory action to repeal 24VAC30-451, which is
published in this issue of the Virginia Register, serves as the
report of findings.

Contact Information: Jo Anne P. Maxwell, Regulator
Coordinator, Policy Division, Department of Transportation,
1401 East Broad Street, 11th Floor, Richmond, VA 23219,
telephone (804) 786-1830, FAX (804) 225-4700, or email
joanne.maxwell@vdot.virginia.gov.
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TITLE 6. CRIMINAL JUSTICE AND
CORRECTIONS

CRIMINAL JUSTICE SERVICES BOARD

Notice of Intended Regulatory Action

Notice is hereby given in accordance with § 2.2-4007.01 of the
Code of Virginia that the Criminal Justice Services Board intends
to consider amending 6VAC20-230, Regulations Relating to
Special Conservator of the Peace. The purpose of the proposed
action is to amend and revise the compulsory minimum training
standards, make technical amendments, and increase the number
of training hours required. Training requirements are established
in § 9.1-150.2 of the Code of Virginia, and this action's goal is to
simplify the regulation by repealing sections and replacing them
with a document incorporated by reference that houses the various
categories of training that must be met by all special conservators
of the peace (SPOCs) in the Commonwealth. All amendments will
reflect newly-revised compulsory minimum training standards for
law-enforcement officers so that the two professions have
consistency across all regulations.

In addition, pursuant to Executive Order 14 (as amended, July 16,
2018) and § 2.2-4007.1 of the Code of Virginia, the agency is
conducting a periodic review and small business impact review of
this regulation to determine whether this regulation should be
terminated, amended, or retained in its current form. Public
comment is sought on the review of any issue relating to this
regulation, including whether the regulation (i) is necessary for the
protection of public health, safety, and welfare; (ii) minimizes the
economic impact on small businesses consistent with the stated
objectives of applicable law; and (iii) is clearly written and easily
understandable.

The agency does not intend to hold a public hearing on the
proposed action after publication in the Virginia Register.
Statutory Authority: § 9.1-150.2 of the Code of Virginia.
Public Comment Deadline: March 2, 2022.

Agency Contact: Kristi Shalton, Law Enforcement Program
Coordinator, Department of Criminal Justice Services, 1100
Bank Street, Richmond, VA 23219, telephone (804) 786-7801,
or email kristi.shalton@dcjs.virginia.gov.

VAR. Doc. No. R22-7064; Filed January 6, 2022, 2:09 p.m.

* *

TITLE 8. EDUCATION
STATE BOARD OF EDUCATION

Notice of Intended Regulatory Action

Notice is hereby given in accordance with § 2.2-4007.01 of the
Code of Virginia that the State Board of Education intends to
consider repealing 8VAC20-770, Background Checks for Child
Day Programs and Family Day Systems and promulgating
8VAC20-771, Background Checks for Child Day Programs

and Family Day Systems. The purpose of the proposed action is
to repeal and replace the current chapter in order to (i) ensure that
the regulation aligns with federal and state laws and (ii) clarify and
update the regulatory requirements. By repealing the current
chapter and promulgating a new chapter in its place, the board
anticipates greater flexibility in aligning the regulatory structure
to federal and state law, which has changed since the current
chapter became effective. The board also anticipates changes to
format and language.

The agency does not intend to hold a public hearing on the
proposed action after publication in the Virginia Register.
Statutory Authority: 8§ 22.1-16 and 22.1-289.046 of the Code
of Virginia.

Public Comment Deadline: March 2, 2022.

Agency Contact: Tatanishia Armstrong, Legislative
Consultant, Department of Education, James Monroe
Building, 101 North 14th Street, 16th Floor, Richmond, VA
23219, telephone (804) 382-5047, or email
tatanishia.armstrong@doe.virginia.gov.

VAR. Doc. No. R22-7027; Filed December 29, 2021, 1:14 p.m.

Notice of Intended Regulatory Action

Notice is hereby given in accordance with § 2.2-4007.01 of the
Code of Virginia that the State Board of Education intends to
consider repealing 8VAC20-820, General Procedures and
Information for Licensure, and promulgating 8VAC20-821,
General Procedures and Information for Licensure. The
purpose of the proposed action is to repeal the current chapter and
promulgate a new chapter in order to implement statutory
requirements, clarify existing regulatory requirements, and update
practices and procedures. The General Procedures and
Information for Licensure applies to child day centers, family day
homes, and family day systems that are licensed by the State
Board of Education. The chapter sets out requirements and
procedures for the licensure process, including the application
process, license maintenance, inspections, and enforcement of
violations. The current regulation was originally promulgated by
the Virginia Department of Social Services in 1984 and adopted
by the board in 2021.

The agency does not intend to hold a public hearing on the
proposed action after publication in the Virginia Register.
Statutory Authority: 8§ 22.1-16 and 22.1-289.046 of the Code
of Virginia.

Public Comment Deadline: March 2, 2022.

Agency Contact: Tatanishia  Armstrong, Legislative
Consultant, Department of Education, James Monroe
Building, 101 North 14th Street, 16th Floor, Richmond, VA
23219, telephone (804) 382-5047, or  email
tatanishia.armstrong@doe.virginia.gov.

VAR. Doc. No. R22-7028; Filed December 29, 2021, 1:15 p.m.

* *
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Notices of Intended Regulatory Action

TITLE 9. ENVIRONMENT
STATE WATER CONTROL BOARD

Notice of Intended Regulatory Action

Notice is hereby given in accordance with § 2.2-4007.01 of the
Code of Virginia that the State Water Control Board intends to
consider amending 9VAC25-190, Virginia Pollutant
Discharge Elimination System (VPDES) General Permit
Regulation for Nonmetallic Mineral Mining. The purpose of
the proposed action is to amend and reissue the existing
VPDES general permit regulation that addresses wastewater
and stormwater discharges from nonmetallic mineral mines.
The existing general permit will expire June 30, 2024, and this
action will reissue the general permit for another five-year
term. In addition, any updates or necessary changes will be
made to the general permit. Amendments may be identified
following the submittal of public comments on this notice and
by the technical advisory committee during deliberations on
this general permit regulation. Some issues that may need to be
addressed include (i) effluent limitations and monitoring
requirements; (ii) electronic reporting, once this is made
available for this industry; (iii) total maximum daily load
requirements; (iv) special conditions to ensure they are updated
and protective of water quality; (v) conforming changes based
on the U.S. Environmental Protection Agency's most recent
National Pollutant Discharge Elimination System Multi-Sector
General Permit; and (vi) clarifying other aspects of the permit,
regulation, forms, or instructions, as needed.

The agency intends to hold a public hearing on the proposed
action after publication in the Virginia Register.

Statutory Authority: 8§ 62.1-44.15 of the Code of Virginia;
§ 402 of the Clean Water Act; 40 CFR Parts 122, 123, and 124.

Public Comment Deadline: March 2, 2022.

Agency Contact: Peter Sherman, Department of
Environmental Quality, 1111 East Main Street, Suite 1400,
P.O. Box 1105, Richmond, VA 23218, telephone (804) 698-
4044, FAX (804) 698-4178, or email
peter.sherman@deq.virginia.gov.

VAR. Doc. No. R22-7006; Filed January 10, 2022, 1:26 p.m.

Notice of Intended Regulatory Action

Notice is hereby given in accordance with § 2.2-4007.01 of the
Code of Virginia that the State Water Control Board intends to
consider amending 9VAC25-210, Virginia Water Protection
Permit Regulation, and 9VAC25-610, Ground Woater
Withdrawal Regulations. The purpose of the proposed action
is to require that any application for a permit to withdraw
surface water (9VAC25-210) or groundwater (9VAC25-610)
include (i) a water auditing plan and (ii) a leak detection and
repair plan. This regulatory proposal will establish
requirements for such plans as required by Chapter 100 of the
2021 Acts of Assembly, Special Session I.

The agency intends to hold a public hearing on the proposed
action after publication in the Virginia Register.

Statutory Authority: 8§ 62.1-44.15 of the Code of Virginia;
§ 401 of the Clean Water Act (33 USC § 1251 et seq.).

Public Comment Deadline: March 2, 2022.

Agency Contact: Joseph Grist, Department of Environmental
Quality, 1111 East Main Street, Suite 1400, P.O. Box 1105,
Richmond, VA 23218, telephone (804) 698-4031, FAX (804)
698-4178, or email joseph.grist@deq.virginia.gov.

VA.R. Doc. No. R22-6942; Filed January 10, 2022, 2:47 p.m.

L 4 L 4

TITLE 12. HEALTH
STATE BOARD OF HEALTH

Notice of Intended Regulatory Action

Notice is hereby given in accordance with § 2.2-4007.01 of the
Code of Virginia that the State Board of Health intends to
consider amending 12VAC5-600, Waterworks Operation
Fee. The purpose of the proposed action is to review (i) how
the Virginia Department of Health (VDH) provides technical
and regulatory assistance to different types and sizes of
waterworks, including those serving disadvantaged
communities and (ii) how waterworks support that assistance
through operation fees. VDH will also consider equity and
environmental justice issues as they relate to the operation fees
waterworks pay. VDH intends to amend fees so that they more
accurately reflect the benefit members of the regulated
community receive from the agency through technical and
regulatory assistance. The intended amendments are a result of
the periodic review.

The agency does not intend to hold a public hearing on the
proposed action after publication in the Virginia Register.
Statutory Authority: 88§ 32.1-12 and 32.1-170 of the Code of
Virginia.

Public Comment Deadline: March 2, 2022.

Agency Contact: Nelson Daniel, Policy and Program Director,

Office of Drinking Water, Virginia Department of Health, 109
Governor Street, 6th Floor, Richmond, VA 23219, telephone

(804) 864-7210, FAX (804) 864-7521, or email
nelson.daniel@vdh.virginia.gov.

VAR. Doc. No. R22-7059; Filed December 29, 2021, 4:39 p.m.
4 4
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TITLE 18. PROFESSIONAL AND
OCCUPATIONAL LICENSING

BOARD FOR ARCHITECTS, PROFESSIONAL
ENGINEERS, LAND SURVEYORS, CERTIFIED
INTERIOR DESIGNERS AND LANDSCAPE
ARCHITECTS

Notice of Intended Regulatory Action

Notice is hereby given in accordance with § 2.2-4007.01 of the
Code of Virginia that the Board for Architects, Professional
Engineers, Land Surveyors, Certified Interior Designers, and
Landscape Architects intends to consider amending
18VAC10-20, Board for Architects, Professional
Engineers, Land Surveyors, Certified Interior Designers,
and Landscape Architects Regulations. The purpose of the
proposed action is to adjust its licensing fee structure. The
board must establish fees adequate to support the costs of board
operations and pay a proportionate share of the Department of
Professional and Occupational Regulation operations. By the
close of the next biennium, fees will not provide adequate
revenue for those costs. The board has no other source of
revenue from which to fund its operations.

The agency intends to hold a public hearing on the proposed
action after publication in the Virginia Register.

Statutory Authority: 8§ 54.1-201 and 54.1-404 of the Code of
Virginia.

Public Comment Deadline: March 2, 2022.

Agency Contact: Kathleen R. Noshisch, Executive Director,
Board for Architects, Professional Engineers, Land Surveyors,
Certified Interior Designers, and Landscape Architects, 9960
Mayland Drive, Suite 400, Richmond, VA 23233, telephone
(804) 367-8514, FAX (866) 465-6206, or email
apelscidla@dpor.virginia.gov.

VAR. Doc. No. R22-6512; Filed December 29, 2021, 2:31 p.m.

AUCTIONEERS BOARD

Notice of Intended Regulatory Action

Notice is hereby given in accordance with § 2.2-4007.01 of the
Code of Virginia that the Auctioneers Board intends to
consider amending 18VAC25-21, Rules and Regulations of
the Virginia Auctioneers Board. The purpose of the proposed
action is to adjust the board's licensing fee structure. The board
must establish fees adequate to support the costs of board
operations and pay a proportionate share of the Department of
Professional and Occupational Regulation operations. By the
close of the next biennium, fees will not provide adequate
revenue for those costs. The board has no other source of
revenue from which to fund its operations.

The agency intends to hold a public hearing on the proposed
action after publication in the Virginia Register.

Statutory Authority: 88 54.1-201 and 54.1-602 of the Code of
Virginia.

Public Comment Deadline: March 2, 2022.

Agency Contact: Kathleen R. Nosbisch, Executive Director,
Auctioneers Board, 9960 Mayland Drive, Suite 400,
Richmond, VA 23233, telephone (804) 367-8514, FAX (866)
465-6206, or email auctioneers@dpor.virginia.gov.

VAR. Doc. No. R22-6589; Filed December 29, 2021, 2:38 p.m.

BOARD OF DENTISTRY

Notice of Intended Regulatory Action

Notice is hereby given in accordance with § 2.2-4007.01 of the
Code of Virginia that the Board of Dentistry intends to
consider amending 18VAC60-30, Regulations Governing
the Practice of Dental Assistants. The purpose of the
proposed action is to eliminate the practice of pulp capping
from the practices for which a dental assistant Il can be trained
and delegated to perform in a dental office. Pulp capping is the
covering of an exposed dental pulp with some material to
provide protection against external influences and to
encourage healing. The board's intent is to delete pulp capping
from the procedures for which a dental assistant Il can be
trained and certified to perform.

The agency intends to hold a public hearing on the proposed
action after publication in the Virginia Register.

Statutory Authority: § 54.1-2400 of the Code of Virginia.
Public Comment Deadline: March 2, 2022.

Agency Contact: Sandra Reen, Executive Director, Board of
Dentistry, 9960 Mayland Drive, Suite 300, Richmond, VA

23233, telephone (804) 367-4437, FAX (804) 527-4428, or
email sandra.reen@dhp.virginia.gov.

VAR. Doc. No. R22-7061; Filed December 30, 2021, 1:32 p.m.
REAL ESTATE BOARD

Notice of Intended Regulatory Action

Notice is hereby given in accordance with § 2.2-4007.01 of the
Code of Virginia that the Real Estate Board intends to consider
amending 18VAC135-20, Virginia Real Estate Board
Licensing Regulations. The purpose of the proposed action is
to adjust license application, renewal, and reinstatement fees
for real estate licenses. The board must establish fees adequate
to support the costs of its operations and pay a proportionate
share of the Department of Professional and Occupational
Regulation operations. By the close of the next biennium, fees
will not provide adequate revenue for those costs. The board
has no other source of revenue from which to fund its
operations.

The agency intends to hold a public hearing on the proposed
action after publication in the Virginia Register.
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Statutory Authority: 88§ 54.1-201 and 54.1-2105 of the Code of
Virginia.

Public Comment Deadline: March 2, 2022.

Agency Contact: Christine Martine, Executive Director, Real
Estate Board, 9960 Mayland Drive, Suite 400, Richmond, VA
23233, telephone (804) 367-8552, FAX (804) 527-4299, or
email reboard@dpor.virginia.gov.

VA.R. Doc. No. R22-6767; Filed December 29, 2021, 2:35 p.m.

BOARD FOR PROFESSIONAL SOIL SCIENTISTS,
WETLAND PROFESSIONALS, AND GEOLOGISTS

Notice of Intended Regulatory Action

Notice is hereby given in accordance with § 2.2-4007.01 of the
Code of Virginia that the Board for Professional Soil
Scientists, Wetland Professionals, and Geologists intends to
consider amending 18VAC145-20, Board for Professional
Soil Scientists Regulations; 18VAC145-30, Wetland
Delineators Certification Regulations; and 18VAC145-40,
Regulations for the Geology Certification Program. The
purpose of the proposed action is to adjust the board's licensing
fee structure. The board must establish fees adequate to support
the costs of board operations and pay a proportionate share of
the Department of Professional and Occupational Regulation
operations. By the close of the next biennium, fees will not
provide adequate revenue for those costs. The board has no
other source of revenue from which to fund its operations.

Statutory Authority: § 54.1-201 of the Code of Virginia.
Public Comment Deadline: March 2, 2022.

Agency Contact: Kathleen R. Noshisch, Executive Director,
Board for Professional Soil Scientists, Wetland Professionals,
and Geologists, 9960 Mayland Drive, Suite 400, Richmond,
VA 23233, telephone (804) 367-8514, FAX (804) 527-4294,
or email soilscientist@dpor.virginia.gov.

VAR. Doc. No. R22-7058; Filed December 29, 2021, 2:32 p.m.

BOARD FOR WASTE MANAGEMENT FACILITY
OPERATORS

Notice of Intended Regulatory Action

Notice is hereby given in accordance with § 2.2-4007.01 of the
Code of Virginia that the Board for Waste Management
Facility Operators intends to consider amending 18VAC155-
20, Waste Management Facility Operators Regulations.
The purpose of the proposed action is to increase licensing fees
for regulants of the Board for Waste Management Facility
Operators. The board must establish fees adequate to support
the costs of board operations and pay a proportionate share of
the Department of Professional and Occupational Regulation
operations. By close of the next biennium, the current fee
structure will not provide adequate revenue for those costs. The
Board for Waste Management Facility Operators has no other
source of revenue from which to fund its operations.

The agency intends to hold a public hearing on the proposed
action after publication in the Virginia Register.

Statutory Authority: 8§ 54.1-201 and 54.1-2211 of the Code of
Virginia.

Public Comment Deadline: March 2, 2022.

Agency Contact: Marjorie King, Administrator, Board for
Waste Management Facility Operators, 9960 Mayland Drive,
Suite 400, Richmond, VA 23233, telephone (804) 367-2785,
FAX (866) 430-1033, TDD (804) 527-4290, or email
contractors@dpor.virginia.gov.

VAR. Doc. No. R22-6804; Filed December 29, 2021, 2:34 p.m.

BOARD FOR WATERWORKS AND WASTEWATER
WORKS OPERATORS AND ONSITE SEWAGE
SYSTEM PROFESSIONALS

Notice of Intended Regulatory Action

Notice is hereby given in accordance with § 2.2-4007.01 of the
Code of Virginia that the Board for Waterworks and
Wastewater Works Operators and Onsite Sewage System
Professionals intends to consider amending 18VAC160-30,
Waterworks and Wastewater Works Operators Licensing
Regulations. The purpose of the proposed action is to adjust
license application, renewal, and reinstatement fees for
waterworks and wastewater works operator licenses. The
board must establish fees adequate to support the costs of board
operations and pay a proportionate share of the Department of
Professional and Occupational Regulation operations. By the
close of the next biennium, fees will not provide adequate
revenue for those costs. The board has no other source of
revenue from which to fund its operations.

The agency intends to hold a public hearing on the proposed
action after publication in the Virginia Register.

Statutory Authority: 8§ 54.1-113 and 54.1-201 of the Code of
Virginia.

Public Comment Deadline: March 2, 2022.

Agency Contact: Trisha L. Lindsey, Executive Director, Board
for Waterworks and Wastewater Works Operators and Onsite
Sewage System Professionals, 9960 Mayland Drive, Suite 400,
Richmond, VA 23233, telephone (804) 367-8595, FAX (866)
350-5354, or email waterwasteoper@dpor.virginia.gov.

VAR. Doc. No. R22-6627; Filed December 29, 2021, 2:40 p.m.

Notice of Intended Regulatory Action

Notice is hereby given in accordance with § 2.2-4007.01 of the
Code of Virginia that the Board for Waterworks and
Wastewater Works Operators and Onsite Sewage System
Professionals intends to consider amending 18VAC160-40,
Onsite  Sewage  System  Professionals  Licensing
Regulations. The purpose of the proposed action is to adjust
license application, renewal, and reinstatement fees for onsite
sewage system operator, onsite sewage system installer, and
onsite soil evaluator licenses. The board must establish fees

Volume 38, Issue 12

Virginia Register of Regulations

January 31, 2022

1177


mailto:reboard@dpor.virginia.gov
mailto:soilscientist@dpor.virginia.gov
mailto:contractors@dpor.virginia.gov
mailto:waterwasteoper@dpor.virginia.gov

Notices of Intended Regulatory Action

adequate to support the costs of board operations and pay a
proportionate share of the Department of Professional and
Occupational Regulation operations. By the close of the next
biennium, fees will not provide adequate revenue for those
costs. The board has no other source of revenue from which to
fund its operations.

The agency intends to hold a public hearing on the proposed
action after publication in the Virginia Register.

Statutory Authority: 8§ 54.1-201 and 54.1-2301 of the Code of
Virginia.

Public Comment Deadline: March 2, 2022.

Agency Contact: Trisha L. Lindsey, Executive Director, Board
for Waterworks and Wastewater Works Operators and Onsite
Sewage System Professionals, 9960 Mayland Drive, Suite 400,
Richmond, VA 23233, telephone (804) 367-8595, FAX (866)
350-5354, or email waterwasteoper@dpor.virginia.gov.

VAR. Doc. No. R22-6628; Filed December 29, 2021, 2:36 p.m.

* *

TITLE 22. SOCIAL SERVICES

DEPARTMENT FOR AGING AND REHABILITATIVE
SERVICES

Notice of Intended Regulatory Action
Notice of Intended Regulatory Action

Notice is hereby given in accordance with § 2.2-4007.01 of the
Code of Virginia that the Department for Aging and
Rehabilitative Services (DARS) intends to consider amending
22VAC30-70, The Virginia Public Guardian and
Conservator Program. The Virginia Public Guardian and
Conservator Program provides public guardian and
conservator services for adults who are incapacitated, indigent,
and for whom no other proper or suitable person can be
identified who is willing and able to serve as the individual's
guardian, or conservator, or both, as applicable. The program
has capacity to provide public guardianship services, public
conservatorship services, or both to 1,049 incapacitated adult
residents of Virginia who are found by a Virginia circuit court
to be (i) incapacitated, and (ii) who meet the criteria for public
guardianship as set forth in § 64.2-2010 of the Code of
Virginia. These services are provided by 13 local public
guardian programs, which are operated by local public
guardian program contractors under contract with the
department.

The proposed regulatory action is prompted by a periodic
review. The purpose of the proposed action is a comprehensive
review of the chapter. Revision to all areas of the regulation
will be considered. DARS intends to amend sections that may
be determined to be outdated or inconsistent with policy and
practice. Other revisions to the regulation content may also be
proposed based on public comment or from discussions with

the Virginia Public Guardian and Conservator Advisory Board,
the 13 public guardian program contractors, and other
stakeholders and advocates.

The agency does not intend to hold a public hearing on the
proposed action after publication in the Virginia Register.
Statutory Authority: § 51.5-131 of the Code of Virginia.
Public Comment Deadline: March 2, 2022.

Agency Contact: Charlotte Arbogast, Policy Advisor,
Department for Aging and Rehabilitative Services, 8004
Franklin Farms Drive, Richmond, VA 23229, telephone (804)
662-7093, FAX (804) 662-7663, TDD (800) 464-9950, or
email charlotte.arbogast@dars.virginia.gov.

VA.R. Doc. No. R22-7060; Filed December 30, 2021, 10:25 a.m.
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REGULATIONS

For information concerning the different types of regulations, see the Information Page.

Symbol Key
Roman type indicates existing text of regulations. Underscored language indicates proposed new text.
Language that has been stricken indicates proposed text for deletion. Brackets are used in final regulations to indicate changes from the
proposed regulation.

TITLE 1. ADMINISTRATION
DEPARTMENT OF GENERAL SERVICES

Final Regulation

Titles of Reqgulations: 1VAC30-45. Certification for
Noncommercial Environmental Laboratories (amending
1VAC30-45-40, 1VAC30-45-95, 1VAC30-45-100, 1VAC30-
45-130, 1VAC30-45-520, 1VAC30-45-650, 1VAC30-45-730,
1VAC30-45-750, 1VAC30-45-760, 1VAC30-45-771).

1VAC30-46. Accreditation for Commercial Environmental
Laboratories (amending 1VAC30-46-15, 1VAC30-46-40,
1VAC30-46-70, 1VAC30-46-95, 1VAC30-46-100, 1VAC30-
46-140, 1VAC30-46-150, 1VAC30-46-200, 1VAC30-46-210,
1VAC30-46-220).

Statutory Authority: § 2.2-1105 of the Code of Virginia.
Effective Date: April 1, 2022.

Agency Contact: Rhonda Bishton, Director's Executive
Administrative Assistant, Department of General Services,
1100 Bank Street, Suite 420, Richmond, VA 23219, telephone

(804) 786-3311, FAX (804) 371-8305, or email
rhonda.bishton@dgs.virginia.gov.
Summary:

The amendments update the regulations to the 2016 TNI
standards, including adding (i) as a cause for suspension,
laboratory failure to submit an acceptable corrective
action plan after two opportunities; (ii) as a reason to
withdraw accreditation or certification, laboratory failure
to correct the causes for suspension within the term of
suspension; (iii) as a reason to withdraw accreditation in
part or in total, when a laboratory fails three consecutive
proficiency testing (PT) studies; (iv) as a reason to
withdraw accreditation or certification, when a
laboratory fails to meet the provisions concerning
communicating with other laboratories with regard to
proficiency testing; (v) a statement that the agency will
regularly review its budget to determine if the fees
charged under the program offset its costs; and (vi) a
provision requiring a laboratory to pay the cost of
compliance determination when the agency has suspended
accreditation or certification in total and the laboratory
wishes to demonstrate that reasons for suspension have
been resolved.

In 1IVAC30-45, the amendments revise the time between
PT supplemental studies, delete the requirement for an
access log to archived records, require a successful

performance of the demonstration of capability procedure
when the laboratory has not performed this procedure
within 12 months, and conform to the U.S. Environmental
Protection Agency's 2017 Methods Update Rule.

Changes since the proposed regulation (i) clarify
decertification and withdrawal of accreditation when a
laboratory has failed PT studies three times in succession
and (ii) make technical edits to make the regulation more
understandable.

Summary of Public Comments and Agency's Response: A
summary of comments made by the public and the agency's
response may be obtained from the promulgating agency or
viewed at the office of the Registrar of Regulations.

1VAC30-45-40. Definitions.

The following words and terms when used in this chapter
shall have the following meanings unless the context clearly
indicates otherwise.

"Acceptance criteria" means specified limits placed on
characteristics of an item, process, or service defined in
requirement documents.

"Accuracy" means the degree of agreement between an
observed value and an accepted reference value. Accuracy
includes a combination of random error (precision) and
systematic error (bias) components that are due to sampling
and analytical operations. Accuracy is an indicator of data
quality.

"Algae" means simple single-celled, colonial, or multicelled,

mostly aquatic plants, containing chlorophyll and lacking
roots, stems and leaves that are either suspended in water
(phytoplankton) or attached to rocks and other substrates
(periphyton).

"Aliquot" means a portion of a sample taken for analysis.

"Analyte" means the substance erphysical-property-to-be
determined—in—samples—examined, organism, physical
parameter, or chemical constituent for which an environmental
sample is being analyzed.

"Analytical method" means a technical procedure for
providing analysis of a sample, defined by a body such as the
Environmental Protection Agency or the American Society for
Testing and Materials [ ; ] that may not include the sample
preparation method.

"Assessment" means the evaluation process used to measure
or establish the performance, effectiveness, and conformance
of an organization and its systems or both to defined criteria
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(i.e., to the standards and requirements of laboratory

certification).

"Assessor" means the person assigned by DCLS to perform,
alone or as part of an assessment team, an assessment of an
environmental laboratory.

"Audit" means a systematic evaluation to determine the
conformance to quantitative and qualitative specifications of
some operational function or activity.

"Authority” means, in the context of a governmental body or
local government, an authority created under the provisions of
the Virginia Water and Waste Authorities Act, Chapter 51
(8 15.2-5100 et seq.) of Title 15.2 of the Code of Virginia.

"Batch" means environmental samples that are prepared
together or analyzed together or both with the same process
and personnel, using the same lot or lots of reagents.
"Analytical batch" means a batch composed of prepared
environmental samples (extracts, digestates, or concentrates)
that are analyzed together as a group. An analytical batch can
include prepared samples originating from various
environmental matrices and can exceed 20 samples.
"Preparation batch” means a batch composed of one to 20
environmental samples of the same matrix that meets the
criteria in this definition for "batch" and with a maximum time
between the start of processing of the first and last sample in
the batch to be 24 hours.

"Benthic macroinvertebrates" means bottom dwelling
animals without backbones that live at least part of their life
cycles within or upon available substrates within a body of
water.

"Blank™ means a sample that has not been exposed to the
analyzed sample stream in order to monitor contamination
during sampling, transport, storage or analysis. The blank is
subjected to the usual analytical and measurement process to
establish a zero baseline or background value and is sometimes
used to adjust or correct routine analytical results. Blanks
include the following types:

1. Field blank. A blank prepared in the field by filling a clean
container with pure deionized water and appropriate
preservative, if any, for the specific sampling activity being
undertaken.

2. Method blank. A sample of a matrix similar to the batch
of associated samples (when available) that is free from the
analytes of interest and is processed simultaneously with and
under the same conditions as samples through all steps of the
analytical procedures, and in which no target analytes or
interferences are present at concentrations that impact the
analytical results for sample analyses.

"Calibration" means to determine, by measurement or
comparison with a standard, the correct value of each scale
reading on a meter, instrument or other device. The levels of

the applied calibration standard should bracket the range of
planned or expected sample measurements.

"Calibration curve™ means the graphical relationship between
the known values, such as concentrations, of a series of
calibration standards and their instrument response.

"Calibration standard"” means a substance or reference
material used to calibrate an instrument.

"Certified reference material" means a reference material one
or more of whose property values are certified by a technically
valid procedure, accompanied by or traceable to a certificate or
other documentation that is issued by a certifying body.

"Client" or "customer" means the Department of
Environmental Quality (DEQ) when used in the context of
quality assurance and specific quality control provisions.

"Commercial environmental laboratory” means an
environmental laboratory where environmental analysis is
performed for another person.

"Corrective action" means the action taken to eliminate the
causes of an existing nonconformity, defect or other
undesirable situation in order to prevent recurrence.

"DCLS" means the Division of Consolidated Laboratory
Services of the Department of General Services.

"Demonstration of capability” means the procedure to
establish the ability of the analyst to generate data of
acceptable accuracy and precision.

"Detection limit" means the lowest concentration or amount
of the target analyte that can be determined to be different from
zero by a single measurement at a stated degree of confidence.

"Environmental analysis™ or "environmental analyses" means
any test, analysis, measurement, or monitoring used for the
purposes of the Virginia Air Pollution Control Law, the
Virginia Waste Management Act or the State Water Control
Law (8 10.1-1300 et seq., § 10.1-1400 et seq., and § 62.1-44.2
et seq., respectively, of the Code of Virginia). For the purposes
of these regulations, any test, analysis, measurement, or
monitoring required pursuant to the regulations promulgated
under these three laws, or by any permit or order issued under
the authority of any of these laws or regulations is "used for the
purposes” of these laws. The term shall not include the
following:

1. Sampling of water, solid and chemical materials,
biological tissue, or air and emissions.

2. Field testing and measurement of water, solid and
chemical materials, biological tissue, or air and emissions,
except when performed in an environmental laboratory
rather than at the site where the sample was taken.

3. Taxonomic identification of samples for which there is no
national accreditation standard such as algae, benthic
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macroinvertebrates,
zooplankton.

4. Protocols used pursuant to § 10.1-104.2 of the Code of
Virginia to determine soil fertility, animal manure nutrient
content, or plant tissue nutrient uptake for the purposes of
nutrient management.

macrophytes,  vertebrates, and

5. Geochemical and permeability testing for solid waste
compliance.

6. Materials specification for air quality compliance when
product certifications specify the data required by an air
permit such as fuel type, Btu content, sulfur content, or VOC
content.

"Environmental laboratory" or "laboratory” means a facility
or a defined area within a facility where environmental analysis
is performed. A structure built solely to shelter field personnel
and equipment from inclement weather shall not be considered
an environmental laboratory.

"Establishment date" means the date set for the accreditation
program under 1VAC30-46 and the certification program to be
established under this chapter.

"Establishment of certification program” or “established
program” means that DCLS has completed the initial
accreditation of environmental laboratories covered by
1VAC30-46 and the initial certification of environmental
laboratories covered by 1VAC30-45.

"Facility" means something that is built or installed to serve a
particular function.

"Field of certification" or "FoC" means those matrix,
technology/method, and analyte combinations for which
DCLS offers certification.

"Field of proficiency testing” or "FOPT" means anahytesfor
ich 2 lak : . full |

sample-in-orderto-obtain-ormatntain-certification-collectively
defined—as the matrix, technology/method, and analyte
combinations for which the composition spike concentration
ranges and acceptance criteria_have been established by the
Proficiency Testing Program Executive Committee of TNI.

"Field testing and measurement™ means any of the following:

1. Any test for parameters under 40 CFR Part 136 for which
the holding time indicated for the sample requires immediate
analysis; or

2. Any test defined as a field test in federal regulation.

The following is a limited list of currently recognized field
tests or measures that is not intended to be inclusive:
continuous emissions monitoring; online monitoring; flow
monitoring; tests for pH, residual chlorine, temperature and
dissolved oxygen; and field analysis for soil gas.

"Finding" means an assessment conclusion referenced to a
laboratory certification standard and supported by objective
evidence that identifies a deviation from a laboratory
certification standard requirement.

"Governmental body" means any department, agency,
bureau, authority, or district of the United States government,
of the government of the Commonwealth of Virginia, or of any
local government within the Commonwealth of Virginia.

"Holding time" means the maximum time that can elapse
between two specified activities.

"International System of Units (SI)" means the coherent
system of units adopted and recommended by the General
Conference on Weights and Measures.

"Laboratory control sample™ or "LCS" means a sample
matrix, free from the analytes of interest, spiked with verified
known amounts of analytes or a material containing known and
verified amounts of analytes. It is generally used to establish
intra-laboratory or analyst specific precision and bias or to
assess the performance of all or a portion of the measurement
system. "Laboratory control sample™ or "LCS" may also be
named laboratory fortified blank, spiked blank, or QC check
sample.

"Laboratory manager" means the person who has overall
responsibility for the technical operation of the environmental
laboratory and who exercises actual day-to-day supervision of
laboratory operation for the appropriate fields of testing and
reporting of results. The title of this person may include butis
notlimited-to laboratory director, technical director, laboratory
supervisor, or laboratory manager.

"Legal entity” means an entity, other than a natural person,
whe that has sufficient existence in legal contemplation that it
can function legally, be sued or sue, and make decisions
through agents as in the case of corporations.

"Limit of detection” or "LOD™ means an estimate of the
minimum amount of a substance that an analytical process can
reliably detect. An LOD is analyte and matrix specific and may
be laboratory dependent.

"Limit of quantitation” or "LOQ" means the minimum levels,
concentrations, or quantities of a target variable (e.g., target
analyte) that can be reported with a specified degree of
confidence.

"Local government” means a municipality (city or town),
county, sanitation district, or authority.

"Macrophytes” means any aquatic or terrestrial plant species
that can be identified and observed with the eye, unaided by
magnification.

"Matrix" means the component or substrate that may contain
the analyte of interest. A matrix can be a field of certification
matrix or a quality system matrix.
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1. Field of certification matrix. These matrix definitions
shall be used when certifying a laboratory.

a. Nonpotable water. Any aqueous sample that has not
been designated a potable or potential potable water
source. Includes surface water, groundwater, effluents,
water treatment chemicals, and TCLP or other extracts.

b. Solid and chemical materials. Includes soils, sediments,
sludges, products, and byproducts of an industrial process
that results in a matrix not previously defined.

c. Biological tissue. Any sample of a biological origin
such as fish tissue, shellfish, or plant material. Such
samples shall be grouped according to origin.

d. Air and emissions. Whole gas or vapor samples
including those contained in flexible or rigid wall
containers and the extracted concentrated analytes of
interest from a gas or vapor that are collected with a
sorbent tube, impinger solution, filter or other device.

2. Quality system matrix. For purposes of batch and quality
control requirement determinations, the following matrix
types shall be used:

a. Drinking water. Any aqueous sample that has been
designated a potable or potential potable water source.

b. Aqueous. Any aqueous sample excluded from the
definition of drinking water matrix or saline/estuarine
source. Includes surface water, groundwater, effluents,
and TCLP or other extracts.

c. Saline/estuarine. Any aqueous sample from an ocean or
estuary, or other salt water source.

d. Nonaqgueous liquid. Any organic liquid with less than
15% settleable solids.

e. Biological tissue. Any sample of a biological origin
such as fish tissue, shellfish, or plant material. Such
samples shall be grouped according to origin.

f. Solids. Includes soils, sediments, sludges, and other
matrices with more than 15% settleable solids.

g. Chemical waste. A product or byproduct of an industrial
process that results in a matrix not previously defined.

h. Air and emissions. Whole gas or vapor samples
including those contained in flexible or rigid wall
containers and the extracted concentrated analytes of
interest from a gas or vapor that are collected with a
sorbent tube, impinger solution, filter, or other device.

"Matrix spike (spiked sample or fortified sample)" means a
sample prepared by adding a known mass of target analyte to
a specified amount of matrix sample for which an independent
estimate of target analyte concentration is available. Matrix
spikes are used, for example, to determine the effect of the
matrix on a method's recovery efficiency.

"Matrix spike duplicate (spiked sample or fortified sample
duplicate)" means a second replicate matrix spike prepared in

the laboratory and analyzed to obtain a measure of the
precision of the recovery for each analyte.

"National ~ Environmental  Laboratory  Accreditation
Conference (NELAG)" or "NELAC" means a voluntary
organization of state and federal environmental officials and
interest groups with the primary purpose to establish mutually
acceptable standards for accrediting environmental
laboratories. NELAC preceded the formation of The NELAC
Institute or TNI.

"National Institute of Standards and Technology" or "NIST"
means an agency of the U.S. Department of Commerce's
Technology Administration that is working with EPA, states,
NELAC, and other public and commercial entities to establish
a system under which private sector companies and interested
states can be certified by NIST to provide NIST-traceable
proficiency testing (PT) samples.

"Negative control" means measures taken to ensure that a test,
its components, or the environment do not cause undesired
effects, or produce incorrect test results.

"Noncommercial environmental laboratory” means either of
the following:

1. An environmental laboratory where environmental
analysis is performed solely for the owner of the laboratory.

2. An environmental laboratory where the only performance
of environmental analysis for another person is one of the
following:

a. Environmental analysis performed by an environmental
laboratory owned by a local government for an owner of a
small wastewater treatment system treating domestic
sewage at a flow rate of less than or equal to 1,000 gallons
per day.

b. Environmental analysis performed by an environmental
laboratory operated by a corporation as part of a general
contract issued by a local government to operate and
maintain a wastewater treatment system or a waterworks.

c. Environmental analysis performed by an environmental
laboratory owned by a corporation as part of the
prequalification process or to confirm the identity or
characteristics of material supplied by a potential or
existing customer or generator as required by a hazardous
waste management permit under 9V AC20-60.

d. Environmental analysis performed by an environmental
laboratory owned by a Publicly Owned Treatment Works
(POTW) for an industrial source of wastewater under a
permit issued by the POTW to the industrial source as part
of the requirements of a pretreatment program under Part
VIl (9VAC25-31-730 et seq.) of 9VAC25-31.

e. Environmental analysis performed by an environmental
laboratory owned by a county authority for any
municipality within the county's geographic jurisdiction
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when the environmental analysis pertains solely to the
purpose for which the authority was created.

f. Environmental analysis performed by an environmental
laboratory owned by an authority or a sanitation district
for any participating local government of the authority or
sanitation district when the environmental analysis
pertains solely to the purpose for which the authority or
sanitation district was created.

"Owner" means any person who owns, operates, leases, or
controls an environmental laboratory.

"Person” means an individual, corporation, partnership,
association, company, business, trust, joint venture, or other
legal entity.

"Physical," for the purposes of fee test categories, means the
tests to determine the physical properties of a sample. Tests for
solids, turbidity, and color are examples of physical tests.

"Positive control” means measures taken to ensure that a test
or its components are working properly and producing correct
or expected results from positive test subjects.

"Precision" means the degree to which a set of observations
or measurements of the same property, obtained under similar
conditions, conform to themselves. Precision is an indicator of
data quality. Precision is expressed usually as standard
deviation, variance, or range, in either absolute or relative
terms.

"Primary accreditation body" means the accreditation body
responsible for assessing a laboratory's total quality system,
on-site assessment, and PT performance tracking for fields of
accreditation.

"Proficiency test or testing (PH" or "PT" means evaluating a
process to evaluate a laboratory's performance under
controlled conditions relative to a given set of criteria through
analysis of unknown samples provided by an external source.

"Proficiency test (PT) sample” means a sample, the
composition of which is unknown to the laboratory and is
provided to test whether the laboratory can produce analytical
results within specified acceptance criteria.

"Proficiency testing (PT) program™ means the aggregate of
providing  rigorously  controlled and  standardized
environmental samples to a laboratory for analysis, reporting
of results, statistical evaluation of the results, and the collective
demographics and results summary of all participating
laboratories.

"Program," in the context of a regulatory program, means the
relevant U.S. Environmental Protection Agency program such
as the water program under the Clean Water Act (CWA), the
air program under the Clean Air Act (CAA), the waste program
under the Comprehensive Environmental Response,
Compensation and Liability Act (CERCLA or Superfund), or

the waste program under the Resource Conservation and
Recovery Act (RCRA).

"Publicly Owned Treatment Works (ROFPWH" or "POTW"
means a treatment works as defined by § 212 of the CWA,
which is owned by a state or municipality (as defined by
§ 502(4) of the CWA). This definition includes any devices
and systems used in the storage, treatment, recycling, and
reclamation of municipal sewage or industrial wastes of a
liquid nature. It also includes sewers, pipes, and other
conveyances only if they convey wastewater to a POTW
treatment plant. The term also means the municipality as
defined in 8 502(4) of the CWA, which has jurisdiction over
the indirect discharges to and the discharges from such a
treatment works.

"Quality assurance" or "QA" means an integrated system of
management activities involving planning, implementation,
assessment, reporting, and quality improvement to ensure that
a process, item, or service is of the type and quality needed and
expected by the client.

"Quality assurance officer" means the person who has
responsibility for the quality system and its implementation.
Where staffing is limited, the quality assurance officer may
also be the laboratory manager.

"Quality control" or "QC" means the overall system of
technical activities that measures the attributes and
performance of a process, item, or service against defined
standards to verify that they meet the stated requirements
established by the customer; operational techniques and
activities that are used to fulfill requirements for quality; and
also the system of activities and checks used to ensure that
measurement systems are maintained within prescribed limits,
providing protection against "out of control" conditions and
ensuring that the results are of acceptable quality.

"Quality manual” means a document stating the management
policies, objectives, principles, organizational structure and
authority, responsibilities, accountability, and implementation
of an agency, organization, or laboratory, to ensure the quality
of its product and the utility of its product to its users.

"Quality system" means a structured and documented
management system describing the policies, objectives,
principles,  organizational  authority,  responsibilities,
accountability, and implementation plan of an organization for
ensuring quality in its work processes, products (items), and
services. The quality system provides the framework for
planning, implementing, and assessing work performed by the
organization and for carrying out required quality assurance
and quality control activities.

"Range" means the difference between the minimum and
maximum of a set of values.

"Reference material" means a material or substance one or
more properties of which are sufficiently well established to be
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used for the calibration of an apparatus, the assessment of a
measurement test method, or for assigning values to materials.

"Reference standard" means a standard, generally of the
highest metrological quality available at a given location, from
which measurements made at that location are derived.

"Responsible official* means one of the following, as
appropriate:

1. If the laboratory is owned or operated by a private
corporation, "responsible official" means (i) a president,
secretary, treasurer, or a vice-president of the corporation in
charge of a principal business function, or any other person
who performs similar policy-making or decision-making
functions for the corporation or (ii) the manager of one or
more manufacturing, production, or operating facilities
employing more than 250 persons or having gross annual
sales or expenditures exceeding $25 million (in second-
quarter 1980 dollars), if authority to sign documents has
been assigned or delegated in accordance with corporate
procedures.

2. If the laboratory is owned or operated by a partnership,
association, or a sole proprietor, "responsible official” means
a general partner, officer of the association, or the proprietor,
respectively.

3. If the laboratory is owned or operated by a governmental
body, "responsible official” means a director or highest
official appointed or designated to oversee the operation and
performance of the activities of the environmental
laboratory.

4. Any person designated as the responsible official by an
individual described in subdivision 1, 2, or 3 of this
definition, provided the designation is in writing, the
designation specifies an individual or position with
responsibility for the overall operation of the environmental
laboratory, and the designation is submitted to DCLS.

"Sampling" means the-act-of-collectionforthepurpose—of
analysis an activity related to obtaining a representative sample
of the object of conformity assessment, according to a

procedure.
"Sanitation district” means a sanitation district created under

the provisions of Chapters 3 (§ 21-141 et seq.) through 5 (8§ 21-
291 et seq.) of Title 21 of the Code of Virginia.

"Selectivity" means the ability to analyze, distinguish, and
determine a specific analyte from another component that may
be a potential interferent or that may behave similarly to the
target analyte within the measurement system.

"Sewage" means the water-carried human wastes from
residences, buildings, industrial establishments, or other places
together with such industrial wastes and underground, surface,
storm, or other water as may be present.

"Simple test procedures” or "STP" means any of the
following:

1. Field testing and measurement performed in an

environmental laboratory.

2. The test procedures to determine:

a. Biochemical oxygen demand (BOD) or carbonaceous
BOD (CBOD);

b. Fecal coliform;

c. Total coliform;

d. Fecal streptococci;

e. E. coli;

f. Enterococci;

g. Settleable solids (SS);

h. Total dissolved solids (TDS);

i. Total solids (TS);

j. Total suspended solids (TSS);
k. Total volatile solids (TVS); and
I. Total volatile suspended solids (TVSS).

"Standard operating procedure” or "SOP™" means a written
document that details the method for an operation, analysis, or
action with thoroughly prescribed techniques and steps. An
SOP is officially approved as the method for performing
certain routine or repetitive tasks.

"Standardized reference material* or "SRM" means a
certified reference material produced by the U.S. National
Institute of Standards and Technology or other equivalent
organization and characterized for absolute content,
independent of analytical method.

"System laboratory™ means a noncommercial laboratory that
analyzes samples from multiple facilities having the same
owner.

"Test" means a technical operation that consists of the
determination of one or more characteristics or performance of
a given product, material, equipment, organism, physical
phenomenon, process, or service according to a specified
procedure.

"Test, analysis, measurement or monitoring required pursuant
to the Virginia Air Pollution Control Law" means any method
of analysis required by the Virginia Air Pollution Control Law
(8 10.1-1300 et seq.); by the regulations promulgated under
this law (9VACS5) including any method of analysis listed
either in the definition of "reference method" in 9VAC5-10-
20, or listed or adopted by reference in 9VACS5; or by any
permit or order issued under and in accordance with this law
and these regulations.

"Test, analysis, measurement or monitoring required pursuant
to the Virginia Waste Management Act" means any method of
analysis required by the Virginia Waste Management Act
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(8 10.1-1400 et seq.); by the regulations promulgated under
this law (9VAC20), including any method of analysis listed or
adopted by reference in 9VAC20; or by any permit or order
issued under and in accordance with this law and these
regulations.

"Test, analysis, measurement or monitoring required pursuant
to the Virginia Water Control Law" means any method of
analysis required by the Virginia Water Control Law (§ 62.1-
44.2 et seq.); by the regulations promulgated under this law
(9VAC25), including any method of analysis listed or adopted
by reference in 9VAC25; or by any permit or order issued
under and in accordance with this law and these regulations.

"Test method" means an adoption of a scientific technique for
performing a specific measurement as documented in a
laboratory standard operating procedure or as published by a
recognized authority.

"The NELAC Institute" or "TNI" means the organization
whose standards environmental laboratories must meet to
become accredited under 1VAC30-46, the regulation
governing commercial environmental laboratories in Virginia.

"Toxicity characteristic leachate procedure” or "TCLP"
means Test Method 1311 in "Test Methods for Evaluating
Solid Waste, Physical/Chemical Methods," EPA Publication
SW-846, as incorporated by reference in 40 CFR 260.11. This
method is used to determine whether a solid waste exhibits the
characteristic of toxicity (see 40 CFR 261.24).

"Traceability" means the property of a result of a
measurement whereby it can be related to appropriate
standards, generally international or national standards,
through an unbroken chain of comparisons.

"U.S. Environmental Protection Agency" or "EPA" means the
federal government agency with responsibility for protecting,
safeguarding, and improving the natural environment (i.e., air,
water, and land) upon which human life depends.

"Virginia Air Pollution Control Law" means Chapter 13
(8 10.1-1300 et seq.) of Title 10.1 of the Code of Virginia,
which is titled "Air Pollution Control Board."

"Virginia Environmental Laboratory Accreditation Program"
or "VELAP" means the program DCLS operates to certify
environmental laboratories under this chapter.

"Wastewater" means liquid and water-carried industrial
wastes and domestic sewage from residential dwellings,
commercial buildings, industrial and manufacturing facilities,
and institutions.

"Waterworks" means each system of structures and
appliances used in connection with the collection, storage,
purification, and treatment of water for drinking or domestic
use and the distribution thereof to the public, except
distribution piping.

"Zooplankton" means microscopic animals that float freely
with voluntary movement in a body of water.

1VAC30-45-95. Suspension of certification.

A. DCLS may suspend certification from an environmental
laboratory in total or in part to allow the laboratory time to
correct the reason for which DCLS may withdraw certification.
Suspension is limited to the reasons listed in subsection B of
this section.

B. DCLS may suspend certification from an environmental
laboratory in part or in total when the laboratory has failed to
do any of the following:

1. Participate in the proficiency testing program as required
by Article 3 (1VAC30-45-500 et seq.) of Part Il of this
chapter.

2. Satisfactorily complete proficiency testing studies as
required by Article 3 (1VAC30-45-500 et seq.) of Part Il of
this chapter.

3. Submit an acceptable corrective action plan after two
opportunities as specified in 1VVAC30-45-390.

4. Maintain a quality system as defined in Article 4
(1VAC30-45-600 et seq.) of Part Il of this chapter.

4. 5. Employ staff that meets the personnel qualifications of
Article 1 (1VAC30-45-200 et seq.) of Part Il of this chapter.

5. 6. Notify DCLS of any changes in key certification criteria
as set forth in 1VAC30-45-90.

C. Process to suspend certification.

1. When DCLS becomes aware of a cause to suspend a
laboratory, the agency shall send notification to the
responsible official and the laboratory manager stating it
appears to DCLS that the laboratory has failed to meet the
1VAC30-45 standards for one or more of the reasons listed
in subsection B of this section. DCLS shall send the
notification by certified mail.

2. The DCLS notification shall do the following:

a. Require the laboratory to provide DCLS with
documentation of the corrective action already taken with
regard to its failure to meet a standard under subsection B
of this section.

b. State the corrective action the laboratory must take and
the time allowed for this corrective action to be completed
in order to retain certification.

3. The environmental laboratory may proceed to correct the
deficiencies for which DCLS may suspend the laboratory's
certification.

4. Alternatively the laboratory may state in writing that
DCLS is incorrect in its observations regarding potential
suspension and give specific reasons why the laboratory
believes DCLS should not suspend certification. The
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laboratory has the right to due process as set forth in
1VAC30-45-110, the Administrative Process Act (8 2.2-
4000 et seq. of the Code of Virginia), and Part 2A of the
Rules of the Supreme Court of Virginia.

5. With the exception of subdivision B 4 of this section,
DCLS may allow the laboratory up to 60 days to correct the
problem for which it may have its certification suspended.

6. DCLS shall set a date for suspension that follows the
period provided under subdivision 5 of this subsection to
restore certification.

7. If the laboratory does not correct its deficiencies within
the time period allowed or pursue options under subdivision
4 of this subsection, DCLS may suspend a laboratory in part
or in total.

8. DCLS shall notify the laboratory by letter if the
laboratory's certification is suspended in part or in total.
DCLS shall send the notification by certified mail. DCLS
shall also notify the pertinent Virginia state agency of the
laboratory's suspension status.

9. The laboratory may provide information demonstrating
why suspension is not warranted in accordance with
subdivision 4 of this subsection.

D. Responsibilities of the environmental laboratory and
DCLS when certification has been suspended.

1. The term of suspension shall be limited to six months or
the period of certification whichever is longer.

2. The environmental laboratory shall not continue to
analyze samples or report analysis for the fields of
certification for which DCLS has suspended certification.

3. The environmental laboratory shall retain certification for
the fields of certification, methods, and analytes where it
continues to meet the requirements of this chapter.

4. The laboratory's suspended certification status shall
change to certified when the laboratory demonstrates to
DCLS that the laboratory has corrected the deficiency or
deficiencies for which its certification was suspended.

5. An environmental laboratory with suspended certification
shall not have to reapply for certification if the cause or
causes for suspension are corrected within the term of
suspension.

6. An environmental laboratory that DCLS has suspended in
total shall pay the cost of any necessary follow-up on-site
assessments or data review or both to determine compliance.
This cost shall be calculated under the provisions of
1VAC30-45-130 F and G.

7. If the laboratory fails to correct the causes of suspension
within the term of suspension, DCLS shall decertify the
laboratory in total or in part.

1VAC30-45-100. Decertification.

A. DCLS shall decertify an environmental laboratory in total
if the laboratory is found to be falsifying any data or providing
false information to support certification.

B. DCLS may decertify an environmental laboratory in part
or in total when the laboratory has failed to do any of the
following:

1. Participate in the proficiency testing program as required
by Article 3 (1VAC30-45-500 et seq.) of Part Il of this
chapter.

2. Satisfactorily complete proficiency testing studies as
required by Article 3 (1VAC30-45-500 et seq.) of Part Il of
this chapter.

[ 3—Suecesstully complete threeconsecutive PT studies:
eﬁ't.ll e by Ia':u'e. to-pay E'G'BI alte t tlle eﬁquuedl I s“"dﬁ.’ GI lI b’ﬁ
certification: |

[ 4 3. ] Maintain a quality system as defined in Article 4
(1VAC30-45-600 et seq.) of Part Il of this chapter.

[ 4. 5: ] Employ staff that meets the personnel qualifications
in Article 1 (1VAC30-45-200 et seq.) of Part Il of this
chapter.

[ 5. 6.] Submit an acceptable corrective action plan after two
opportunities as specified in 1VAC30-45-390.

[ 6. & ] Implement corrective action specified in the
laboratory's corrective action plan as set out under 1VAC30-
45-390.

[ 7. 8.] Correct the causes of suspension within the term of
suspension.

[ 9- 8. ] Notify DCLS of any changes in key certification
criteria as set forth in 1VAC30-45-90.

[ 8210 9. ] Use accurate references to the laboratory's
certification status in the laboratory's documentation.

[ 2% 10. ] Allow a DCLS assessment team entry during
normal business hours to conduct an on-site assessment
required by Article 2 (1VAC30-45-300 et seq.) of Part 11 of
this chapter.

[ 4622 11. ] Pay the required fees specified in 1VAC30-
45-130.

[ 43: 12. ] Meet the provisions regarding communication
with others in 1VAC30-45-510 C.

C. [ DCLS may decertify an environmental laboratory in part
or_in total when the laboratory has failed three consecutive

proficiency testing studies for the same field of certification

either by failure to participate in the proficiency testing study

or by failure to obtain acceptable results.

Volume 38, Issue 12

Virginia Register of Regulations January 31, 2022

1186



Regulations

D. ] DCLS shall follow the process specified in 1V AC30-45-
110 when decertifying an environmental laboratory.

[ B- E. ] Responsibilities of the environmental laboratory and
DCLS when certification has been withdrawn.

1. Laboratories that lose their certification in full shall return
their certificate to DCLS.

2. If a laboratory loses certification in part, DCLS shall issue
a revised certificate to the laboratory.

3. When the environmental laboratory has lost certification
in full or in part, the laboratory shall not continue to analyze
samples or report analyses for the fields of certification that
DCLS has decertified.

[ E- E. ] After correcting the reason or cause for decertification
under subsection A or B of this section, the laboratory owner
may reapply for certification under 1VAC30-45-70.

1VAC30-45-130. Fees.
A. General.

1. Environmental laboratories shall pay a fee with all
applications, including reapplications, for certification.
DCLS shall not designate an application as complete until it
receives payment of the fee.

2. Each certified environmental laboratory shall pay an
annual fee to maintain its certification. DCLS shall send an
invoice to the certified environmental laboratory.

3. Fees shall be nonrefundable.

4. DCLS, as part of its reqular budgetary review of the
program, shall determine whether the fees charged under this
section offset the program costs as required under § 2.2-1105
of the Code of Virginia.

B. Environmental laboratories performing only simple test
procedures shall pay an annual fee of $690.

C. Fee computation for general environmental laboratories.
1. Fees shall be applied on an annual basis.

2. Environmental laboratories shall pay the total of the base
fee and the test category fees set out in subsections D and E
of this section.

D. Base fees for general environmental laboratories.

1. DCLS determines the base fee for a laboratory by taking
into account both the total number of methods and the total
number of field of certification matrices for which the
laboratory would be certified.

2. DCLS shall charge the base fees set out in Table 1. The
base fee for a laboratory is located by first finding the row
for the total number of methods to be certified and then
finding the box on that row located in the column headed by
the total number of matrices to be certified. For example,

DCLS charges a base fee of $1495 to a laboratory
erforming a total of eight methods for one matrix.

TABLE 1: BASE FEES
Number of 1 Matrix 2 Matrices
Methods
1-9 $1495 $1645
10-29 $1610 $1811
30-99 $1783 $2099

E. Test category fees for general environmental laboratories.

1. The test category fees cover the types of testing for which
a laboratory may be certified as specified in the laboratory's
application or as certified at the time of annual billing.

2. Fees shall be charged for each category of tests to be
certified.

3. Fees shall be charged for the total number of field of
certification matrices to be certified under the specific test
category. For example, if a laboratory is performing
inorganic chemistry for both nonpotable water and solid and
chemical materials matrices, the fee for this test category
would be found in the column for two matrices.

4. The fee for each category includes one or more analytical
methods unless otherwise specified.

5. DCLS shall charge the test category fees set out in Table
2. The test category fees for a laboratory are located by first
finding the row with the total number of test methods for the
test category to be certified. The fee to be charged for the
test category will be found on that row in the column headed
by the total number of matrices to be certified. A laboratory
performing four test methods for inorganic chemistry in
nonpotable water and solid and chemical materials (two
matrices) would be charged a test category fee of $431.

6. Noncommercial environmental laboratories that perform
toxicity, radiochemical, or ashestos testing shall pay the test
category fees established for these types of testing in
1VAC30-46-150.

TABLE 2: TEST CATEGORY FEES
Test Category Fees by Number of Matrices
One Two
Oxygen demand $259 $385
Bacteriology, 1 - 3
total methods $201 $305
Bacteriology, 4 or
more total methods $253 $380
Physical, 1 - 5 total
methods $201 $305

Volume 38, Issue 12

Virginia Register of Regulations

January 31, 2022

1187



Regulations

Physical, 6 - 10 total Nonootable Chemistry
methods $253 $380 P metals (2 $374
Water
. . methods)
Inorganic chemistry,
1 - 10 total methods $288 $431 Nonpotable Oxygen
) ) demand (1 $259
Inorganic chemistry, Water method)
11 - 20 total methods $362 $546
Inorganic chemistry, \l;lvc;TE:)table Physical (1) $201
21 - 49 total methods $453 $679
Chemistry metals, 1 - TOTAL $2933
5 total methods $374 $564 c. Example 3:
Chemistry metals, 6 - Two matrices
20 total methods $472 $707 Base Fee and 27 test $1811
Organic chemistry, 1 methods
- 5 total methods $460 $690 Test Category
Organic chemistry, 6 Fees
- 20 total methods $575 $863 One Matrix
7. Fee examples. Three examples are provided. Nonpotable | Bacteriology (4 $253
) Water methods)
a. Example 1:
One matrix and Nonpotable dog%gﬁg 1 $259
Base Fee four test $1495 Water
method)
methods
Solid and Chemistry
l:;; Category Chemical metals (1 $374
Materials method)
One Matrix Two Matrices
%%Tsftable iiﬁgég;ogy (2 $201 Nonpotable
Water and Inorganic
Oxygen Solid and chemistry (13 $546
\I>Ivor;potable demand (1 $259 Chemical methods)
ater method) Materials
N I
Nonpotable | o el (1) $201 onpotable
Water Water and .
. Physical (7
Solid and methods) $380
TOTAL $2156 Chemical
b. Example 2: Materials
i TOTAL $3623
F. Additional fees. Additional fees shall be charged to
Test Category laboratories applying for the following: (i) modification to
Fees scope of certification under 1VAC30-45-90 B, (ii) transfer of

ownership under 1VAC30-45-90 C, (iii) review of compliance
following total suspension, (iv) exemption under 1VAC30-45-
120, or (i) (v) petition for a variance under 1VAC30-45-140.

One Matrix

Nonpotable | Bacteriology (2

$201
Water methods) 1. For any certified environmental laboratory that applies to
Inorganic modify its scope of certification as specified under 1VAC30-
Nonpotable chemistry (9 $288 45-90 B, DCLS shall assess a fee determined by the method
Water methods) in subsection G of this section.
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2. Under 1VAC30-45-90 C, DCLS may charge a transfer fee
to a certified laboratory that transfers ownership. A fee shall
be charged if DCLS (i) needs to review documentation sent
by the laboratory about the transfer of ownership or (ii)
determines that an on-site assessment is necessary to
evaluate the effect of the transfer of ownership. DCLS shall

3. The charge per reviewer shall be determined by
multiplying the number of hours expended in the review by
the reviewer's hourly charge.

4. If an on-site review is required, travel time and on-site
review time shall be charged at the same hourly charge per
reviewer, and any travel expenses shall be added.

assess a fee determined by the method in subsection G of
this section. If, under 1VAC30-45-90 C, DCLS determines
that the change of ownership or location of laboratory
requires recertification of or reapplication by the laboratory,
the laboratory shall pay the application fees required under
this section.

3. Under 1VAC30-45-95 D 6, an environmental laboratory
that DCLS has suspended in total shall be charged the cost
of any necessary follow-up on-site assessments or data l.
review or both to determine compliance. This charge shall
be calculated under the method specified in subsection G of
this section.

H. Out-of-state laboratories - travel costs. The owner of an
environmental laboratory located in another state who applies
for certification under this chapter shall also pay a fee equal to
the reasonable travel costs associated with conducting an on-
site assessment at the laboratory. Reasonable travel costs
include transportation, lodging, per diem, and telephone and
duplication charges.

DCLS shall derive the travel costs charged under
subsections G and H of this section from the Commonwealth
of Virginia reimbursement allowances and rates for lodging,
per diem, and mileage.

1VAC30-45-520. PT criteria for laboratory certification.

4. General environmental laboratories applying for an

exemption under 1VAC30-45-120 shall pay an initial
application fee of $700 plus an additional fee based on the
actual time needed for DCLS to assess the exemption
request. The total fee shall not exceed the actual time DCLS
takes to assess the exemption request. Laboratories
performing only simple test procedures applying for an
exemption under 1VAC30-45-120 shall pay an initial
application fee of $300 plus an additional fee based on the
actual time needed for DCLS to assess the exemption
request. The total fee shall not exceed the actual time DCLS
takes to assess the exemption request. The fee assessed shall
be calculated using the method in subsection G of this
section.

4. 5. Under 1VAC30-45-140, any person regulated by this
chapter may petition the director to grant a variance from
any requirement of this chapter. DCLS shall charge an initial
fee of $700 plus an additional fee based on the actual time
needed for DCLS to review the petition, including any on-
site assessment required. The total fee shall not exceed the
actual time DCLS takes to review and make a determination
on the request for a variance. The fee shall be determined by
the method specified in subsection G of this section.

G. Fee determination.

1. The fee shall be the sum of the total hourly charges for all
reviewers plus any on-site review costs incurred.

2. An hourly charge per reviewer shall be determined by (i)
obtaining a yearly cost by multiplying the reviewer's annual
salary by 1.35 (accounts for overhead such as taxes and
insurance) and then (ii) dividing the yearly cost by 1,642
(number of annual hours established by Fiscal Services, the
Department of General Services, for billing purposes).

A. Result categories.

1. The criteria described in this section apply individually to
each FoOPT, as defined by the laboratory seeking to obtain or
maintain certification in its certification request. These
criteria apply only to the PT portion of the overall
certification standard.

2. There are two PT result categories: "acceptable” and "not
acceptable."

B. Initial and continuing certification.

1. A laboratory seeking to obtain or maintain certification
shall successfully complete one PT study for each requested
FoC.

2. Once a laboratory has been granted certification status, it
shall continue to complete PT studies for each FOPT and
maintain a history of at least one acceptable PT study each
calendar year. The laboratory shall complete its PT studies
by September 30 of each calendar year.

3. When the PT sample used for initial certification was
analyzed by the laboratory prior to the date of application,
the analysis date of the PT sample shall be no more than 12
months prior to the application date of certification.

4. For a laboratory performing supplemental testing, the PT
studies shall be at least 15 seven calendar days apart from
the closing date of one study to the shipment opening date of
another study for the same FoPT.

5. When the PT study result is reported by the PT provider
as "acceptable” the environmental laboratory has satisfied
the PT requirement.
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6. When the PT study result is "not acceptable,” the
environmental laboratory shall follow the procedure in
subsection C of this section.

7. DCLS shall consider a laboratory's analytical result for a
FoPT not acceptable when the laboratory makes any
reporting error or omission that results in a nonspecific
match between the analytical result for the FOPT and any
criterion that identifies the laboratory or the field of
certification for which the PT sample was analyzed for the
purpose of initial or continued certification.

C. Procedure and requirements for "not acceptable™” PT study
results.

1. When a laboratory receives a PT study result of "not
acceptable,” the laboratory shall determine the cause for the
failure and perform and document corrective action. The
corrective action documentation shall be completed within
30 days of receiving the "not acceptable™ PT study result and
be submitted to DCLS upon request. DCLS may extend the
time for corrective action and documentation.

2. Upon completion of the corrective action the laboratory
shall perform another PT study for each FOPT that had a "'not
acceptable” result.

3. If the laboratory successfully completes the makeup PT
study by receiving an "acceptable" result before December
31, DCLS shall not suspend the laboratory's certification for
the pertinent FoC.

4. If the laboratory receives a "not acceptable” result on the
makeup PT study, DCLS shall notify the laboratory that
there is cause to suspend the laboratory's certification for the
FoC for which the PT study was "not acceptable.”

5. DCLS shall not extend the period for annual PT study
completion beyond December 31 each year. Failure to
satisfactorily complete a PT study, including any corrective
action and makeup PT study, by December 31 shall result in
suspension of certification in total or in part.

6. If the laboratory receives a "'not acceptable" result on three
successive PT studies, DCLS shall decertify the laboratory
for the pertinent FoC until such time that the laboratory:

a. Completes corrective action for all failed studies and
submits its corrective action report to DCLS;

b. Obtains an "acceptable" result for the PT studies; and
c. Applies for a change to its scope of certification and

pays applicable fees required by 1VAC30-45-90 B and
1VAC30-45-130 F.

7. DCLS shall follow the provisions of 1VAC30-45-110 in
decertifying the laboratory.

D. Withdrawal from PT studies. A laboratory may withdraw
from a PT study for any FOPT on or before the close date of
the study. Withdrawing from a study shall not exempt the

laboratory from meeting the annual analysis requirements
necessary for continued certification.

1VAC30-45-650. Records management and storage.

A. The laboratory shall keep all records, certificates, and
reports as required by applicable state and federal
recordkeeping laws and regulations. The laboratory shall
safely store these records and hold them secure.

B. The laboratory shall retain all records for a minimum of
three years from generation of the last entry in the records, or
longer, if required by an applicable regulatory program,
whichever is greater. The laboratory shall maintain all
information necessary for the historical reconstruction of data,
including all original observations, calculations and derived
data, calibration records and a copy of the test report.

C. Records that are stored only on electronic media shall be
supported by the hardware and software necessary for their
retrieval. Records that are stored or generated by computers or
personal computers shall have hard copy or write-protected
backup copies.

D. The laboratory shall establish a record management
system for control of laboratory notebooks, instrument
logbooks, standards logbooks, and records for data reduction,
validation storage and reporting.

E wved inf ionshall it
an-aceesslog: The laboratory shall protect these records against
fire, theft, loss, environmental deterioration, vermin and, in the
case of electronic records, electronic or magnetic sources.

F. The laboratory shall have a plan to ensure that the records
are maintained or transferred in the event that a laboratory
transfers ownership or goes out of business. In addition, in
cases of bankruptcy, the laboratory shall follow appropriate
regulatory and state legal requirements concerning laboratory
records.

1VAC30-45-730. Test methods and standard operating
procedures.

A. Methods documentation.

1. The laboratory shall have documented instructions on the
use and operation of all relevant equipment, on the handling
and preparation of samples, and for calibration or testing,
where the absence of such instructions could jeopardize the
calibrations or tests.

2. All instructions, standards, manuals, and reference data
relevant to the work of the laboratory shall be maintained up
to date and be readily available to the staff.

B. Standard operating procedures (SOPS).

1. Laboratories shall maintain SOPs that accurately reflect
all phases of current laboratory activities such as assessing
data integrity, corrective actions, handling customer
complaints, and all test methods. These documents, for
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example, may be equipment manuals provided by the
manufacturer or internally written documents. The test
methods may be copies of published methods as long as any
changes or selected options in the methods are documented
and included in the laboratory methods manual.

2. The SOPs shall be organized. Each SOP shall clearly
indicate the effective date of the document, the revision
number, and the signature or signatures of the responsible
laboratory manager or managers.

3. Copies of all SOPs shall be accessible to all personnel.
C. SOPs for laboratory methods.

1. The laboratory shall have and maintain an SOP for each
certified analyte or test method.

2. This SOP may be a copy of a published or referenced
method or may be written by the laboratory. In cases where
modifications to the published method have been made by
the laboratory or where the referenced test method is
ambiguous or provides insufficient detail, these changes or
clarifications shall be clearly described. Each test method
shall include or reference where applicable:

a. Identification of the test method;
b. Applicable matrix or matrices;
c. Limits of detection or quantitation;

d. Scope and application, including parameters to be
analyzed,;

e. Summary of the test method;

f. Definitions;

g. Interferences;

h. Safety;

i. Equipment and supplies;

j. Reagents and standards;

k. Sample collection, preservation, shipment, and storage;
I. Quality control,

m. Calibration and standardization;
n. Procedure;

0. Data analysis and calculations;
p. Method performance;

g. Pollution prevention;

r. Data assessment and acceptance criteria for quality
control measures;

s. Corrective actions for out-of-control data;

t. Contingencies for handling out-of-control or
unacceptable data;

u. Waste management;
v. References; and
w. Any tables, diagrams, flowcharts, and validation data.

D. Test methods.

1. Laboratories shall use (i) promulgated test methods in
accordance with the Code of Federal Regulations; (ii) test
methods stated in any current permit issued by the State Air
Pollution Control Board, the Virginia Waste Management
Board, or the State Water Control Board; or (iii) alternate
test procedures approved by the board issuing the permit or
the Department of Environmental Quality, including
applicable quality assurance requirements, and sample
preservation, container, storage, and holding time
requirements.

2. The laboratory shall use appropriate test methods and
procedures for all tests and related activities within its
responsibility (including sample handling, transport and
storage, preparation, and analysis). The method and
procedures shall be consistent with the accuracy required
and with any standard specifications relevant to the
calibrations or tests concerned.

3. When the use of reference test methods for a sample
analysis is mandated, only those methods shall be used.

4. Where test methods are employed that are not required, as
in the Performance Based Measurement System approach,
the methods shall be fully documented and validated (see
subsection E of this section).

E. Demonstration of capability.

1. Prior to acceptance and institution of any test method,
satisfactory initial demonstration of method capability is
required. In general, this demonstration does not test the
performance of the method in real world samples, but in the
applicable and available clean quality system matrix sample
(a quality system matrix in which no target analytes or
interferences are present at concentrations that impact the
results of a specific test method), for example, drinking
water, solids, biological tissue, and air. Laboratories shall
follow the procedure in subsection F of this section to
demonstrate capability.

2. Thereafter, ongoing demonstration of method
performance, such as laboratory control samples, is required.

3. In cases where a laboratory analyzes samples using a test
method that has been in use by the laboratory for at least one
year prior to applying for certification, and there have been
no significant changes in instrument type, personnel or test
method, the continuing demonstration of method
performance and the analyst's documentation of continued
proficiency shall be acceptable. The laboratory shall have
records on file to demonstrate that an initial demonstration
of capability is not required.

4. In cases where a laboratory analyzes samples using a test
method that has not been in use by an individual in the
laboratory for at least one 12-month period, another
successful demonstration of capability in accordance with
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subsection F of this section shall be required for that
individual to resume testing by the method.

5. In all cases, the laboratory shall document each
demonstration of capability as required by subsection G of
this section.

5. 6. The laboratory shall complete a demonstration of
capability each time there is a change in instrument type,
personnel or test method, including the addition of an
analyte to a certified test method.

F. Procedure for demonstration of capability. The following
steps shall be performed for mandated test methods. However,
before any results are reported using this method, actual
sample spike results may be used to meet this standard (i.e., at
least four consecutive matrix spikes within the last 12 months).
For analytes that do not lend themselves to spiking (e.g., TSS)
the demonstration of capability may be performed using
quality control samples. The laboratory may document that
other approaches to demonstration of capability are adequate.
This documentation shall be included in the laboratory's
quality manual:

1. A quality control (QC) sample may be obtained from an
outside source or may be prepared by the laboratory using
alternate source stock standards that are prepared
independently from those used in instrument calibration.

2. The analyte or analytes shall be diluted in a volume of
clean quality system matrix sufficient to prepare four
aliquots at the concentration specified, or if unspecified, to a
concentration of 1-4 times the limit of quantitation.

3. At least four aliquots shall be prepared and analyzed
according to the test method either concurrently or over a
period of days.

4. Using all of the results, calculate the mean recovery in the
appropriate reporting units (such as g/L) and the standard
deviations of the population sample (n-1) (in the same units)
for each parameter of interest. When it is not possible to
determine mean and standard deviations, such as for
presence or absence of the analyte and logarithmic values,
the laboratory shall assess performance against established
and documented criteria.

5. Compare the information from subdivision 4 of this
subsection to the corresponding acceptance criteria for
precision and accuracy in the test method (if applicable) or
in laboratory-generated acceptance criteria (if there are not
established mandatory criteria). If all parameters meet the
acceptance criteria, the analysis of actual samples may
begin. If any one of the parameters do not meet the
acceptance criteria, the performance is unacceptable for that
parameter.

6. When one or more of the tested parameters fail at least
one of the acceptance criteria, the analyst shall proceed
according to either subdivision 6 a or 6 b of this subsection.

a. Locate and correct the source of the problem and repeat
the test for all parameters of interest beginning with
subdivision 3 of this subsection.

b. Beginning with subdivision 3 of this subsection, repeat
the test for all parameters that failed to meet criteria.
Repeated failure, however, confirms a general problem
with the measurement system. If this occurs, locate and
correct the source of the problem and repeat the test for all
compounds of interest beginning with subdivision 3 of this
subsection.

G. Documentation of demonstration of capability. The
laboratory shall document each demonstration of capability so
that the following information shall be readily available for
each employee:

1. Analyst or analysts involved in preparation and analysis.
2. Matrix.

3. Analytes, class of analytes, measured parameters, or
organisms.

4. Identification of methods performed.

5. ldentification of laboratory-specific SOP used for
analysis, including revision number.

6. Date oer-dates of analysis.

7. All raw data necessary to reconstruct and validate the
analyses.

8. Data evaluation required by subsection F of this section.

H. Sample aliquots. Where sampling (as in obtaining sample
aliquots from a submitted sample) is carried out as part of the
test method, the laboratory shall use documented procedures
and appropriate techniques to obtain representative
subsamples.

I. Data verification. Calculations and data transfers shall be
subject to appropriate checks. The laboratory shall establish
standard operating procedures to ensure that (i) the reported
data are free from transcription and calculation errors and (ii)
all quality control measures are reviewed and evaluated before
data are reported. The laboratory also shall establish standard
operating procedures addressing manual calculations including
manual integrations.

J. Documentation and labeling of standards and reagents.
Documented procedures shall exist for the reception and
storage of consumable materials used for the technical
operations of the laboratory.

1. The laboratory shall retain records for all standards,
reagents, reference materials, and media including the
manufacturer/vendor, the manufacturer's Certificate of
Analysis or purity (if available), the date of receipt,
recommended storage conditions, and an expiration date
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after which the material shall not be used unless its reliability
is verified by the laboratory.

2. Original containers (such as provided by the manufacturer
or vendor) shall be labeled with an expiration date if this date
is provided by the manufacturer or vendor.

3. Records shall be maintained on standard and reference
material preparation. These records shall indicate
traceability to purchased stocks or neat compounds,
reference to the method of preparation, date of preparation,
expiration date and preparer's initials.

4. Sufficient identification of containers of prepared reagents
and standards shall be provided to ensure proper
performance of tests.

K. Computers and electronic data related requirements.
Where computers, automated equipment or microprocessors
are used for the capture, processing, manipulation, recording,
reporting, storage or retrieval of test data, the laboratory shall
ensure the following:

1. Computer software developed by the user is documented
in sufficient detail and is suitably validated as being
adequate for use.

2. Procedures are established and implemented for
protecting the integrity of data, such as integrity of data entry
or capture, data storage, data transmission and data
processing.

3. Computer and automated equipment are maintained to
ensure proper functioning and provided with the
environmental and operating conditions necessary to
maintain the integrity of calibration and test data.

4. Appropriate procedures are established and implemented
for the maintenance of security of data including the
prevention of unauthorized access to, and the unauthorized
amendment of, computer records.

1VAC30-45-750. Quality assurance.

A. General. The laboratory shall have quality control
procedures for monitoring the validity of environmental tests
undertaken. The resulting data shall be recorded in such a way
that trends are detectable and, where practicable, statistical
techniques shall be applied to the reviewing of the results. This
monitoring shall be planned and reviewed and may include, but
not be limited to, the following:

1. Regular use of certified reference materials or internal
quality control using secondary reference materials or both.

2. Participation in interlaboratory comparison or proficiency
testing program.

3. Replicate tests using the same or different methods.

4. Retesting of retained samples.

5. Correlation of results for different characteristics of a
sample (e.qg., total phosphate should be greater than or equal
to orthophosphate).

B. Essential quality control procedures. The general quality
control principles in subsection C of this section shall apply,
where applicable, to all environmental laboratories. The
manner in which they are implemented is dependent on the
types of tests performed by the laboratory. 1VAC30-45-770
through 1VAC30-45-775, 1VAC30-45-790 through 1VAC30-
45-798, and 1VAC30-45-810 through 1VAC30-45-818
specify quality control requirements for chemical testing,
microbiological testing, and air testing, respectively.
Noncommercial environmental laboratories that analyze
environmental samples using ethertypes—of-testing—such-as
toxicity, radiochemical, or asbestos testing shall meet the
quality control standards for the specific method and the
specific type of testing in the-2009 Modules 3, 6, and 7 of
Volume 1 of the 2016 TNI Standards for Environmental
Laboratories. The standards for any given test type shall assure
that the applicable principles are addressed.

C. All laboratories shall have detailed written protocols in
place to monitor the following quality controls:

1. Positive and negative controls to monitor tests such as
blanks, spikes, reference toxicants.

2. Tests to define the variability or repeatability of the
laboratory results or both such as replicates.

3. Measures to assure the accuracy of the test method
including calibration or continuing calibrations or both, use
of certified reference materials, proficiency test samples, or
other measures.

4. Measures to evaluate test method capability, such as
method detection limits and quantitation limits or range of
applicability such as linearity.

5. Selection of appropriate formulae to reduce raw data to
final results such as regression analysis, comparison to
internal and external standard calculations, and statistical
analyses.

6. Selection and use of reagents and standards of appropriate
quality.

7. Measures to assure the selectivity of the test for its
intended purpose.

8. Measures to assure constant and consistent test conditions
(both instrumental and environmental) where required by the
test method such as temperature, humidity, light, or specific
instrument conditions.

1VAC30-45-760. Quality control requirements.
A. General.

1. The quality control protocols specified by the laboratory's
SOPs shall be followed (1VAC30-45-730 C). The laboratory
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shall ensure that either the (i) applicable essential standards
outlined in this section through 1VAC30-45-775, 1VAC30-
45-790 through 1VAC30-45-798, and 1VAC30-45-810
through 1VAC30-45-818 or (ii) mandated methods or
regulations, whichever are more stringent, are incorporated
into their method SOPs. When it is not apparent which is
more stringent, the quality controls in the mandated method
or regulations are to be followed.

performed on every instrument that is to be used for
analysis of samples and reporting of data.

c—An-LOD-study-is-not-required-for-any-component-for

2. All quality control measures shall be assessed and
evaluated on an ongoing basis and quality control
acceptance criteria shall be used to determine the validity of
the data. The laboratory shall have procedures for the
development of acceptance/rejection criteria where no
method or regulatory criteria exists.

2. Limit of quantitation (LOQ).

a. The laboratory shall determine the LOQ for each analyte
of concern according to a defined, documented procedure.

b. The LOQ study is not required for any component or
property for which spiking solutions or quality control
samples are not commercially available or otherwise
inappropriate (e.g., pH).

c. The validity of the LOQ shall be confirmed by
successful analysis of a QC sample containing the analytes
of concern in each quality system matrix ene—te at a
concentration at or below the LOQ or no more than two
times the concentration of the claimed LOQ. A successful

B. Initial test method evaluation. For all test methods other
than microbiology, the requirements of subdivisions 1 and 2 of
this subsection apply. For microbiology testing, the initial test
method evaluation requirements are contained in 1VAC30-45-
790 through 1VAC30-45-798. For the evaluation of precision
and bias (subdivision 3 of this subsection), the requirements of
subdivision 3 a of this subsection apply to standard methods.
The requirements of subdivision 3 b of this subsection apply to
the methods referenced in that subdivision.

1. Limit of detection (LOD).

a. The laboratory shall determine the LOD for the method
for each target analyte of concern in the quality system
matrices—AH when the testing is [ done-in-accordance-with
the-federal Clean-Water-Act conducted ] using approved
methods listed in 40 CFR Part 136 [ for a program under
the federal Clean Water Act ], except when the procedure
for Determination of Method Detection Limit at 40 CFR
Part 136 Appendix B states the procedure is not applicable
to a measurement.

b. The laboratory shall determine the LOD for the method
for each target analyte of concern in the quality system
matrices when test results are to be reported to the LOD
(versus the limit of guantitation or working range of
instrument calibration), according to 1VAC30-45-771 and
1VAC30-45-814. Where an LOD study is not performed,
the laboratory may not report a value below the limit of
quantitation.

c. When the LOD is required under subdivision 1aorlb
of this subsection, all sample processing steps of the
analytical method shall be included in the determination
of the LOD.

b. d. The validity of the LOD shall be confirmed as
described in 40 CFR Part 136 Appendix B as applicable,
or by qualitative identification of the analyte or analytes in
a quality control sample in each quality system matrix
containing the analyte at no more than two to three times
the LOD for single analyte tests and one to four times the
LOD for multiple analyte tests. This verification shall be

analysis is one where the recovery of each analyte is
within the established test method acceptance criteria or
client data quality objectives for accuracy. This single
analysis is not required if the bias and precision of the
measurement system is evaluated at the LOQ.

3. Evaluation of precision and bias.

a. Standard methods. The laboratory shall evaluate the
precision and bias of a standard method for each analyte
of concern for each quality system matrix according to
either of the following:

(1) The single-concentration four-replicate recovery study
procedures in 1VAC30-45-730 F; or

(2) An alternate procedure documented in the quality
manual when the analyte cannot be spiked into the sample
matrix and quality control samples are not commercially
available.

b. Nonstandard methods.

(1) For laboratory-developed test methods or nonstandard
test methods that were not in use by the laboratory before
July 2003, the laboratory shall have a documented
procedure to evaluate precision and bias. The laboratory
shall also compare results of the precision and bias
measurements with criteria given in the reference method
or criteria established by the laboratory.

(2) Precision and bias measurements shall evaluate the
method across the analytical calibration range of the
method. The laboratory shall also evaluate precision and
bias in the relevant quality system matrices and shall
process the samples through the entire measurement
system for each analyte of interest.
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(3) The following are examples of a systematic approach
to evaluate precision and bias:

(@) Example 1. Analyze QC samples in triplicate
containing the analytes of concern at or near the limit of
quantitation, at the upper-range of the calibration (upper
20%) and at a mid-range concentration. Process these
samples on different days as three sets of samples through
the entire measurement system for each analyte of interest.
Each day one QC sample at each concentration is
analyzed. A separate method blank shall be subjected to
the analytical method along with the QC samples on each
of the three days. (Note that the three samples at the LOQ
concentration can demonstrate sensitivity as well.) For
each analyte, calculate the mean recovery for each day, for
each level over days, and for all nine samples. Calculate
the relative standard deviation for each of the separate
means obtained. Compare the standard deviations for the
different days and the standard deviations for the different
concentrations. If the different standard deviations are all
statistically insignificant (e.g., F-test), then compare the
overall mean and standard deviation with the established
criteria from above.

(b) Example 2. A validation protocol such as the Tier I,
Tier I, and Tier Il requirements in U.S. EPA Office of
Water's Alternate Test Procedure (ATP) approval process.

4. Evaluation of selectivity. The laboratory shall evaluate
selectivity by following the checks established within the
method. These checks may include mass spectral tuning,
second column confirmation, ICP inter-element interference
checks, chromatography retention time windows, sample
blanks, spectrochemical absorption or fluorescence profiles,
co-precipitation evaluations, and electrode response factors.

1VAC30-45-771. Chemical testing: limit of detection and
limit of quantitation.

A. General. All procedures used shall be documented.
Documentation shall include the quality system matrix type.
All supporting data shall be retained.

B. Limit of detection (LOD). The laboratory shall utilize a
test method that provides an LOD that is appropriate and
relevant for the intended use of the data. ArLOB—is—het
reguiredfora-test-method-when-test-resulis-are-not-reported

outside—of thecalibration—range: LOD determination and
validation are required as specified by 1VAC3045-760 B 1.

LODs shall be determined by the protocol in the mandated test
method or applicable regulation. If the protocol for
determining LODs is not specified, the selection of the
procedure shall reflect instrument limitations and the intended
application of the test method.

1. The LOD shall be initially determined for the compounds
of interest in each test method in a quality system matrix in
which there are no target analytes or interferences at a
concentration that would impact the results. Alternatively

the LOD shall be determined in the quality system matrix of
interest (see definition of matrix).

2. LODs shall be determined each time there is a change in
the test method that affects how the test is performed, or
when a change in instrumentation occurs that affects the
sensitivity of the analysis.

3. The LOD shall be verified annually for each quality
system matrix, method and analyte according to the
procedure as specified in 1VAC30-45-760 B 1.

C. Limit of quantitation (LOQ).
1. Any established LOQ shall be above the LOD.

2. The LOQ shall be verified annually for each quality
system matrix, method and analyte according to the
procedure specified in 1VAC30-45-760 B 2. Alternatively,
the annual LOQ verification is not required if the LOD is
reevaluated or verified according to subdivision B 3 of this
section.

NOTICE: The following forms used in administering the
regulation have been filed by the agency. Amended or added
forms are reflected in the listing and are published following
the listing. Online users of this issue of the Virginia Register
of Regulations may also click on the name to access a form.
The forms are also available from the agency contact or may
be viewed at the Office of Registrar of Regulations, 900 East
Main Street, 11th Floor, Richmond, Virginia 23219.

FORMS (1VAC30-45)
lication ificati ‘ . | .

Laboratories applying for certification under 1VAC30-45 must
be-ebtained obtain the application from DCLS program staff at
Lab_Cert@dgs.virginia.gov}

DOCUMENTS INCORPORATED BY REFERENCE
(1VAC30-45)

The Standards for Environmental Laboratories and
Accreditation Bodies, 2009 2016, The NELAC Institute (TNI),
P.O. Box 2439, Weatherford, TX 76086; www.nelac-
institute.org:

e Porforming B | Aol
2009)

: . L .
Volun e .2 Ge e_nal !equule el HS lg'.’ ‘GGE'EG'EaHG' Bg} dies
Volume 1: Management and Technical Requirements for

Laboratories Performing Environmental Analysis (EL-V1-
2016, rev. 2.1). Modules 3, 6, and 7 only

1VAC30-46-15. Standards for accreditation transition.

A. Commercial environmental laboratories are accredited

under the standards of the-National-Environmental-Laboratery
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Accreditation—Conference—(NELAC),—noew The NELAC
Institute (TNI).

B. DCLS shall accredit commercial environmental
laboratories under the 2003-NELAC 2009 TNI Standards as
specified by the provisions of this chapter that became
effective on January-1,-2009 November 1, 2015, for the first 10
six months following Nevember-1,2015 [ {insert-theeffective
date-of this-chapter) April 1, 2022 ].

C. DCLS shall accredit commercial environmental
laboratories under the 2009 2016 TNI Standards as specified
by the provisions of this chapter effective en-Nevember1;
2015 [ {insert-the effective date-of thischapter) April 1, 2022
]. beginning on the first day of the 1ith seventh month
following Nevember1,2015 [ {inserttheeffective date of this
chaptery April 1, 2022 1.

1VAC30-46-40. Definitions.

A. The definitions contained in the 2009 2016 TNI Standards
are incorporated by reference into this section. Some of these
definitions are included in this section because the terms are
used throughout this chapter.

B. The following words and terms when used in this chapter
shall have the following meanings unless the context clearly
indicates otherwise:

"Acceptance criteria" means specified limits placed on
characteristics of an item, process, or service defined in
requirement documents.

"Accreditation" means the process by which an agency or
organization evaluates and recognizes a laboratory as meeting
certain predetermined qualifications or standards, thereby
accrediting the laboratory. "Accreditation” is the term used as
a substitute for the term "certification" under this chapter.

"Accreditation body" or "AB" means the territorial, state, or
federal agency having responsibility and accountability for
environmental laboratory accreditation and which grants
accreditation.

"Algae" means simple single-celled, colonial, or multicelled,
mostly aquatic plants, containing chlorophyll and lacking
roots, stems and leaves that are either suspended in water
(phytoplankton) or attached to rocks and other substrates

(periphyton).

"Analyte" means the substance erphysical-property—to-be
determined—in—samples—examined, organism, physical

parameter, or chemical constituent for which an environmental
sample is being analyzed.

"Analytical method" means a technical procedure for
providing analysis of a sample, defined by a body such as the
Environmental Protection Agency or the American Society for
Testing and Materials, that may not include the sample
preparation method.

"Assessment" means the evaluation process used to measure
or establish the performance, effectiveness, and conformance
of an organization and its systems or both to defined criteria
(i.e., to the standards and requirements of laboratory
accreditation).

"Assessor'" means the person assigned by DCLS to perform,
alone or as part of an assessment team, an assessment of an
environmental laboratory.

"Authority” means, in the context of a governmental body or
local government, an authority created under the provisions of
the Virginia Water and Waste Authorities Act, Chapter 51
(8 15.2-5100 et seq.) of Title 15.2 of the Code of Virginia.

"Benthic macroinvertebrates” means bottom dwelling
animals without backbones that live at least part of their life
cycles within or upon available substrates within a body of
water.

"Commercial environmental laboratory” means an
environmental laboratory where environmental analysis is
performed for another person.

"Corrective action” means the action taken to eliminate the
causes of an existing nonconformity, defect or other
undesirable situation in order to prevent recurrence.

"DCLS" means the Division of Consolidated Laboratory
Services of the Department of General Services.

"Environmental analysis" or "environmental analyses" means
any test, analysis, measurement, or monitoring used for the
purposes of the Virginia Air Pollution Control Law, the
Virginia Waste Management Act or the State Water Control
Law (8 10.1-1300 et seq., § 10.1-1400 et seq., and § 62.1-44.2
et seq., respectively, of the Code of Virginia). For the purposes
of these regulations, any test, analysis, measurement, or
monitoring required pursuant to the regulations promulgated
under these three laws, or by any permit or order issued under
the authority of any of these laws or regulations is "used for the
purposes” of these laws. The term shall not include the
following:

1. Sampling of water, solid and chemical materials,

biological tissue, or air and emissions.

2. Field testing and measurement of water, solid and
chemical materials, biological tissue, or air and emissions,
except when performed in an environmental laboratory
rather than at the site where the sample was taken.

3. Taxonomic identification of samples for which there is no
national accreditation standard such as algae, benthic
macroinvertebrates,  macrophytes,  vertebrates, and
zooplankton.

4. Protocols used pursuant to § 10.1-104.2 of the Code of
Virginia to determine soil fertility, animal manure nutrient
content, or plant tissue nutrient uptake for the purposes of
nutrient management.
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5. Geochemical and permeability testing for solid waste
compliance.

6. Materials specification for air quality compliance when
product certifications specify the data required by an air
permit such as fuel type, Btu content, sulfur content, or
volatile organic chemical (VOC) content.

"Environmental laboratory" or "laboratory” means a facility
or a defined area within a facility where environmental analysis
is performed. A structure built solely to shelter field personnel
and equipment from inclement weather shall not be considered
an environmental laboratory.

"Establishment date" means the date set for the accreditation
program under this chapter and the certification program under
1VAC30-45 to be established.

"Establishment of accreditation program™ or "established

program" means that DCLS has completed the initial
accreditation of environmental laboratories covered by this
chapter and the initial certification of environmental
laboratories covered by 1VAC30-45.

"Facility” means something that is built or installed to serve a
particular function.

"Field of accreditation” means those matrix,
technology/method, and analyte combinations for which
DCLS offers accreditation.

"Field of accreditation matrix" means the following when
accrediting a laboratory:

1. Drinking water. Any aqueous sample that has been
designated a potable or potential potable water source.

2. Nonpotable water. Any aqueous sample excluded from
the definition of drinking water matrix. Includes surface
water, groundwater, effluents, water treatment chemicals,
and TCLP or other extracts.

3. Solid and chemical materials. Includes soils, sediments,
sludges, products and byproducts of an industrial process
that results in a matrix not previously defined.

4. Biological tissue. Any sample of a biological origin such
as fish tissue, shellfish, or plant material. Such samples shall
be grouped according to origin (i.e., by species).

5. Air and emissions. Whole gas or vapor samples including
those contained in flexible or rigid wall containers and the
extracted concentrated analytes of interest from a gas or
vapor that are collected with a sorbent tube, impinger
solution, filter or other device.

"Field of proficiency testing" or "FOPT" means analytes-for
ich a lak : - full |

sample-in-orderto-obtain-ormaintain-accreditation-collectively
defined—as: the matrix, technology/method, and analyte
combinations for which the composition spike concentration

ranges and acceptance criteria have been established by the
Proficiency Testing Program Executive Committee of TNI.

"Field testing and measurement™ means any of the following:

1. Any test for parameters under 40 CFR Part 136 for which
the holding time indicated for the sample requires immediate
analysis; or

2. Any test defined as a field test in federal regulation.

The following is a limited list of currently recognized field
tests or measures that is not intended to be inclusive:
continuous emissions monitoring; online monitoring; flow
monitoring; tests for pH, residual chlorine, temperature and
dissolved oxygen; and field analysis for soil gas.

"Finding" means an assessment conclusion referenced to a
laboratory accreditation standard incorporated by reference or
contained in this chapter and supported by objective evidence
that identifies a deviation from a laboratory accreditation
standard requirement.

"Governmental body" means any department, agency,
bureau, authority, or district of the United States government,
of the government of the Commonwealth of Virginia, or of any
local government within the Commonwealth of Virginia.

"Holding time" means the maximum time that can elapse
between two specified activities.

"Legal entity" means an entity, other than a natural person,
who has sufficient existence in legal contemplation that it can
function legally, be sued or sue and make decisions through
agents as in the case of corporations.

"Local government" means a municipality (city or town),
county, sanitation district, or authority.

"Macrophytes™ means any aquatic or terrestrial plant species
that can be identified and observed with the eye, unaided by
magnification.

"Matrix" means the substrate of a test sample.

"National  Environmental  Laboratory  Accreditation
Conference (NELAG)"' or "NELAC" means a voluntary
organization of state and federal environmental officials and
interest groups with the primary purpose to establish mutually
acceptable standards for accrediting environmental
laboratories. NELAC preceded the formation of The NELAC
Institute or TNI.

"National Environmental Laboratory Accreditation Program"”
or "NELAP" means the program under TNI the purpose of
which is to establish and implement a program for the
accreditation of environmental laboratories. This program is
comprised in part of NELAP Accreditation Bodies which are
recognized and approved under the program to implement the
TNI standards. The NELAP accreditation bodies currently are
state programs such as the one in Virginia.
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"Noncommercial environmental laboratory” means either of
the following:

1. An environmental laboratory where environmental
analysis is performed solely for the owner of the laboratory.

2. An environmental laboratory where the only performance
of environmental analysis for another person is one of the
following:

a. Environmental analysis performed by an environmental
laboratory owned by a local government for an owner of a
small wastewater treatment system treating domestic
sewage at a flow rate of less than or equal to 1,000 gallons
per day.

b. Environmental analysis performed by an environmental
laboratory operated by a corporation as part of a general
contract issued by a local government to operate and
maintain a wastewater treatment system or a waterworks.

c. Environmental analysis performed by an environmental
laboratory owned by a corporation as part of the
prequalification process or to confirm the identity or
characteristics of material supplied by a potential or
existing customer or generator as required by a hazardous
waste management permit under 9VAC20-60.

d. Environmental analysis performed by an environmental
laboratory owned by a Publicly Owned Treatment Works
(POTW) for an industrial source of wastewater under a
permit issued by the POTW to the industrial source as part
of the requirements of a pretreatment program under Part
VIl (9VAC25-31-730 et seq.) of 9VAC25-31.

e. Environmental analysis performed by an environmental
laboratory owned by a county authority for any
municipality within the county's geographic jurisdiction
when the environmental analysis pertains solely to the
purpose for which the authority was created.

f. Environmental analysis performed by an environmental
laboratory owned by an authority or a sanitation district
for any participating local government of the authority or
sanitation district when the environmental analysis
pertains solely to the purpose for which the authority or
sanitation district was created.

"Owner" means any person who owns, operates, leases, or
controls an environmental laboratory.

"Person” means an individual, corporation, partnership,
association, company, business, trust, joint venture or other
legal entity.

"Physical," for the purposes of fee test categories, means the
tests to determine the physical properties of a sample. Tests for
solids, turbidity, and color are examples of physical tests.

"Pretreatment requirements™ means any requirements arising
under Part VII (9VAC25-31-730 et seq.) of 9VAC25-31
including the duty to allow or carry out inspections, entry, or
monitoring activities; any rules, regulations, or orders issued

by the owner of a POTW,; or any reporting requirements
imposed by the owner of a POTW or by the regulations of the
State Water Control Board. Pretreatment requirements do not
include the requirements of a national pretreatment standard.

"Primary accreditation body" or "primary AB" means the
accreditation body responsible for assessing a laboratory's total
quality system, on-site assessment, and PT performance
tracking for fields of accreditation.

"Proficiency test," "proficiency testing,"” or "PT" means
evaluating a process to evaluate a laboratory's performance
under controlled conditions relative to a given set of criteria
through analysis of unknown samples provided by an external
source.

"Proficiency test sample™ or "PT sample" means a sample, the
composition of which is unknown to the laboratory and is
provided to test whether the laboratory can produce analytical
results within specified acceptance criteria.

"Proficiency testing program™ or "PT program" means the
aggregate of providing rigorously controlled and standardized
environmental samples to a laboratory for analysis, reporting
of results, statistical evaluation of the results and the collective
demographics and results summary of all participating
laboratories.

"Publicly Owned Treatment Works" or "POTW" means a
treatment works as defined by § 212 of the CWA, which is
owned by a state or municipality (as defined by § 502(4) of the
CWA). This definition includes any devices and systems used
in the storage, treatment, recycling, and reclamation of
municipal sewage or industrial wastes of a liquid nature. It also
includes sewers, pipes, and other conveyances only if they
convey wastewater to a POTW treatment plant. The term also
means the municipality as defined in § 502(4) of the CWA,
which has jurisdiction over the indirect discharges to and the
discharges from such a treatment works.

"Quality assurance” or "QA" means an integrated system of
management activities involving planning, implementation,
assessment, reporting, and quality improvement to ensure that
a process, item, or service is of the type and quality needed and
expected by the client.

"Quality assurance officer" means the person who has
responsibility for the quality system and its implementation.
Where staffing is limited, the quality assurance officer may
also be the technical manager.

"Quality control” or "QC" means the (i) overall system of
technical activities that measures the attributes and
performance of a process, item, or service against defined
standards to verify that they meet the stated requirements
established by the customer; (ii) operational techniques and
activities that are used to fulfill requirements for quality; and
(iif) system of activities and checks used to ensure that
measurement systems are maintained within prescribed limits,
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providing protection against "out of control" conditions and
ensuring that the results are of acceptable quality.

"Quality manual” means a document stating the management
policies, objectives, principles, organizational structure and
authority, responsibilities, accountability, and implementation
of an agency, organization, or laboratory, to ensure the quality
of its product and the utility of its product to its users.

"Quality system" means a structured and documented
management system describing the policies, objectives,
principles,  organizational  authority,  responsibilities,
accountability, and implementation plan of an organization for
ensuring quality in its work processes, products (items), and
services. The quality system provides the framework for
planning, implementing, and assessing work performed by the
organization and for carrying out required quality assurance
and quality control activities.

"Responsible official® means one of the following, as
appropriate:

1. If the laboratory is owned or operated by a private
corporation, "responsible official" means (i) a president,
secretary, treasurer, or a vice-president of the corporation in
charge of a principal business function, or any other person
who performs similar policy-making or decision-making
functions for the corporation or (ii) the manager of one or

more manufacturing, production, or operating facilities
employing more than 250 persons or having gross annual
sales or expenditures exceeding $25 million (in second-
quarter 1980 dollars), if authority to sign documents has
been assigned or delegated in accordance with corporate
procedures.

2. If the laboratory is owned or operated by a partnership,
association, or a sole proprietor, "responsible official" means
a general partner, officer of the association, or the proprietor,
respectively.

3. If the laboratory is owned or operated by a governmental
body, "responsible official” means a director or highest
official appointed or designated to oversee the operation and
performance of the activities of the governmental laboratory.

4. Any person designated as the responsible official by an
individual described in subdivision 1, 2, or 3 of this
definition provided the designation is in writing, the
designation specifies an individual or position with
responsibility for the overall operation of the laboratory, and
the designation is submitted to DCLS.

"Sampling” means the-act-of-collectionforthepurpose—of
analysis an activity related to obtaining a representative sample
of the object of conformity assessment, according to a

procedure.
"Sanitation district” means a sanitation district created under

the provisions of Chapters 3 (§ 21-141 et seq.) through 5 (§ 21-
291 et seq.) of Title 21 of the Code of Virginia.

"Secondary accreditation body" or "secondary AB" means the
accreditation body that grants FNlacereditationto-laboratories

I | - )
accreditation—body laboratory accreditation for a field of

accreditation based on recognition of accreditation from a
primary accreditation body for the same field of accreditation.

"Sewage" means the water-carried human wastes from
residences, buildings, industrial establishments, or other places
together with such industrial wastes and underground, surface,
storm, or other water as may be present.

"Standard operating procedure” or "SOP" means a written
document that details the method for an operation, analysis, or
action with thoroughly prescribed techniques and steps. An
SOP is officially approved as the method for performing
certain routine or repetitive tasks.

"TCLP" or "toxicity characteristic leachate procedure” means
Test Method 1311 in "Test Methods for Evaluating Solid
Waste, Physical/Chemical Methods,"” EPA Publication SW-
846, as incorporated by reference in 40 CFR 260.11. This
method is used to determine whether a solid waste exhibits the
characteristic of toxicity (see 40 CFR 261.24).

"Technical manager (however named)" means the person
who has overall responsibility for the technical operation of the
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environmental laboratory and who exercises actual day-to-day
supervision of laboratory operation for the appropriate fields
of testing and reporting of results. The title of this person may
include but is not limited to laboratory director, technical
manager, laboratory supervisor, or laboratory manager.

"Technology" means a specific arrangement of analytical
instruments, detection systems, or preparation techniques, or
any combination of these elements.

"Test" means a technical operation that consists of the
determination of one or more characteristics or performance of
a given product, material, equipment, organism, physical
phenomenon, process, or service according to a specified
procedure.

"Test, analysis, measurement or monitoring required pursuant
to the Virginia Air Pollution Control Law" means any method
of analysis required by the Virginia Air Pollution Control Law
(810.1-1300 et seq. of the Code of Virginia); by the regulations
promulgated under this law (9VACDS), including any method of
analysis listed either in the definition of "reference method™ in
9VAC5-10-20, or listed or adopted by reference in 9VACS5; or
by any permit or order issued under and in accordance with this
law and these regulations.

"Test, analysis, measurement or monitoring required pursuant
to the Virginia Waste Management Act" means any method of
analysis required by the Virginia Waste Management Act
(8 10.1-1400 et seq. of the Code of Virginia); by the
regulations promulgated under this law (9VAC20), including
any method of analysis listed or adopted by reference in
9VAC20; or by any permit or order issued under and in
accordance with this law and these regulations.

"Test, analysis, measurement or monitoring required pursuant
to the Virginia Water Control Law" means any method of
analysis required by the Virginia Water Control Law (§ 62.1-
44.2 et seq. of the Code of Virginia); by the regulations
promulgated under this law (9VAC25), including any method
of analysis listed or adopted by reference in 9VAC25; or by
any permit or order issued under and in accordance with this
law and these regulations.

"Test method" means an adoption of a scientific technique for
performing a specific measurement, as documented in a
laboratory standard operating procedure or as published by a
recognized authority.

"The NELAC Institute FNB" or "TNI" means the
organization whose standards environmental laboratories must
meet to be accredited in Virginia.

"TNI standards” means the 2009 2016 Standards for
Environmental Laboratories and Accreditation Bodies
approved by TNI.

"Virginia Air Pollution Control Law" means Chapter 13
(8 10.1-1300 et seq.) of Title 10.1 of the Code of Virginia that
is titled "Air Pollution Control Board."

"Virginia Environmental Laboratory Accreditation Program"
or "VELAP" means the program DCLS operates to accredit
environmental laboratories under this chapter.

"Wastewater" means liquid and water-carried industrial
wastes and domestic sewage from residential dwellings,
commercial buildings, industrial and manufacturing facilities,
and institutions.

"Waterworks" means each system of structures and
appliances used in connection with the collection, storage,
purification, and treatment of water for drinking or domestic
use and the distribution thereof to the public, except
distribution piping.

"Zooplankton™ means microscopic animals that float freely
with voluntary movement in a body of water.

1VAC30-46-70. Process to apply and obtain accreditation.

A. Duty to apply. All owners of (i) commercial environmental

laboratories and  (ii)  TNIl-accredited = commercial
environmental  laboratories applying for  secondary
accreditation shall apply for accreditation as specified by the
provisions of this section. Applications for accreditation must
be obtained from DCLS program staff by email at
Lab_Cert@dgs.virginia.gov.

B. Initial applications. Owners of commercial environmental
laboratories applying for accreditation under this chapter for
the first time shall submit an application to DCLS as specified
under subsection F of this section.

C. Renewal and reassessment.

1. DCLS shall renew accreditation annually for the
accredited laboratory provided the laboratory does the
following:

a. Maintains compliance with this chapter.

b. Attests to this compliance by signing the certificate of
compliance provided under subdivision F 3 of this section.
c. Reports acceptable proficiency test values as required
by 1VAC30-46-210 B.

d. Pays the fee required by 1VAC30-46-150.

2. DCLS shall reassess the accredited environmental
laboratory during an on-site assessment as required by
1VAC30-46-220.

D. Responsibilities of the owner and operator when the
laboratory is owned by one person and operated by another
person.

1. When an environmental laboratory is owned by one
person but is operated by another person, the operator may
submit the application for the owner.

2. If the operator fails to submit the application, the owner is
not relieved of his responsibility to apply for accreditation.
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3. While DCLS may notify environmental laboratories of the
date their applications are due, failure of DCLS to notify
do_es not relieve the owner of his obligation to apply under b. The certification of compliance shall state: "The
this chapter. applicant understands and acknowledges that the
E. Submission of applications for modifications to laboratory is required to be continually in compliance with
accreditation. An owner of an accredited environmental the Virginia environmental laboratory accreditation

laboratory shall follow the process set out in 1VAC30-46-90 B program regulation (1VAC30 Chapter 46) and is subject
to modify the laboratory's scope of accreditation. to the provisions of 1VAC30-46-100 in the event of

noncompliance. Specifically the applicant:

assurance officer, and (ii) the responsible official or the
technical manager, or both.

F. Contents of application.

1. Applications shall include but not be limited to the
following information and documents:

a. Legal name of laboratory;

b. Name of owner of laboratory;

c. Name of operator of laboratory, if different than owner;
d. Street address and description of location of laboratory;

e. Mailing address of laboratory, if different from street
address;

f. Address of owner, if different from laboratory address;

g. Name, address, telephone number, facsimile number,
and email, as applicable, of responsible official;

h. Name, address, telephone number, facsimile number,
and email, as applicable, of technical manager;

i. Name, address, telephone number, facsimile number,
and email, as applicable, of designated quality assurance
officer;
j. Name and telephone number of laboratory contact
person;

k. Laboratory type (e.g., commercial, public wastewater
system, mobile);
I. Laboratory hours of operation;

m. Fields of accreditation for which the laboratory is
seeking accreditation;

n. The results of two successful unique TNI-compliant PT
studies for each accreditation field of proficiency testing
as required by 1VAC30-46-210 B (for primary
accreditation only);

0. Quality assurance manual (for primary accreditation
only);

p. Copy of the primary certificate of accreditation for
secondary accreditation applications; and

g. For mobile laboratories, a unique vehicle identification
number, such as a manufacturer's vehicle identification
number (VIN #), serial number, or license number.

2. Fee. The application shall include payment of the fee as
specified in 1VAC30-46-150.
3. Certification of compliance.

a. The application shall include a "Certification of
Compliance" statement signed and dated by (i) the quality

(1) Shall commit to fulfill continually the requirements for
accreditation set by DCLS for the areas where
accreditation is sought or granted.

(2) When requested, shall afford such accommodation and
cooperation as is necessary to enable DCLS to verify
fulfillment of requirements for accreditation. This applies
to all premises where laboratory services take place.

(3) Shall provide access to information, documents, and
records as necessary for the assessment and maintenance
of the accreditation.

(4) Shall provide access to those documents that provide
insight into the level of independence and impartiality of
the laboratory from its related bodies, where applicable.

(5) Shall arrange the witnessing of laboratory services
when requested by DCLS.

(6) Shall claim accreditation only with respect to the scope
for which it has been granted accreditation.

(7) Shall pay fees as shall be determined by the
accreditation body.

(8) Shall have access to a copy of the TNI standards
incorporated by reference into this chapter.

I certify under penalty of law that this document and all
attachments were prepared under my direction or
supervision in accordance with a system designed to
assure that qualified personnel properly gather and
evaluate the information submitted. Based on my inquiry
of the person or persons who manage the laboratory or
those persons directly responsible for gathering and
evaluating the information, the information submitted is,
to the best of my knowledge and belief, true, accurate and
complete. Submitting false information or data shall result
in denial or withdrawal of accreditation. | further certify
that I am authorized to sign this application.”

G. Completeness determination.

1. DCLS shall determine whether an application is complete
and notify the laboratory of the result of such determination.
DCLS shall provide this notice within 90 calendar days of
its receipt of the application.

2. An application shall be determined complete if it contains
all the information required pursuant to subsection F of this
section and is sufficient to evaluate the laboratory prior to
the on-site assessment. Designating an application complete
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does not preclude DCLS from requesting or accepting
additional information.

3. If DCLS determines that an application is incomplete, the
DCLS notification of such determination shall explain why
the application is incomplete and specify the additional
information needed to make the application complete.

4. If DCLS makes no determination within 90 calendar days
of its receipt of either (i) the application or (ii) additional
information, in the case of an application determined to be
incomplete, the application shall be determined to be
complete.

5. If the laboratory has not submitted the required additional
information within 90 days of receiving a notice from DCLS
requesting additional information, DCLS may inform the
laboratory that the application cannot be processed. The
laboratory may then submit a new application.

H. Grant of interim accreditation pending final determination
on application.

1. DCLS shall grant interim accreditation status to
laboratories applying initially under the following
conditions:

a. The laboratory's application is determined to be
complete;

b. The laboratory has satisfied all the requirements for
accreditation, including all requests for additional
information, with the exception of on-site assessment; and

c. DCLS is unable to schedule the on-site assessment
within 120 days of its determination that the application is
complete.

2. A laboratory with interim accreditation status shall have
the same rights and status as a laboratory that has been
granted accreditation by DCLS.

3. Interim accreditation status shall not exceed 12 months.

I. On-site assessment. An on-site assessment shall be
performed and the follow-up and reporting procedures for such
assessments shall be completed in accordance with 1VAC30-
46-220 prior to issuance of a final determination on
accreditation.

J. Final determination on accreditation. Upon completion of
the accreditation review process and corrective action, if any,
DCLS shall grant accreditation in accordance with subsection
K of this section or deny accreditation in accordance with
subsection L of this section.

K. Grant of accreditation.

1. When a laboratory meets the requirements specified for
receiving accreditation, DCLS shall issue a certificate to the
laboratory. The certificate shall be sent to the technical
manager, and the responsible official shall be notified.

2. The director of DCLS or his designee shall sign the
certificate.
3. The certificate shall include the following information:
a. Name of owner of laboratory;
b. Name of operator of laboratory, if different from owner;
c. Name of responsible official;
d. Address and location of laboratory;
e. Laboratory identification number;
f. Fields of accreditation (matrix, technology/method, and
analyte) for which accreditation is granted;
g. Any addenda or attachments; and
h. Issuance date and expiration date.

4. TNI accreditation status.

a. Laboratories accredited under this chapter are
accredited under the standards of TNI.

b. The certificate of accreditation shall contain the TNI
insignia.

c. Accredited laboratories shall comply with the
provisions of 1VAC30-46-130 with regard to the use of
these certificates and their status as TNI-accredited
laboratories.

5. The laboratory shall post the most recent certificate of
accreditation and any addenda to the certificate issued by
DCLS in a prominent place in the laboratory facility.

6. Accreditation shall expire one year after the date on which
accreditation is granted.

L. Denial of accreditation.

1. DCLS shall deny accreditation to an environmental
laboratory in total if the laboratory is found to be falsifying
any data or providing false information to support
accreditation.

2. Denial of accreditation in total or in part.

a. DCLS may deny accreditation to an environmental
laboratory in total or in part if the laboratory fails to do
any of the following:

(1) Pay the required fees;

(2) Employ laboratory staff to meet the personnel
qualifications as required by 1VAC30-46-210 A,

(3) Successfully analyze and report proficiency testing
samples as required by 1VAC30-46-210 B;

(4) Submit a corrective action plan in accordance with
1VAC30-46-220 in response to a deficiency report from
the on-site assessment team within the required 30
calendar days;

(5) Implement the corrective actions detailed in the
corrective action plan within the time frame specified by
DCLS;
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(6) Pass required on-site assessment as specified in
1VAC30-46-220; or

(7) Implement a quality system as defined in 1VAC30-46-
210 C.

b. DCLS may deny accreditation to an environmental
laboratory in total or in part if the laboratory's application
is not determined to be complete within 90 days following
notification of incompleteness because the laboratory is
delinquent in submitting information required by DCLS in
accordance with this chapter.

c. DCLS may deny accreditation to an environmental
laboratory in total or in part if the DCLS on-site
assessment team is unable to carry out the on-site
assessment pursuant to 1VAC30-46-220 because a
representative of the environmental laboratory denied the
team entry during the laboratory's normal business hours
that it specified in the laboratory application.

3. DCLS shall follow the process specified in 1VAC30-46-
110 when denying accreditation to an environmental
laboratory.

M. Reapplication following denial of accreditation. DCLS
shall not waive application fees for a laboratory reapplying for
accreditation.

1VAC30-46-95. Suspension of accreditation.

A. Before withdrawing accreditation, DCLS may suspend
accreditation from an environmental laboratory in total or in
part to allow the laboratory time to correct the reason for which
DCLS may withdraw accreditation. Suspension is limited to
the reasons listed in subsection B of this section.

B. DCLS may suspend accreditation from an environmental
laboratory in part or in total when the laboratory has failed to
do any of the following:

1. Participate in the proficiency testing program as required
by 1VAC30-46-210 B.

2. Complete proficiency testing studies and maintain a
history of at least two successful proficiency testing studies
for each accredited field of testing out of the three most
recent proficiency testing studies as defined in 1VAC30-46-
210 B.

3. Submit an acceptable corrective action plan after two
opportunities as specified in 1VAC30-46-220 L.

4. Maintain a quality system as defined in 1VAC30-46-210
C.

4. 5. Employ staff that meets the personnel qualifications of
1VAC30-46-210 A.

5. 6. Notify DCLS of any changes in key accreditation
criteria as set forth in 1VAC30-46-90.

C. Process to suspend accreditation.

1. When DCLS determines that cause exists to suspend a
laboratory, the agency shall send notification to the
responsible official and the technical manager stating the
agency's determination that the laboratory has failed to meet
the 1VAC30-46 standards for one or more of the reasons
listed in subsection B of this section. DCLS shall send the
notification by certified mail.

2. In its notice, DCLS shall request the laboratory to notify
DCLS in writing if the laboratory believes the agency is
incorrect in its determination.

3. The natification shall state that the laboratory is required
to take corrective action whenever a failure occurs and to
document the corrective action. The notification shall
require the laboratory to provide DCLS with documentation
of the corrective action taken with regard to its failure to
meet a standard under this chapter.

4. The notification shall state what the laboratory is required
to do to restore its accreditation status and the time allowed
to do so.

5. The environmental laboratory may proceed to correct the
deficiencies for which DCLS has suspended the laboratory's
accreditation.

6. Alternatively the laboratory may state in writing that
DCLS isincorrect in its determination regarding suspension,
giving specific reasons why the laboratory believes DCLS
should not suspend accreditation.

7. With the exception of subdivision B 4 of this section,
DCLS may allow the laboratory up to 60 days to correct the
problem for which it may have its accreditation suspended.

8. DCLS shall set a date for suspension that follows the
period provided under subdivision 7 of this subsection to
restore accreditation.

9. If the laboratory does not correct its deficiencies within
the time period allowed, DCLS shall suspend a laboratory in
part or in total.

10. DCLS shall notify the laboratory by letter of its
suspension status. DCLS shall send the notification by
certified mail. DCLS shall also notify the pertinent Virginia
state agency of the laboratory's suspension status.

11. The laboratory may provide information demonstrating
why suspension is not warranted in accordance with the
standard referenced in the initial DCLS notification. If such
information is not provided prior to the suspension date, the
laboratory accepts the DCLS decision to suspend.

12. The laboratory has the right to due process as set forth in
1VAC30-46-110.

D. Responsibilities of the environmental laboratory and

DCLS when accreditation has been suspended.
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1. The term of suspension shall be limited to six months or
the period of accreditation whichever is longer.

2. The environmental laboratory shall not continue to
analyze samples or report analysis for the fields of
accreditation for which DCLS has suspended accreditation.

3. The environmental laboratory shall retain accreditation
for the fields of accreditation, methods, and analytes where
it continues to meet the requirements of this chapter.

4. The laboratory's suspended accreditation status shall
change to accredited when the laboratory demonstrates to
DCLS that the laboratory has corrected the deficiency or
deficiencies for which its accreditation was suspended.

5. An environmental laboratory with suspended
accreditation shall not have to reapply for accreditation if the
cause or causes for suspension are corrected within the term
of suspension.

6. An environmental laboratory that DCLS has suspended in
total shall pay the cost of any necessary follow-up on-site
assessments or data review or both to determine compliance.
This cost shall be calculated under the provisions of
1VAC30-46-150 E and F.

7. If the laboratory fails to correct the causes of suspension
within the term of suspension, DCLS shall withdraw the
laboratory's accreditation in total or in part.

1VAC30-46-100. Withdrawal of accreditation.

A. DCLS shall withdraw accreditation from an environmental
laboratory in total if the laboratory is found to be falsifying any
data or providing false information to support accreditation.

B. DCLS may withdraw accreditation from an environmental
laboratory in part or in total when the laboratory has failed to
do any of the following:

1. Participate in the proficiency testing program as required
by 1VAC30-46-210 B.

2. Complete proficiency testing studies and maintain a
history of at least two successful proficiency testing studies
for each affected accredited field of testing out of the three
most recent proficiency testing studies as defined in
1VAC30-46-210 B.

[-5.5 _t|| _I_ - - . lies.
either by faitlure to-participate-inthe required PT study or by
cail biai | lts_for it iold_of
acereditation: |

[ 4:-3.] Maintain a quality system as defined in 1VAC30-46-
210 C.

[ 4. 5: ] Employ staff that meets the personnel qualifications
of 1IVAC30-46-210 A.

[ 5. 6-] Submit an acceptable corrective action plan after two
opportunities as specified in 1VAC30-46-220.

[ 6. & ] Implement corrective action specified in the
laboratory's corrective action plan as set out under 1VAC30-
46-220.

[ 7. 8] Correct the causes of suspension within the term of
suspension.

[ 9: 8. ] Notify DCLS of any changes in key accreditation
criteria as set forth in 1VAC30-46-90.

[ 8-28: 9. ] Use correct and authorized references to the
laboratory's accreditation status or that of DCLS in the
laboratory's documentation and advertising as set forth in
1VAC30-46-130.

[ 9—21% 10. ] Allow a DCLS assessment team entry during
normal business hours to conduct an on-site assessment
required by 1VAC30-46-220.

[ 36242 11. ] Pay required fees specified in 1VAC30-46-
150.

[ 43- 12. ] Meet the provisions regarding communication
with others in Volume 1, Module 1, Section 4.1.5 of the 2016
TNI Standards.

C. [ DCLS may withdraw accreditation from an
environmental laboratory in part or in total when the laboratory
has failed three consecutive proficiency testing studies for the
same field of accreditation either by failure to participate in the
proficiency testing study or by failure to obtain acceptable
results.

D. ] DCLS shall follow the process specified in 1VAC30-46-
110 when withdrawing accreditation from an environmental
laboratory.

[ B- E. ] Responsibilities of the environmental laboratory and
DCLS when accreditation has been withdrawn.

1. Laboratories that lose their accreditation in full shall
return their certificate to DCLS.

2. If a laboratory loses accreditation in part, DCLS shall
issue a revised certificate to the laboratory.

3. The laboratory shall discontinue the use of all materials
that contain either a reference to the environmental
laboratory's past accreditation status or that display the TNI
logo. These materials may include catalogs, advertising,
business solicitations, proposals, quotations, laboratory
analytical reports, or other materials.

4. The environmental laboratory shall not continue to
analyze samples or report analyses for the fields of
accreditation for which DCLS has withdrawn accreditation.

[ & E. ] After correcting the reason or cause for the
withdrawal of accreditation under 1VAC30-46-100 A or B, the
laboratory owner may reapply for accreditation under
1VAC30-46-70 B and E.
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1VAC30-46-140. Secondary accreditation.

A. DCLS may grant secondary accreditation to an
environmental laboratory that holds a current accreditation
from another TNl-recoghized NELAP-recognized primary
accreditation body.

B. The owner of a TNI-accredited environmental laboratory
that seeks accreditation under this chapter shall apply as
specified in 1VAC30-46-70 with the exception of 1VAC30-
46-70 F 1 nand o.

C. The owner of the applicant laboratory shall pay the fee
required by 1VAC30-46-150.

D. DCLS shall not require a TNI-accredited environmental
laboratory that seeks accreditation under this section to meet
any additional proficiency testing, quality assurance, or on-site
assessment requirements for the fields of accreditation for
which the laboratory holds primary TNI accreditation.

E. DCLS shall consider only the current certificate of
accreditation issued by the TNI-recognized primary
accreditation body.

F. DCLS shall grant secondary accreditation for only the
fields of accreditation offered under this chapter for which the
laboratory holds current primary TNI accreditation.

1VAC30-46-150. Fees.
A. General.

1. Environmental laboratories shall pay a fee with all
applications, including reapplications, for accreditation.
DCLS shall not designate an application as complete until it
receives payment of the fee.

2. Each accredited environmental laboratory shall pay an
annual fee to maintain its accreditation. DCLS shall send an
invoice to the accredited environmental laboratory.

3. An environmental laboratory applying for secondary
accreditation under 1VAC30-46-140 shall pay the same fee
as other laboratories subject to this chapter.

4. Fees shall be nonrefundable.

5. DCLS, as part of its regular budgetary review of the
program, shall determine whether the fees charged under this
section offset the program costs as required under § 2.2-1105
of the Code of Virginia.

B. Fee computation.
1. Fees shall be applied on an annual basis.

2. Environmental laboratories shall pay the total of the base
fee and the test category fees set out in subsections C and D
of this section.

C. Base fee.

1. DCLS determines the base fee for a laboratory by taking
into account both the total number of methods and the total
number of field of accreditation matrices for which the
laboratory would be accredited.

2. DCLS shall charge the base fees set out in Table 1. The
base fee for a laboratory is located by first finding the row
for the total number of methods to be accredited and then
finding the box on that row located in the column headed by
the total number of matrices to be accredited. For example,
DCLS charges a base fee of $1625 to a laboratory
performing a total of eight methods for one matrix.

TABLE 1: BASE FEES
Number Four or
of One Two Three more
Methods Matrix Matrices Matrices Matrices
1-9 $1625 $1788 $1969 $2163
10-29 $1750 $1969 $2188 $2438
30-99 $1938 $2281 $2688 $3188
100 - $2063 $2475 $2969 $3563
149
150+ $2250 $2813 $3531 $4406

D. Test category fees.

1. The test category fees cover the types of testing for which
a laboratory may be accredited as specified in the
laboratory's application or as accredited at the time of annual
billing.

2. Fees shall be charged for each category of tests to be
accredited.

3. Fees shall be charged for the total number of field of
accreditation matrices to be accredited under the specific test
category. For example, if a laboratory is performing
inorganic chemistry for both nonpotable water and solid and
chemical matrices, the fee for this test category would be
found in the column for two matrices.

4. The fee for each category includes one or more analytical
methods unless otherwise specified.

5. Test category fees. DCLS shall charge the test category
fees set out in Table 2. The test category fees for a laboratory
are located by first finding the row with the total number of
test methods for the test category to be accredited. The fee
to be charged for the test category will be found on that row
in the column headed by the total number of matrices to be
accredited. A laboratory performing four test methods for
bacteriology in both nonpotable and drinking water (two
matrices) would be charged a test category fee of $413.
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TABLE 2: TEST CATEGORY FEES Organic chemistry,
] 21 - 40 total
Fees by Number of Matrices methods $1301 | $1695 | $2048
Tr;rree Organic chemistry,
41 or more total
Test Category One Two | More methods $1495 | $1983 | $2420
Aquatic toxicity, Radiochemical, 1 -
acute methodsonly | $740 | N/A | NIA 10 total methods $990 | $1365 | $1703
Aquatic toxicity, N/A N/A Radiochemical. 11
acuttﬁ a(ljnd chronic 5090 or more total
methods methods $1146 | $1603 | $2015
Oxygen demand $281 | %419 | 544 Asbestos $1146 | $1603 | $2015
Bacteriology, 1 - 3 .
total methods $219 $331 $431 6. Fee examples. Three examples are provided.
. a. Example 1:
Bacteriology, 4 or P
more total methods $275 $413 $538 One matrix and four
- Base Fee test methods 1625
Physical, 1 - 5 total $
methods $219 $331 $431 Test Category
- Fees
Physical, 6 - 10 total
methods $275 $413 $538 One Matrix
Physical, 11 or more Nonpotable | Bacteriology (2
total methods $344 $519 $675 Water methods) $219
Inorganic chemistry, Nonpotable | Oxygen demand (1
1 - 10 total methods $313 $469 $613 Water method) $281
Inorganic chemistry, Nonpotable
11 - 20 total Water Physical (1 method) $219
methods $394 $594 $775 TOTAL $2344
Inorganic chemistry, i
21 - 49 total b. Example 2:
methods $493 $738 $959 One matrix and 15
. . Base Fee test methods $1750
Inorganic chemistry,
50 or more total Test Category Fees
methods $615 $925 $1203 One Matrix
Chemistry metals, 1 :
! N tabl Bacteriol 2
- 5 total methods $406 $613 $796 Wc;r:gro avle maeih%rclic;)ogy( $219
Chemistry metals, 6 Nonpotable | Inorganic chemistry
- 20 total methods $513 $769 $1000 Water (9 methods) $313
Chemistry metals, Nonpotable
21 or more total Water Metals (2 methods) $406
methods $640 $963 $1250
Nonpotable | Oxygen demand (1
Organic chemistry, 1 Water method) $281
- 5 total methods $1020 $1270 $1495
Nonpotable
Organic chemistry, 6 Water Physical (1 method) $219
- 20 total methods $1145 $1458 $1739 TOTAL $3188
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c. Example 3: 3. Under 1VAC30-46-95 D 6, an environmental laboratory
Two matrices and that DCLS has suspended in total §hal| be charged the cost
Base Fee 27 test methods $1969 of any necessary follow-up on-site assessments or data
review or both to determine compliance. This charge shall
Test Category be calculated under the method specified in subsection F of
Fees this section.
One Matrix 4. Under 1VAC30-46-160, any person regulated by this
- chapter may petition the director to grant a variance from
Nonpotable | Bacteriology any requirement of this chapter. DCLS shall charge a fee for
Water (4 methods) $275 the time needed to review the petition, including any on-site
Nonpotable | Oxygen demand assessment r.eguir_ed. The f_ee shall bg detgrmined by the
Water (1 method) $281 method specified in subsection F of this section.
Solid and F. Additional fees determination.
Chemical 1. The fee shall be the sum of the total hourly charges for all
Materials Metals (1 method) $406 reviewers plus any on-site review costs incurred.
Two Matrices 2. An hourly charge per reviewer shall be determined by (i)
Nonpotable obtaining a yearly cost by multiplying the reviewer's annual
Water and _salary by 1.35 (accoqpts _fo_r _overhead such as taxes and
Solid and Inorganic insurance) and then (ii) d|V|d|ng_ the yearly_cost by 1_,642
Chemical chemistry (number of annual hours e_stabllshed_ t_)y Fiscal Services,
Materials (13 methods) $594 Department of General Services, for billing purposes).
Nonpotable 3. The _charge per reviewer shall be _determinfad by
Water and multlpl_ylng the number of hours expended in the review by
Solid and the reviewer's hourly charge.
Chemical Physical 4. If an on-site review is required, travel time and on-site
Materials (7 methods) $413 review time shall be charged at the same hourly charge per
TOTAL $3938 reviewer, and any travel expenses shall be added.

E. Additional fees. Additional fees shall be charged to
laboratories applying for the following: (i) modification to
scope of accreditation under 1VAC30-46-90 B, (ii) transfer of
ownership under 1VAC30-46-90 C, (iii) review of compliance
following total suspension, or {iH#) (iv) petition for a variance
under 1VAC30-46-160.

1. For any accredited environmental laboratory that applies
to modify its scope of accreditation as specified under
1VAC30-46-90 B, DCLS shall assess a fee determined by
the method in subsection F of this section.

2. Under 1VAC30-46-90 C, DCLS may charge a transfer fee
to a certified laboratory that transfers ownership. A fee shall
be charged if DCLS (i) needs to review documentation sent
by the laboratory about the transfer of ownership or (ii)
determines that an on-site assessment is necessary to
evaluate the effect of the transfer of ownership. DCLS shall
assess a fee determined by the method in subsection F of this
section. If, under 1VAC30-46-90 C, DCLS determines that
the change of ownership or location of laboratory requires
reaccreditation of or reapplication by the laboratory, the
laboratory shall pay the application fee required under this
section.

G. Out-of-state laboratories applying for primary

accreditation.

1. The owner of an environmental laboratory located in
another state who applies for primary accreditation under
this chapter shall pay a surcharge of $5000 plus the labor
costs of the on-site assessment and reasonable travel costs
associated with conducting an on-site assessment at the
laboratory. Reasonable travel costs include transportation,
lodging, per diem, and telephone and duplication charges.
These charges shall be in addition to the fees charged under
subdivision A 1 and subsections B through D of this section.

2. Once the laboratory is accredited, DCLS shall charge the
annual fee specified in subdivision A 2 and subsections B
through D of this section, the labor costs for the on-site
assessment, and reasonable travel costs associated with
conducting the on-site assessment.

H. DCLS shall derive the travel costs charged under

subsections F and G of this section from the Commonwealth
of Virginia reimbursement allowances and rates for lodging,
per diem, and mileage.
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1VAC30-46-200.
standards.

Incorporation by reference of TNI

A. The following TNI standards are incorporated by reference
into this chapter: The Standards for Environmental
Laboratories and Accreditation Bodies, 2009 2016 (The
NELAC Institute (TNI)), Volume 1: Management and

Technical Requirements for Laboratories Performing
Environmental ~ Analysis, and Volume 2. General
Requirements for  Accreditation Bodies Accrediting

Environmental Laboratories, except for section Section 6.6 of
Module 3 concerning confidential business information.

B. Environmental laboratories applying for accreditation and
accredited under this chapter shall comply with the TNI
standards incorporated by reference into subsection A of this
section. For convenience these standards are specified by
accreditation component in 1VAC30-46-210 and 1VAC30-46-
220.

C. The TNI standards are organized by volume and module.

1. Volume 1 - Management and Technical Requirements for
Laboratories Performing Environmental Analysis includes
the following modules:

a. Proficiency Testing.
b. Quality Systems General Requirements.
c. Quality Systems for Asbestos Testing.
d. Quality Systems for Chemical Testing.
e. Quality Systems for Microbiological Testing.
f. Quality Systems for Radiochemical Testing.
g. Quality Systems for Toxicity Testing.
2. Volume 2 - General Requirements for Accreditation

Bodies Accrediting Environmental Laboratories includes
the following modules:

a. General Requirements.
b. Proficiency Testing.
c. On-Site Assessment.

1VAC30-46-210. Standards for accreditation.

A. Standards for personnel. The standards for personnel are
found in Section 5.2 of Volume 1, Module 2 of the TNI
standards.

B. Standards for proficiency testing.

1. The standards for proficiency testing are found in (i)
Module 1 and (ii) section 4.11 of Module 2 of Volume 1 of
the TNI standards.

C. Standards for quality systems.

1. General requirements for all environmental laboratories
are found in Volume 1, Module 2 of the TNI standards.

2. Requirements for the specific types of testing that may be
performed by an individual environmental laboratory are
found in Volume 1, Modules 3 through 7 of the TNI
standards.

3. Drinking water laboratories obtaining certification under
this chapter shall meet the reporting requirements set out in
1VAC30-41 for compliance with 12VAC5-590-530 and
12VAC5-590-540.

1VAC30-46-220. On-site assessment.

A. The standards for on-site assessment are found in Volume
2, Module 3 of the TNI standards. The requirements specific to
environmental laboratories are set out in this section.

B. DCLS shall conduct a comprehensive on-site assessment
of an environmental laboratory prior to granting final primary
accreditation to the laboratory.
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C. Frequency of on-site assessment.

1. DCLS shall reassess each accredited laboratory every two
years starting from the date of the previous assessment plus
or minus six months.

2. Other on-site assessments.

a. If DCLS identified a deficiency on a previous on-site
assessment, the agency may conduct a follow-up on-site
assessment.

b. DCLS may conduct an on-site assessment under the
following circumstances:

(1) A laboratory applies to modify its scope of
accreditation;

(2) A transfer of ownership occurs that affects personnel,
equipment, or the laboratory facilities; or

(3) A laboratory applies for an exemption or a variance.
c. Any other change occurring in a laboratory's operations
that might reasonably be expected to alter or impair
analytical capability and quality may trigger an on-site
assessment.

D. Announced and unannounced on-site assessments. DCLS,

H. Arrival, admittance, and opening conference.

1. Arrival. DCLS and the laboratory shall agree to the date
and schedule for announced on-site assessments.

2. Admittance of assessment personnel. A laboratory's
refusal to admit the assessment personnel for an on-site
assessment shall result in an automatic failure of the
laboratory to receive accreditation or loss of an existing
accreditation by the laboratory, unless there are extenuating
circumstances that are accepted and documented by DCLS.

3. Health and safety. Under no circumstance, and especially
as a precondition to gain access to a laboratory, shall
assessment personnel be required or even allowed to sign
any waiver of responsibility on the part of the laboratory for
injuries incurred during an assessment.

4. Opening conference. An opening conference shall be
conducted and shall address the following topics:

a. The purpose of the assessment;

b. The identification of assessment personnel;

c. The test methods that will be examined;

d. Any pertinent records and procedures to be examined

at its discretion, may conduct either announced or
unannounced on-site assessments. Advance notice of an
assessment shall not be necessary.

during the assessment and the names of the individuals in
the laboratory responsible for providing assessment
personnel with such records;

E. Preparation for the on-site assessment.

1. Prior to the actual site visit, DCLS may request in writing
from a laboratory those records required to be maintained by
this chapter.

2. DCLS may opt not to proceed with an on-site assessment
based on nonconformities found during document and
record review.

F. Areas to be assessed.

1. DCLS shall assess the laboratory against the standards
incorporated by reference and specified in 1VAC30-46-200
and 1VAC30-46-210.

2. The laboratory shall ensure that its quality manual,
analytical methods, quality control data, proficiency test
data, laboratory SOPs, and all records needed to verify
compliance with the standards specified in 1VAC30-46-200
and 1VAC30-46-210 are available for review during the on-
site assessment.

G. National security considerations.

1. Assessments at facilities owned or operated by federal
agencies or contractors may require security clearances,
appropriate badging, or a security briefing before the
assessment begins.

2. The laboratory shall notify DCLS in writing of any
information that is controlled for national security reasons
and cannot be released to the public.

e. The roles and responsibilities of laboratory staff and
managers;

f. Any special safety procedures that the laboratory may
think necessary for the protection of assessment
personnel;

g. The standards and criteria that will be used in judging
the adequacy of the laboratory operation;

h. Confirmation of the tentative time for the exit
conference; and

i. Discussion of any questions the laboratory may have
about the assessment process.

I. On-site laboratory records review and collection.

1. Records shall be reviewed by assessment personnel for
accuracy, completeness, and the use of proper methodology
for each analyte and test method to be evaluated.

2. Records required to be maintained pursuant to this chapter
shall be examined as part of an assessment for accreditation.

J. Observations of and interviews with laboratory personnel.

1. As an element of the assessment process, the assessment
team shall evaluate an analysis regimen by requesting that
the analyst normally conducting the procedure give a step-
by-step description of exactly what is done and what
equipment and supplies are needed to complete the regimen.
Any deficiencies shall be noted and discussed with the
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analyst. In addition, the deficiencies shall be discussed in the
closing conference.

2. Assessment personnel may conduct interviews with
appropriate laboratory personnel.

3. Calculations, data transfers, calibration procedures,
quality control, and quality assurance practices, adherence to
test methods, and report preparation shall be assessed for the
complete scope of accreditation with appropriate laboratory
analysts.

K. Closing conference.

1. Assessment personnel shall meet with representatives of
the laboratory following the assessment for a closing
conference.

2. During the closing conference, assessment personnel shall
inform the laboratory of the preliminary findings and the
basis for such findings. The laboratory shall have an
opportunity to provide further explanation or clarification
relevant to the preliminary findings. If the laboratory objects
to the preliminary findings during the closing conference, all
objections shall be documented by the assessment personnel
and included in the final report to DCLS.

3. Additional problem areas may be identified in the final
report.

L. Follow-up and reporting procedures.

1. DCLS shall provide an on-site assessment report to the
laboratory documenting any deficiencies found by DCLS
within 30 calendar days of the last day of the on-site
assessment.

2. When deficiencies are identified in the assessment report,
the laboratory shall have 30 calendar days from the date of
its receipt of the on-site assessment report to provide a
corrective action plan to DCLS.

3. The laboratory's corrective action plan shall include the
following:

a. Any objections that the laboratory has with regard to the
on-site assessment report;

b. The action that the laboratory proposes to correct each
deficiency identified in the assessment report;

c. The time period required to accomplish the corrective
action; and

d. Documentation of corrective action that the laboratory
has already completed at the time the corrective action
plan is submitted.

4. If the corrective action plan, or a portion of the plan, is
determined to be unacceptable to remedy the deficiency,
DCLS shall provide written notification to the responsible
official and technical manager of the laboratory, including a
detailed explanation of the basis for such determination.
Following receipt of such notification, the laboratory shall

have an additional 30 calendar days to submit a revised
corrective action plan acceptable to DCLS.

5. DCLS may suspend accreditation from a laboratory under
1VAC30-46-95 B 3 or withdraw accreditation from a
laboratory under 1VAC30-46-100 B 5 if DCLS finds the
second revised corrective action plan to be unacceptable.

6. The laboratory shall submit documentation to DCLS that
the corrective action set out in its plan has been completed
within the time period specified in the plan.

7. DCLS, under 1VAC30-46-100 B 6, may withdraw
accreditation from a laboratory if the laboratory fails to
implement the corrective actions set out in its corrective
action plan.

8. DCLS shall grant final accreditation as specified in
1VAC30-46-70 K upon successful completion of any
required corrective action following the on-site assessment.

DOCUMENTS INCORPORATED BY REFERENCE
(1VAC30-46)

The Standards for Environmental Laboratories and
Accreditation Bodies, 2009 2016, The NELAC Institute (TNI),
P.O. Box 2439, Weatherford, TX 76086; www.nelac-
institute.org:

: . .
volume 1. via aﬁgel e 2 'd. ect ||r-:all I!eqluu_e lEe ts—for
2009)

: . . .
Volun e .2 Gei ¢ al-Requirements Ig'.’ ‘GGE'Ed'ta“e' Bg} dies
Volume 1: Management and Technical Requirements for
Laboratories Performing Environmental Analysis (EL-V1-

2016, rev. 2.1

Volume 2: General Requirements for Accreditation Bodies
Accrediting Environmental Laboratories (EL-V2-2016, rev.

2.0)

VAR. Doc. No. R20-6196; Filed January 3, 2022, 11:47 a.m.

L 4 *

TITLE 2. AGRICULTURE

BOARD OF AGRICULTURE AND CONSUMER
SERVICES

Proposed Regulation

Title of Regulation: 2VAC5-405. Regulations for the
Application of Fertilizer to Nonagricultural Lands
(amending 2VAC5-405-110).

Statutory Authority: § 3.2-3602.1 of the Code of Virginia.

Public Hearing Information: No public hearing is currently
scheduled.
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Public Comment Deadline: April 1, 2022.

Agency Contact: David Gianino, Program Manager, Office of
Plant Industry Services, Department of Agriculture and
Consumer Services, P.O. Box 1163, Richmond, VA 23218,
telephone (804) 786-3515, FAX (804) 371-7793, TDD (800)
828-1120, or email david.gianino@vdacs.virginia.gov.

Basis: Section 3.2-109 of the Code of Virginia establishes the
Board of Agriculture and Consumer Services as a policy board
with the authority to adopt regulations in accordance with the
provisions of Title 3.2 of the Code of Virginia. Section 3.2-
3602.1 of the Code of Virginia authorizes the board to adopt
regulations to certify the competence of contractor-applicators;
licensees; and employees, representatives, or agents of state
agencies, localities, or other governmental entities that apply
regulated products to nonagricultural property and to impose
civil penalties upon any contractor-applicator or licensee who
fails to comply with the regulations.

Purpose: The application of excessive fertilizer nutrients,
primarily phosphorus and nitrogen, can result in runoff of these
nutrients into Virginia's waterways, including the Chesapeake
Bay, causing excess levels of algae. The excess algae
negatively affects the level of dissolved oxygen in the water
needed by oysters, fish, crabs, and other aquatic animals.
Applying lawn and turf fertilizers at proper rates can result in
reduced runoff of nitrogen and phosphorus into Virginia's
waters. Compliance with the provisions of this regulation
supports the health of Virginia's waters, which can positively
impact the health and economic welfare of Virginia citizens.
The board determined that additional penalties for violations
of the regulation are necessary to ensure fertilizer applicators
are applying fertilizer to nonagricultural lands in compliance
with provisions of the regulation, thereby protecting Virginia's
natural waterways.

Substance: Through this regulatory action, the board is
proposing to amend the current penalty and add two new
penalties for violations of Regulations for the Application of
Fertilizer to Nonagricultural Lands (2VAC5-405). The board
is also proposing to change the person responsible for
compliance with the regulation's existing requirement that an
individual be certified before offering services as a certified
fertilizer applicator or supervising the application of fertilizer
on nonagricultural land.

The proposed amendments (i) change the responsible party
from an individual to the contractor-applicator or licensee who
employs an individual who must be certified; (ii) replace the
existing civil penalty that is assessed when a person offers
services as a certified fertilizer applicator without obtaining
such certification from the Department of Agriculture and
Consumer Services (VDACS) with a penalty that increases
with repeat violations; (iii) establish a penalty for a contractor-
applicator or licensee who does not maintain records or fails to
submit the annual report for fertilizer applied to more than 50
acres of nonagricultural lands; and (iv) establish a penalty for
a contractor-applicator or licensee who fails to apply fertilizer

in compliance with the Department of Conservation and
Recreation's nutrient management standards.

Issues: The proposed amendments will increase compliance
with provisions of the Regulations for the Application of
Fertilizer to Nonagricultural Lands (2VAC5-405), thereby
reducing runoff of excess nitrogen and phosphorus from
nonagricultural land into Virginia's waterways, which is an
advantage to the public. In addition, ensuring the reporting of
nonagricultural lands to which fertilizer was applied will allow
Virginia to receive credit in the Chesapeake Bay Watershed
Implementation Plan for properly applying lawn and turf
fertilizer, which is an advantage to the Commonwealth.

The proposed amendments will only negatively impact those
contractor-applicators or licensees who are not in compliance
with the regulation. There are no disadvantages to the public
or the Commonwealth associated with the proposed
amendments.

Department of Planning and Budget's Economic Impact
Analysis:

The Department of Planning and Budget (DPB) has analyzed
the economic impact of this proposed regulation in accordance
with § 2.2-4007.04 of the Code of Virginia (Code) and
Executive Order 14 (as amended, July 16, 2018). The analysis
presented represents DPB's best estimate of these economic
impacts.!

Summary of the Proposed Amendments to Regulation. The
Board of Agriculture and Consumer Services (Board) proposes
to (i) require that a contractor-applicator? or licensee® be
responsible for ensuring its employees obtain a Certified
Fertilizer Applicator registration, rather than penalizing an
employee for not being a Certified Fertilizer Applicator,* (ii)
amend the current penalty structure from a one-time, $250
penalty, to a penalty that increases with repeat offenses, (iii)
create a new penalty for a contractor-applicator or licensee who
fails to maintain certain records documenting applicator
training and each application of fertilizer to nonagricultural
land, or who fails to submit the required annual acreage report
to Virginia Department of Agriculture and Consumer Services
(VDACYS), and (iv) create a new penalty for failure to apply
lawn or lawn maintenance fertilizers in compliance with the
Department of Conservation and Recreation's (DCR) nutrient
management standards for lawns.

Background. VDACS states that the Board promulgated
2VAC5-405, Regulations for the Application of Fertilizer to
Nonagricultural Lands (regulation) to ensure the proper
application of fertilizer to nonagricultural lands (i.e., lawn and
turf), thereby protecting the environment. Specifically, the
regulation accomplishes this by requiring that lawn fertilizers
applied for commercial purposes or by governmental entities
are applied by a certified fertilizer applicator or a person under
the control and instruction of a certified fertilizer applicator
and at rates, times, and methods that reduce the runoff of
nitrogen and phosphorus into Virginia's waterways.
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In order to become a certified fertilizer applicator, the applicant
must successfully complete Board-approved training. The
current Board-approved training is an online course (with a $10
fee) that is a joint effort of the Virginia Cooperative Extension,
VDACS, and DCR.% There are ten self-paced training modules
and each are accompanied by a test that must be passed at a
minimum 70% level. Certification helps ensure that the
fertilizer applicator understands the rates, times, and methods
that reduce the runoff of nitrogen and phosphorus. An online
recertification course (also with $10 fee) must be taken every
four years.

Chapter 413 of the 2020 Acts of Assembly amended the
Fertilizer Law, in part, by increasing from $250 to $1,000 the
maximum civil penalty that the Board may impose upon any
fertilizer contractor-applicator or licensee who fails to comply
with provisions of the regulation.®

Failure to Obtain Certification. Under the current regulation,
"Any individual who offers his services as a certified fertilizer
applicator or who supervises the application of any fertilizer on
nonagricultural land without obtaining prior registration
certification from the commissioner shall be assessed a penalty
of $250." The Board proposes to amend that sentence to the
following, with new language in bold:

Any contractor-applicator or licensee that employs an
individual who offers his services as a certified fertilizer
applicator or who supervises the application of any fertilizer on
nonagricultural land without obtaining prior registration
certification from the commissioner shall be assessed a penalty
of (i) $250 for the first offense, (ii) $500 for the second offense
within any five year period, and (iii) $1,000 for the third
offense within any five year period.

Failure to Maintain Records or Send Report. The regulation
requires that licensees and contractor-applicators maintain
records of each application of fertilizer to nonagricultural land
for at least three years following the application.” Contractor-
applicators and licensees who apply lawn fertilizer and lawn
maintenance fertilizer to more than a total of 50 acres of
nonagricultural lands must submit an annual report on or
before February 1 indicating the total acreage or square footage
by zip code of the land receiving lawn fertilizer and lawn
maintenance fertilizer in the preceding calendar year.

Currently, no penalties are assessed for a contractor-applicator
or licensee who fails to maintain records or submit annual
reports. In § 3.2-3625, the Virginia Fertilizer Law provides that
a person convicted of a violation of a provision of the law or a
regulation adopted thereunder is subject to a Class 3
misdemeanor; however, in practice VDACS has not pursued a
criminal charge against anyone for failing to maintain the
records required by the regulation or for failing to submit the
required annual report.

The Board proposes to add the following text to the regulation:

"Any contractor-applicator or licensee who does not
maintain records as required by this chapter or submit the
required annual report to the commissioner in accordance

with 2VVAC5-405-100 shall be (i) issued a warning for the
first offense, (ii) assessed a penalty of $250 for the second
offense within any five year period, (iii) assessed a penalty
of $500 for the third offense within any five year period,
and (iv) assessed a penalty of $1,000 for the fourth offense
within any five year period."
Violating Standards and Criteria for Nutrient Management.
The regulation requires that licensees and contractor-
applicators apply fertilizer at rates, times, and methods that are
consistent with standards and criteria for nutrient management
promulgated pursuant to § 10.1-104.2 of the Code of Virginia
(DCR's lawn nutrient management standards). Currently,
though, no penalties are assessed for a contractor-applicator or
licensee who applies lawn fertilizer at rates, times, or methods
that are inconsistent with DCR's lawn nutrient management
standards. As stated above, § 3.2-3625 of the Virginia
Fertilizer Law provides that a person convicted of a violation
of a provision of the law or a regulation adopted thereunder is
subject to a Class 3 misdemeanor; however, in practice
VDACS has not pursued a criminal charge against anyone for
applying lawn fertilizer at rates, times, or methods that are
inconsistent with DCR's lawn nutrient management standards.

The Board proposes to add the following text to the regulation:

"Any contractor-applicator or licensee who applies lawn
fertilizer or lawn maintenance fertilizer at a rate, time, or
method inconsistent with the standards and criteria for
nutrient management promulgated pursuant to § 10.1-
104.2 of the Code of Virginia shall be (i) issued a warning
for the first offense, (ii) assessed a penalty of $250 for the
second offense within any five year period, (iii) assessed
a penalty of $500 for the third offense within any five year
period, and (iv) assessed a penalty of $1,000 for the fourth
offense within any five year period."

Estimated Benefits and Costs. All of the proposed amendments
are intended to make it more likely that licensees and
contractor-applicators comply with the requirements of the
regulation. Making the businesses responsible (and
punishable) for ensuring their employees obtain a Certified
Fertilizer Applicator registration prior to applying fertilizer,
and increasing the fines, may make it less likely that uncertified
individuals do this work. This could reduce occurrences where
there is excessive runoff of nitrogen and phosphorus due to the
applicator's lack of knowledge on how to minimize runoff.

Establishing financial penalties for contractor-applicators or
licensees who apply lawn fertilizer at rates, times, or methods
that are inconsistent with DCR's lawn nutrient management
standards may encourage compliance with the standards,
which would reduce nitrogen and phosphorus runoff.
Establishing financial penalties for contractor-applicators or
licensees who fail to maintain records or submit annual reports
may encourage these firms to comply with these requirements.
This information is needed to help understand how much and
where fertilizer is being applied in the Commonwealth.
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Reducing runoff of nitrogen and phosphorus is beneficial for
Virginia's waterways. According to the U.S. Environmental
Protection Agency, too much nitrogen and phosphorus in the
water causes algae to grow faster than ecosystems can handle.
Significant increases in algae harm water quality, food
resources and habitats, and decrease the oxygen that fish and
other aquatic life need to survive. Large growths of algae are
called algal blooms and they can severely reduce or eliminate
oxygen in the water, leading to illnesses in fish and the death
of large numbers of fish. Some algal blooms are harmful to
humans because they produce elevated toxins and bacterial
growth that can make people sick if they come into contact
with polluted water, consume tainted fish or shellfish, or drink
contaminated water.®

Businesses and Other Entities Affected. The proposed
amendments potentially affect the 408 fertilizer contractor-
applicators and the 739 licensed fertilizer distributors in the
Commonwealth.®

The Code of Virginia requires DPB to assess whether an
adverse impact may result from the proposed regulation.’® An
adverse impact is indicated if there is any increase in net cost
or reduction in net revenue for any entity, even if the benefits
exceed the costs for all entities combined. Contractor-
applicators and licensees who do not comply with the
regulation would encounter higher costs. Thus, an adverse
impact is indicated.

Small Businesses'! Affected.!?

Types and Estimated Number of Small Businesses Affected.
VDACS believes that the majority of affected firms would
qualify as small businesses, but a specific number is not
available.

Costs and Other Effects. The proposed amendments increase
costs for small lawn care/fertilizer firms that do not comply
with the regulations.

Alternative Method that Minimizes Adverse Impact. There are
no clear alternative methods that both reduce adverse impact
and meet the intended policy goals.

Localities!® Affected.’* The proposed amendments are not
expected to disproportionately affect any particular localities
or substantively affect costs for local governments.

Projected Impact on Employment. The proposed amendments
are unlikely to substantively affect total employment.

Effects on the Use and Value of Private Property. The proposed
amendments would not affect the use and value of private firms
that comply with the requirements of the regulation. The
proposal would increase costs for firms that do not comply, and
may moderately reduce their value. For firms that comply with
the regulation's requirements when creating lawns for
developing real estate, costs would not increase.

1Section 2.2-4007.04 of the Code of Virginia requires that such economic
impact analyses determine the public benefits and costs of the proposed
amendments. Further the analysis should include but not be limited to: (1) the

projected number of businesses or other entities to whom the proposed
regulatory action would apply, (2) the identity of any localities and types of
businesses or other entities particularly affected, (3) the projected number of
persons and employment positions to be affected, (4) the projected costs to
affected businesses or entities to implement or comply with the regulation, and
(5) the impact on the use and value of private property.

2"Contractor-applicator” is defined in the regulation as "any person required to
hold a permit to apply any fertilizer pursuant to § 3.2-3608 of the Code of
Virginia." The Code essentially defines that as any person, other than a
licensee or an agent of a licensee, who intends to apply fertilizer, specialty
fertilizer, soil amendment, or horticultural growing medium for profit.

3"Licensee" is defined in the regulation as "the person who receives a license
to distribute any fertilizer under the provisions of § 3.2-3606 of the Code of
Virginia." Section 3.2-3600 of the Code of Virginia, defines "distribute™ as "to
import, consign, manufacture, produce, compound, mix, blend, or in any way
alter, the chemical or physical characteristics of a regulated product, or to offer
for sale, sell, barter, warehouse or otherwise supply regulated product in the
Commonwealth."

“4"Certified fertilizer applicator" is defined in the regulation as "any individual
who has successfully completed board-approved training."

See https://ext.vt.edu/agriculture/commercial-horticulture/greenhouse-
nursery/fertilizer-application.html

5See https://legl.state.va.us/cgi-bin/legp504.exe?201+ful+CHAP0413

"The records must contain: 1. Name, mailing address, and telephone number
of customer, as well as address of application site if different from customer's
mailing address; 2. Name of the person making or supervising the application;
3. Day, month, and year of application; 4. Weather conditions at the start of
the application; 5. Acreage, area, square footage, or plants treated; 6. Analysis
of fertilizer applied; 7. Amount of fertilizer used, by weight or volume; and 8.
Type of application equipment used.

8See https://www.epa.gov/nutrientpollution/issue
®Data source: VDACS

©pyrsuant to § 2.2-4007.04 D: In the event this economic impact analysis
reveals that the proposed regulation would have an adverse economic impact
on businesses or would impose a significant adverse economic impact on a
locality, business, or entity particularly affected, the Department of Planning
and Budget shall advise the Joint Commission on Administrative Rules, the
House Committee on Appropriations, and the Senate Committee on Finance.
Statute does not define “adverse impact,” state whether only Virginia entities
should be considered, nor indicate whether an adverse impact results from
regulatory requirements mandated by legislation.

Upyrsuant to § 2.2-4007.04, small business is defined as "a business entity,
including its affiliates, that (i) is independently owned and operated and (ii)
employs fewer than 500 full-time employees or has gross annual sales of less
than $6 million."

12If the proposed regulatory action may have an adverse effect on small
businesses, § 2.2-4007.04 requires that such economic impact analyses
include: (1) an identification and estimate of the number of small businesses
subject to the proposed regulation, (2) the projected reporting, recordkeeping,
and other administrative costs required for small businesses to comply with the
proposed regulation, including the type of professional skills necessary for
preparing required reports and other documents, (3) a statement of the probable
effect of the proposed regulation on affected small businesses, and (4) a
description of any less intrusive or less costly alternative methods of achieving
the purpose of the proposed regulation. Additionally, pursuant to § 2.2-4007.1
of the Code of Virginia, if there is a finding that a proposed regulation may
have an adverse impact on small business, the Joint Commission on
Administrative Rules shall be notified.

13" ocality" can refer to either local governments or the locations in the
Commonwealth where the activities relevant to the regulatory change are most
likely to occur.

148 2.2-4007.04 defines "particularly affected" as bearing disproportionate
material impact.
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Agency's Response to Economic Impact Analysis: The agency
concurs with the economic impact analysis of the Department
of Planning and Budget.

Summary:

The proposed amendments (i) change the responsible
party to the contractor-applicator or licensee who
employs an individual who must be certified; (ii) replace
the existing civil penalty that is assessed when a person
offers services as a certified fertilizer applicator without
obtaining such certification from the Department of
Agriculture and Consumer Services with a penalty that
increases with repeat violations; (iii) establish a penalty
for a contractor-applicator or licensee who does not
maintain records or fails to submit the annual report for
fertilizer applied to more than 50 acres of nonagricultural
lands; and (iv) establish a penalty for a contractor-
applicator or licensee who fails to apply fertilizer in
compliance with the Department of Conservation and
Recreation's nutrient management standards.

2VAC5-405-110.
noncompliance.

Violations and  penalties  for

A. Any contractor-applicator or licensee that employs an
individual who offers his services as a certified fertilizer
applicator or who supervises the application of any fertilizer on
nonagricultural land without obtaining prior registration
certification from the commissioner shall be assessed a penalty
of (i) $250 for the first offense, (ii) $500 for the second offense
within any five-year period, and (iii) $1,000 for the third
offense within any five-year period.

B. Any contractor-applicator or licensee that does not
maintain records as required by this chapter or submit the
required annual report to the commissioner in accordance with
2VAC5-405-100 shall be (i) issued a warning for the first
offense, (ii) assessed a penalty of $250 for the second offense
within any five-year period, (iii) assessed a penalty of $500 for
the third offense within any five-year period, and (iv) assessed
a penalty of $1,000 for the fourth offense within any five-year

period.

C. Any contractor-applicator or licensee that applies lawn
fertilizer or lawn maintenance fertilizer at a rate, time, or
method inconsistent with the standards and criteria for nutrient
management promulgated pursuant to § 10.1-104.2 of the Code
of Virginia shall be (i) issued a warning for the first offense,
(ii) assessed a penalty of $250 for the second offense within
any five-year period, (iii) assessed a penalty of $500 for the
third offense within any five-year period, and (iv) assessed a
penalty of $1,000 for the fourth offense within any five-year

period.

D. Violations of the provisions of these—regulations this
chapter shall be handled in accordance with the provisions of

the Administrative Process Act (8 2.2-4000 et seq. of the Code
of Virginia).

C: E. Any penalties assessed for violations of this regulation
chapter shall be handled in accordance with a board-approved
administrative process.

B- E. In addition to any monetary penalties provided in this
section, certified fertilizer applicators who violate any
provision of this regulatien chapter may also be subject to the
provisions of § 3.2-3621 of the Code of Virginia regarding the
cancellation of certification.

VA.R. Doc. No. R21-6716; Filed January 5, 2022, 9:17 a.m.

Fast-Track Regulation

Titles of Regulations: 2VAC5-675. Regulations Governing
Pesticide Fees Charged by the Department of Agriculture
and Consumer Services (amending 2VAC5-675-30,
2VAC5-675-40).

2VAC5-685. Regulations Governing Pesticide Applicator
Certification under Authority of Virginia Pesticide Control
Act (amending 2VAC5-685-130).

Statutory Authority: § 3.2-3906 of the Code of Virginia.

Public Hearing Information: No public hearing is currently
scheduled.

Public Comment Deadline: March 2, 2022.
Effective Date: March 17, 2022.

Agency Contact: Liza Fleeson Trossbach, Program Manager,
Office of Pesticide Services, Department of Agriculture and
Consumer Services, P.O. Box 1163, Richmond, VA 23218,
telephone (804) 371-6559, FAX (804) 371-2283, TDD (800)
828-1120, or email liza.fleeson@vdacs.virginia.gov.

Basis: Section 3.2-109 of the Code of Virginia establishes the
Board of Agriculture and Consumer Services as a policy board
with the authority to adopt regulations in accordance with the
provisions of Title 3.2 of the Code of Virginia. Section 3.2-
3906 of the Code of Virginia authorizes the board to adopt
regulations establishing a fee structure for licensure,
registration, and certification to defray the costs of
implementing the act.

Purpose: The agency has determined that current fees provide
more than adequate funding for the Department of Agriculture
and Consumer Services (VDACS) pesticide program. The fees
prescribed in 2VAC5-675 and 2VAC5-685 are utilized to
operate VDACS's pesticide programs, which protect human
health and the environment by ensuring the proper use of
pesticides used to control pests that adversely affect crops,
structures, health, and domestic animals. Pesticide program
activities include the certification of approximately 24,000
pesticide applicators, licensing of approximately 3,000
pesticide businesses, registration of approximately 16,000
pesticide products, and conducting routine inspections and
investigations. VDACS is able to ensure compliance with all
applicable laws and regulations related to the use of pesticides,
thereby protecting human health, while eliminating the fee for
pesticide applicator renewals, which will support the economic
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welfare of the businesses currently responsible for paying these
renewal fees.

Rationale for Using Fast-Track Rulemaking Process: The
proposed amendments eliminate certification renewal fees
charged to industry and, as such, are expected to be
noncontroversial and appropriate for the fast-track rulemaking
process.

Substance: The proposed amendments eliminate the
certification renewal fee for (i) commercial applicators, which
is currently $100 every two years; and (ii) registered
technicians, which is currently $50 every two years.

Issues: The proposed regulatory action is advantageous to the
public, the regulated industry, and the agency as the amended
fee structure eliminates fees assessed on the regulated industry,
thereby reducing the costs to pesticide applicators and
pesticide businesses while allowing for the continuation of
VDACS's pesticide program services, which protect human
health and the environment by ensuring the proper use of
pesticides used to control pests that adversely affect crops,
structures, health, and domestic animals. Eliminating the
pesticide applicator renewal fees does not add any additional
regulatory requirements to pesticide applicators or pesticide
businesses. There are no disadvantages to the public or the
Commonwealth.

Department of Planning and Budget's Economic Impact
Analysis:

The Department of Planning and Budget (DPB) has analyzed
the economic impact of this proposed regulation in accordance
with § 2.2-4007.04 of the Code of Virginia (Code) and
Executive Order 14 (as amended, July 16, 2018). The analysis
presented represents DPB's best estimate of these economic
impacts.*

Summary of the Proposed Amendments to Regulation. The
Board of Agriculture and Consumer Services (Board) proposes
to remove the biennial renewal fees for commercial pesticide
applicator? certifications ($100) and registered pesticide
technician® certifications ($50).

Background. The Virginia Department of Agriculture and
Consumer Services' (VDACS) pesticide programs protect
human health and the environment by ensuring the proper use
of pesticides used to control pests that adversely affect crops,
structures, health, and domestic animals. Pesticide program
activities include the certification of approximately 24,000
pesticide applicators, licensing of approximately 3,000
pesticide businesses, registration of approximately 16,000
pesticide products, and conducting routine inspections and
investigations.*

VDACS has determined that current fees provide more than
adequate funding for its pesticide programs. The agency states
that it is able to ensure compliance with all applicable laws and
regulations related to the use of pesticides, while eliminating
the fees for the specified certification renewals.

Estimated Benefits and Costs. VDACS estimates that the
proposed removal of renewal fees would result in an annual
revenue loss of approximately $600,000; however, their long-
term projection is that the remaining revenue is sufficient to
carry out the program's mission. Commercial pesticide
applicators and registered pesticide technicians would benefit
by saving $100 and $50 biennially, respectively.

Businesses and Other Entities Affected. The proposed
amendments would affect the approximate 3,000 licensed
pesticide businesses and 17,000 certified pesticide applicators,
including commercial applicators and registered technicians,
in Virginia.®

The Code of Virginia requires DPB to assess whether an
adverse impact may result from the proposed regulation.® With
one exception, an adverse impact is indicated if there is any
increase in net cost or reduction in net revenue for any entity,
even if the benefits exceed the costs for all entities combined.
The exception is when agencies choose to reduce their fees
since revenues are projected to exceed their needs. Thus, no
adverse impact is indicated.

Small Businesses” Affected.® The proposed amendments do
not adversely affect small businesses.

Localities® Affected.’°The proposed amendments potentially
affect all localities, but may particularly affect those that are
agriculturally oriented. Since § 3.2-3931 of the Code provides
an exemption from certification fees for government entities,
the proposal would not directly affect local governments and
their costs.

Projected Impact on Employment. The proposed amendments
are unlikely to substantively affect total employment.

Effects on the Use and Value of Private Property. The proposed
amendments modestly reduce costs for pesticide applicators,
which may commensurately increase the value of their
businesses. The proposed amendments do not affect real estate
development costs.

ISection 2.2-4007.04 of the Code of Virginia requires that such economic
impact analyses determine the public benefits and costs of the proposed
amendments. Further the analysis should include but not be limited to: (1) the
projected number of businesses or other entities to whom the proposed
regulatory action would apply, (2) the identity of any localities and types of
businesses or other entities particularly affected, (3) the projected number of
persons and employment positions to be affected, (4) the projected costs to
affected businesses or entities to implement or comply with the regulation, and
(5) the impact on the use and value of private property.

2Section 3.2-3900 of the Code of Virginia defines "commercial applicator" as
"any person who has completed the requirements for certification to use or
supervise the use of any pesticide for any purpose or on any property other
than as provided in the definition of private applicator."

3Section 3.2-3900 defines "registered technician™ as "an individual who has
satisfactorily completed the Board requirements for certification to apply
general use pesticides, and to apply restricted use pesticides while under the
direct supervision of a certified commercial applicator. Registered technicians
render services similar to those of a certified commercial applicator, but have
not completed all the requirements to be eligible for certification as a
commercial applicator."

4Source: VDACS
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SData source: VDACS

®Pursuant to § 2.2-4007.04 D: In the event this economic impact analysis
reveals that the proposed regulation would have an adverse economic impact
on businesses or would impose a significant adverse economic impact on a
locality, business, or entity particularly affected, the Department of Planning
and Budget shall advise the Joint Commission on Administrative Rules, the
House Committee on Appropriations, and the Senate Committee on Finance.
Statute does not define "adverse impact," state whether only Virginia entities
should be considered, nor indicate whether an adverse impact results from
regulatory requirements mandated by legislation.

"Pursuant to § 2.2-4007.04, small business is defined as "a business entity,
including its affiliates, that (i) is independently owned and operated and (ii)
employs fewer than 500 full-time employees or has gross annual sales of less
than $6 million."

8If the proposed regulatory action may have an adverse effect on small
businesses, § 2.2-4007.04 requires that such economic impact analyses
include: (1) an identification and estimate of the number of small businesses
subject to the proposed regulation, (2) the projected reporting, recordkeeping,
and other administrative costs required for small businesses to comply with the
proposed regulation, including the type of professional skills necessary for
preparing required reports and other documents, (3) a statement of the probable
effect of the proposed regulation on affected small businesses, and (4) a
description of any less intrusive or less costly alternative methods of achieving
the purpose of the proposed regulation. Additionally, pursuant to § 2.2-4007.1
of the Code of Virginia, if there is a finding that a proposed regulation may
have an adverse impact on small business, the Joint Commission on
Administrative Rules shall be notified.

®"Locality" can refer to either local governments or the locations in the
Commonwealth where the activities relevant to the regulatory change are most
likely to occur.

108 2.2-4007.04 defines "particularly affected" as bearing disproportionate
material impact.

Agency's Response to Economic Impact Analysis: The agency
concurs with the economic impact analysis of the Department
of Planning and Budget.

Summary:
The amendments remove the renewal fee for commercial

applicator renewal certifications and registered
technician renewal certifications.

2VAC5-675-30. Commercial applicator certificate fee.

Any person applying for a certificate as a commercial
applicator shall pay to the department an initial nonrefundable
certificate fee of $100 and-a-biennial-nenrefundablerenewal
fee-0f $100-thereafter. All certificates shall expire at-midnight
on June 30 in the second year after issuance unless suspended
or revoked for cause. AH—certificates A certificate not
suspended or revoked for cause will be renewed upon receipt
of the-biennialrenewal-fee—H-the-applicator-does—notfile an
application for renewal of-his—certificate—prior—to—COB

submitted by June 30—the-commissionershall-assess—a-late

i I Lf A | e ,
issuance-of therenewal. However—if If the certificate is not
renewed within 60 days following the expiration of the
certificate, then such certificate holder shall be required to take
another examination. The fee for this reexamination or for any
commercial applicator reexamination pursuant to subsection C
of § 3.2-3930 of the Code of Virginia shall be $100 and shall
be nonrefundable. Any person applying to add a category or

subcategory to his certificate shall pay to the department a
nonrefundable fee of $35. Federal, state, and local government
employees certified to use, or supervise the use of, pesticides
in government programs shall be exempt from any certification
fees.

2VAC5-675-40. Registered technician certificate fee.

Any person applying for a certificate as a registered
technician shall pay to the department an initial nonrefundable
certificate fee of $50 and-a-biennial-nenrefundablerenewalfee
of $50-thereafter. All certificates shall expire at-midright on
June 30 in the second year after issuance unless suspended or
revoked for cause. A certificate not suspended or revoked for
cause will be renewed upon receipt of the-biennialrenewal fee.

H-the an application for renewal ef-any-certificate-is-not-filed
ppmr—te—GQB submitted by June SO—a—Iate—ﬁhﬂg—feaef—zo%

bf‘ the applieant beiepe_the_renewal_shau_be_ssued If the

certificate is not renewed within 60 days following the
expiration of the certificate, then such certificate holder shall
be required to take another examination. The fee for this
reexamination pursuant to subsection C of § 3.2-3930 of the
Code of Virginia shall be $50 and shall be nonrefundable.
Federal, state, and local government employees certified to use
pesticides in government programs shall be exempt from any
certification fees.

2VAC5-685-130. Renewal of certification.

A. Any certified private or commercial applicator or
registered technician who desires to renew his certification
shall do so biennially for the category or subcategory for which
he is certified. A certified private or commercial applicator or
registered technician must first attend board-approved
recertification courses and submit proof of attendance at such
courses; or be reexamined in basic pesticide safety and the
categories desired for recertification. In addition to the
requirement in this subsection, commercial applicators and
registered technicians shall also pay-the-biennial-certificate fee
and submit an application for renewal before the commissioner
will renew their certification.

B. A certified commercial applicator or registered technician
must complete a board-approved recertification course that, at
a minimum, addresses the following topics:

1. Legal aspects including:

a. A reminder to follow label directions including those on
use, storage, disposal, and transportation;

b. A review of possible consequences of violating the law;

c. A reminder that restricted use pesticides purchased
under an applicator's certificate number must be for use by
certified commercial applicators only;

d. A review of a certified commercial applicator's
responsibilities in supervising the use of restricted use
pesticides by noncertified applicators; and
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e. A review of recordkeeping responsibilities of certified
commercial applicators for restricted use pesticide
applications; and

2. Category-related training including:

a. A review of general safety for the applicator, coworkers,
and the public;

b. A review of the environmental aspects of pesticide use,

including impact on nontarget organisms, wildlife,
domestic animals, groundwater, etc.;
c. A review of application techniques, including

equipment, calibration, and maintenance;

d. A review of hazards, both personal safety and
environmental, unique to that specific category;

e. A review of pertinent information regarding new
chemistry or new formulations available that would be of
use to applicators certified in the category;

f. A review of integrated pest management programs
applicable to the category; and

g. A review of pests specific to category, including in-
depth training on identification and control of selected
specific pests. This section may be tailored to local needs.

C. A certified private applicator must complete a board-
approved recertification course that, at a minimum, addresses
the following topics:

1. General safety;
2. Legal update; and

3. Pest management and application technology, including:

a. A review of category-specific pest management and
pesticide use patterns; and

b. A review of category-specific pesticide application and
handling technology.

D. A certified private or commercial applicator or registered
technician may accumulate up to four years of credit by
attending board-approved recertification courses.

E. Upon expiration of certification, the certificate of a private
applicator, commercial applicator, or registered technician
shall become invalid. Any private applicator, commercial
applicator, or registered technician who desires to renew his
certification, but fails to do so within 60 days after its
expiration, shall be reexamined.

VAR. Doc. No. R22-6869; Filed December 30, 2021, 9:09 a.m.

*

TITLE 4. CONSERVATION AND NATURAL
RESOURCES

DEPARTMENT OF CONSERVATION AND
RECREATION

Final Regulation

Title of Regulation: 4VAC5-30. Virginia State Parks
Regulations (amending 4VAC5-30-10 through 4VAC5-30-
32, 4VAC5-30-50, 4VAC5-30-150, 4VAC5-30-160, 4VACS5-
30-170, 4VAC5-30-190, 4VAC5-30-220, 4VAC5-30-230,
4VAC5-30-250, 4VAC5-30-260, 4VAC5-30-274 through
4VAC5-30-300, 4VAC5-30-370, 4VAC5-30-390 through
4VAC5-30-420; adding 4VAC5-30-95; repealing 4VACS5-
30-180).

Statutory Authority: § 10.1-104 of the Code of Virginia.
Effective Date: March 2, 2022.

Agency Contact: Lisa McGee, Policy and Planning Director,
Department of Conservation and Recreation, 600 East Main
Street, 24th Floor, Richmond, VA 23219, telephone (804) 786-

4378, FAX (804) 786-6141, or email
lisa.mcgee@dcr.virginia.gov.
Summary:

The amendments (i) add 4VAC5-30-95, prohibiting public
urination or defecation, and repeal 4VAC30-180 regarding
dressing and undressing; (ii) prohibit the use of generators
at campsites and in the campground at all times; (iii) update
definitions to reflect current statutory definitions; (iv)
update procedures to accurately reflect current
technologies; and (v) clarify rules for individuals visiting
department properties or using department facilities.

Summary of Public Comments and Agency's Response: No
public comments were received by the promulgating agency.

4V AC5-30-10. Definition-ofterms Definitions.

Whenever used in this chapter, the following respective

words and terms;unless-otherwise-therein-expresshy-defined;
shall mean-and-include—each-of have the following meanings

herein—respectively—set—forth. unless the context clearly

indicates otherwise:

"Bicycle path" means any path or trail maintained for
bicycles.

"Bridle path or trail" means any path or trail maintained for
persons riding on horseback.

"Camping Uit unit" means a tent, tent trailer, travel trailer,
camping trailer, pick-up camper, motor hemes home, or any
other portable device or vehicular-type structure as may be
developed, marketed, or used for temporary living quarters or
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shelter during periods of recreation, vacation, leisure time, or
travel.

"Department” means the Department of Conservation and
Recreation.

"Electric power assisted bicycle" means a vehicle that travels
on not more than three wheels in contact with the ground and
is equipped with (i) pedals that allow propulsion by human
power, (ii) a seat for the use of the rider, and (iii) an electric
motor with an input of no more than 750 watts.

"Foot path or trail" means any path or trail maintained for
pedestrians or disabled persons.

"Immediate family" means relatives living at the same
common household of residence.

"Motor vehicle" means any vehicle which that possesses a
motor of any description used for propulsion or to assist in the
propulsion of the vehicle.

"Owner" means any person, firm, association, copartnership,
or corporation owning, leasing, operating, or having the
exclusive use of a vehicle, animal, or any other property under
a lease or otherwise.

"Park™ means, unless specifically limited, all designated state
parks, recreational areas, parkways, historical and natural
areas, natural area preserves, sites, and other areas under the
jurisdiction or management of the Department of Conservation
and Recreation.

"Permits" means any all written license licenses issued by or
under authority of the department, permitting the performance
of a specified act eraets.

"Person" means any corporation, company, association, firm,
an individual, proprietorship, partnership, joint venture, joint
stock company, syndicate, business trust, estate, club,
committee, organization, or group of persons acting in concert.

"Power-driven mobility device” means any mobility device
powered by batteries, fuel, or other engines, whether or not
designed primarily for use by individuals with mobility
disabilities, that is used by individuals with mobility
disabilities for the purpose of locomotion, including golf carts,
electronic_personal assistance mobility devices (EPAMDS),
such as the Segway® PT, or any mobility device designed to
operate in areas without defined pedestrian routes, but that is
not defined as a "wheelchair."

"Swimming area" means any beach or water area designated
by the department as a swimming area.

"Wheelchair" means a manually-operated or power-driven
device designed primarily for use by an individual with a
mobility disability for the main purpose of both indoor and
outdoor locomotion.

4VAC5-30-20. Construction of regulations.

In the interpretation of the-\irginia-State-Parks-Regulations
this chapter, their the provisions shall be construed as follows:

(i) any terms in the singular shall include the plural; (ii) any
term in the masculine shall include the feminine and the neuter;
(iii) any requirements or prohibition of any act shall,
respectively, extend to and include the causing or procuring,
directly or indirectly, of such act; (iv) no provision hereof shall
make unlawful any act necessarily performed by any law-
enforcement officer as defined by § 9.1-101 of the Code of
Virginia or employee of the department in line of duty or work
as such, or by any person, his agents or employees, in the
proper and necessary execution of the terms of any agreement
with the department; (v) any act otherwise prohibited by
Virginia-State-Parks-Regulations this chapter, provided it is not
otherwise prohibited by law or local ordinance, shall be lawful
if performed under, by virtue of, and strictly within the
provisions of a permit so to do, and to the extent authorized
thereby;; and (vi) this chapter are is in addition to and a
supplement to the state-vehicle-and-traffic laws set out in the
Code of Virginia, which are in force in all parks and which are
incorporated herein and made a part hereof.

4VAC5-30-30. Territorial scope.
A\ irginia-State-Parks—Regulations This chapter shall be

effective within and upon all state parks, recreational areas,
historical and natural areas, natural area preserves, roads, sites,
and other areas in the Commonwealth which that may be under
the management or control of the Department of Conservation
and Recreation and shall regulate the use thereof by all persons.
This chapter shall also be effective in any lands operated as
Breaks Interstate Park in accordance with the Compact entered
into pursuant to § 10.1-205.1 of the Code of Virginia.

4VVAC5-30-32. General.

Failure to comply with the-Virginia-State-Parks-Regulations
this chapter, as well as other applicable laws and regulations,

and agency signage, may result in revocation of permits or
registrations, forfeiture of applicable prices paid, a Virginia
uniform summons, arrest, and prosecution.

4VAC5-30-50. Flowers, plants, minerals, etc.

No person shall remove, destroy, cut down, scar, mutilate,
injure, deface, take, or gather in any manner any tree, flower,
fern, shrub, rock or plant, historical artifact, or mineral in any
park unless a special permit has been obtained for scientific
collecting. Edible fruits, berries, fungi, or nuts may be
collected for personal or individual use only. To obtain a
special permit for scientific collecting in a state park, a natural
area, or a natural area preserve, a Research and Collecting
Permit Application must be completed and provided to the
department at: in a manner specified by the department.

C . .
203 Governor-Street-Suite 306
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4VVAC5-30-95. Public urination or defecation.

Urinating or defecating other than at the places provided
therefore is prohibited, with the exception for path or trail areas
or other remote sites that may not have utilities provided. In
such cases, urinating or defecating should not be seen by the
public and should take place at least 200 feet from any

waterway or trail.
4VAC5-30-150. Camping.

A. Permit Reservation. Camping will be conducted only
under permit a valid reservation. A permit reservation is

obtained b%eempletmg—a—vaM—\Argwa%tate—Park&Gampmg

payment from the mdrvrdual park offrce throuqh the
department's designated reservation system, or through the
completion of the self-pay process. Payment must be submitted
in accordance Wlth all appllcable prlces and payment policies.

Only an individual 18 years of age or older who is a member
of and accepts responsibility for the camping party may be
issued a camping permit reservation. Fhe—act-of placing—a
reservation-through-the state parksreservation-centerdoesnot

Camping may only be performed in strict accordance with the
terms and conditions of the permit reservation. Any violation
of the permit-by-the-permittee-or terms of the reservation by
any member of the party shall constitute grounds for permit
reservation revocation by the department, or by its authorized
representative, whose action shall be final. In case of
revocation of any permit reservation, all moneys paid for or on
account thereof shall at the option of the department be
forfeited and retained by the department.

B. Occupancy. Occupancy of each campsite shall be limited
to not more than six persons or one immediate family, or other
maximum occupancy permitted through an approved special

use permit. Fhe-term-tmmediatefamthyshal-mean-—relatives
hving-atthe-same-common-heusehold-ofresidence:

C. Camping units, equipment, and vehicles. All camping
units, equipment, and vehicles shall be placed within the
perimeter of the designated campsite without infringing on
adjoining campsites or vegetation. Where high impact areas

have been designated, all camping units, equipment, and
vehicles shall be placed within the defined borders of the high
impact area. There is a maximum of two camping units allowed
per campsite; no more than one axled camping unit is allowed

er campsite.

D. Camping periods. No camping shall be permitted in excess
of 14 nights within a 30-day period. Park managers shall have
the authority to increase the number of nights permitted by an
approved special use permit. Check-in-time-shal-be-4p-m-
Gheek—eutnmers%em-@amper&may—bepennﬂtedteeewpy

campsites—are—avatlable: Any personal property left at the
campsite after the reservation period check-out time shall be
removed by park staff at the owner's expense.

E. Motor vehicles. Only two motor vehicles in addition to the
camping unit allowed under subsection C of this section are
permitted on a campsite with no additional prices. All motor
vehicles shall be parked in the designated parking area of each
campsite. Any additional vehicles beyond two are subject to
daily parking prices and shall be parked at designated overflow
parking areas.

F. Visitors.

No visitor shall be allowed before 6 a.m. and all visitors must
leave the campground area by 10 p.m. All visitors shall be
charged the appropriate daily parking or admissions prices
prior to entering the park.

G. Quiet hours. Quiet hours in the campgrounds shall be from
10 p.m. to 6 a.m. Generators Excessive noise, amplified music,
or other disturbances that can be heard outside the perimeters
of the user's campsite are prohibited during the designated
quiet hours.

H. Pets. Domestic and household pets are permitted in
campgrounds enhy—with—payment—of alapphicable—prices.
Owners are responsible for cleaning up after their pets and for
ensuring their pets do not disturb other campers. Horses and
other livestock are not permitted unless facilities are
specifically provided for them.

I. Generators. The use of combustion generators at campsites
and in the campground is prohibited except when used by the
department to perform necessary construction, maintenance, or
repairs or for an activity approved by special permit.

J. Damage to any campground or campsite, not considered
normal wear and tear, may be billed to the person registering
for the campground or campsite on an itemized cost basis in
accordance with the reservation acknowledgment or
reservation confirmation.

4VVAC5-30-160. Cabins.

A. Use of state park cabins, camping cabins, lodges, and yurts
shall only be permitted pursuant to the reservation
acknowledgment, reservation confirmation, or established

department regulations{4\VAC5-36)-and policy dealing with
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reservations, registration, occupancy, prices, length of stay,
and rental period.

B. Damage to any park cabin, camping cabin, lodge, or yurt
not _considered normal wear and tear may be billed to the
person registering for the cabin on an itemized cost basis in
accordance with the reservation acknowledgment or
reservation confirmation.

4VAC5-30-170. Bathing Swimming, where permitted.

No person shall bathe, wade, or swim in any department-
owned waters in any park except at such times; and in such
places; as the department may designate as bathing swimming
areas;-and-unless-so-covered-with-a-bathing-suit-as-to-prevent
any-indecent-exposure-of-the-person.

4VAC5-30-180. Dressing-and-undressing- (Repealed.)
Bless_l ga d ull.dl.esslln grexeeptin bathhouses- camping uRits
4VAC5-30-190. Boating.
Boating of any kind in a bathing swimming area is prohibited.
4VAC5-30-220. Fires.

No person shall kindle, build, maintain, or use a fire other
than in places provided or designated for such purposes in any
park. Any fire shall be continuously under the care and
direction of a competent person oversixteen older than 16
years of age from the time it is kindled until it is extinguished.
No person within the confines of any park shall throw away or
discard any lighted match, cigarette, cigar, charcoal, or other
burning object. Any lighted match, cigarette, cigar, charcoal,
or other burning object must be entirely extinguished before
being thrown away or discarded.

4VVAC5-30-230. Smoking.

No person shall smoke or use electronic vaporizing devices
in any structure or place in any park where smoking is
prohibited. Smoking or the use of electronic vaporizing devices
may be forbidden by the department or its authorized agent in
any part of any park.

4VAC5-30-250. Fishing.

The taking of fish by hook and line, the taking of bait fish by
cast net, and crabbing by line and net is permitted in the
designated areas in each park, the only stipulations being that
persons taking fish by hook and line must have a state fishing
license required by law and comply with the applicable
Department of Game-and-tnland-Fisheries Wildlife Resources
or Marine Resources Commission rules and regulations. This
is intended to be a complete list of authorized fishing activities
in parks and does not allow other activities requiring fishing
licenses such as bow-fishing or the taking of amphibians,
which are prohibited.

4VAC5-30-260. Animals at large.

No person shall cause or permit any animal owned by him, in
his custody, or under his control, except an animal restrained
by a leash not exceeding six feet in length, to enter any park,
and each such animal found at large may be seized and
disposed of as provided by the law or ordinance covering
disposal of stray animals on highways or public property then
in effect at the place where such stray animals may be seized.
No animal shall be left unattended by its owner in any park at
any time, except for animals in designated stables. Animals
shall not be allowed in bathing swimming areas under any
circumstances, except for service or hearing dogs identifiable
in accordance with § 51.5-44 of the Code of Virginia.

4VAC5-30-274. Foot path or trail use.

Persons shall only use paths, trails, or other designated areas
in any park. No person shall engage in an activity expressly
prohibited by a trail safety sign. With the exception of
wheelchairs, power-driven mobility devices are only allowed
on those paths or trails that have been designated by the
department as appropriate for such use.

4VAC5-30-276. Bicycle path use.

No person shall use a bicycle, an electric power-assisted
bicycle, or a similarly propelled devices device in any area
other than designated bicycle paths in any park. Any
authorized use of an electric power-assisted bicycle will be
limited to class one or class two bicycles as defined in § 46.2-
100 of the Code of Virginia. No person shall engage in an
activity expressly prohibited by a-trail-safety sign park rules
and requlations.

4VAC5-30-280. Bridle path use.

No person shall use, ride, or drive a horse or other animal in
any park except along a bridle path, to or from a parking area
associated with such bridle path, or other designated area. No
person shall engage in an activity expressly prohibited by a

trail-safety sign park rules and regulations.
4VAC5-30-290. Vehicles; where prohibited.

No person shall drive a motor vehicle in any park within or
upon a safety zone, walk, bicycle or bridle path, fire truck trail,
service road or any part of any park not designated for, or
customarily used by motor vehicles, except properly
authorized individuals engaged in fire eentrol management,
park maintenance, or other necessary park-related activities.

4VAC5-30-300. Parking.

No owner or driver shall cause or permit a vehicle to stand
anywhere in any park outside of designated parking spaces,
except a—reasonable-time—in—a-drive to receive or discharge
passengers in a reasonable amount of time in areas where
standing vehicles are not prohibited. Parking in designated
camping or cabin parking spaces is prohibited unless the
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individual is registered as an occupant of or a visitor to that
specific campsite or cabin [ . ]

4VAC5-30-370. Advertising.

No sign, notice, or advertisements of any nature shall be
erected or posted at any place within any park, nor shall any
noise be made for the purpose of attracting attention to any
exhibition of any kind except for services, programs, and
events approved by the park management.

4VAC5-30-390. Alms and contributions.

No person or organization shall within any park solicit alms
or contributions for any purpose unless approved by the park

management.
4VVAC5-30-400. Aviation.

No person shall voluntarily bring; land; or cause-to-descend
or—alight unlawfully operate within or upon any park, any
airplane, remote control model aircraft, flying—machine
helicopter, unmanned aerial system, drone, balloon, parachute,
or other apparatus for aviation. "Voluntarily" in this connection
shall mean anything other than a forced landing. Rescue and
evacuation aircraft are exempt for emergencies and approved
training exercises.

4VAC5-30-410. Importation of firewood.

A. The Director of the Department of Conservation and
Recreation may prohibit the importation of firewood or certain
types of firewood into any park or allow such entry only under
specified conditions when such firewood may be infected or
infested with a species of concern. Any firewood transported
to the park by a person found to be in violation of such
prohibition shall be confiscated and destroyed. Should any
person charged under this section be found not guilty, the
person shall be reimbursed for only the cost of the firewood.

B. When the director makes a written determination to
implement subsection A of this section, the following
minimum requirements apply:

1. Such determination shall be posted to the department's
website and posted at the park where applicable.

2. Firewood to be used by any person within a park must be
purchased from the park, must be proven to be from a
certified source in accordance with subdivision 3 of this
subsection if transported to the park, or may be collected
from within the confines of the park in accordance with park
policy. The department may allow for the sale or distribution
of firewood within the park with prior written agreement that
it has been treated in accordance with subdivision 3 of this
subsection. Firewood includes all wood, processed or
unprocessed, meant for use in a campfire. Such ban shall not
include scrap building materials, such as 2x4s; two-by-fours
but may extend to wood pallets and other wood product
packing materials as determined by the director.

3. Firewood certified to be sold and distributed within the
park by a firewood dealer shall be subject to at least one of
the following conditions:

a. Exclude all ash-tree-material quarantined tree species from
the firewood production area. Dealers will have to
demonstrate ability to identify and separate firewood species.

b. Remove bark and outer half inch of sapwood off of all
nonconiferous firewood.

c. Kiln dry all
specifications.

d. Heat treat all
specifications.

e. Fumigate all
specifications.

f. Offer conclusive proof demonstrating to the satisfaction of
the department that the origin of the wood was from a
noninfected area.

g. Offer conclusive proof demonstrating to the satisfaction of
the department that the wood containing the infecting or
infesting species of concern has been properly treated and the
species is controlled by an alternative control mechanism.

nonconiferous firewood to USDA

nonconiferous firewood to USDA

nonconiferous firewood to USDA

The director may eliminate or restrict conditions offered in
this subsection as determined to be necessary to properly
address the infecting or infesting species of concern to the
satisfaction of the department.

4VVAC5-30-420. Release of domestic animals or wildlife on
park property.

No person shall release domestic animals, fish, or wildlife
captured or propagated elsewhere into any park, unless
approved by the park management.

NOTICE: The following forms used in administering the
regulation have been filed by the agency. Amended or added
forms are reflected in the listing and are published following
the listing. Online users of this issue of the Virginia Register
of Regulations may also click on the name to access a form.
The forms are also available from the agency contact or may
be viewed at the Office of Registrar of Regulations, 900 East
Main Street, 11th Floor, Richmond, Virginia 23219.

FORMS (4VAC5-30)

[ Natural-Area—PreserveResearch—and—Collecting—Permit
(12/00)-

Research and Collecting Permit Application, DCR 199-043
(rev. 7/2014) ]

VA.R. Doc. No. R20-4581; Filed January 11, 2022, 3:07 p.m.

* *
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Regulations

TITLE 6. CRIMINAL JUSTICE AND
CORRECTIONS

BOARD OF JUVENILE JUSTICE

Fast-Track Regulation

Title of Regulation: 6VAC35-210. Compulsory Minimum
Training Standards for Direct Care and Security
Employees in Juvenile Correctional Centers (adding
6VAC35-210-10 through 6VAC35-210-90).

Statutory Authority:8 66-10 of the Code of Virginia.

Public Hearing Information: No public hearing is currently
scheduled.

Public Comment Deadline: March 2, 2022.
Effective Date: March 18, 2022.

Agency Contact: Ken Davis, Regulatory Affairs Coordinator,
Department of Juvenile Justice, 600 East Main Street, 20th
Floor, Richmond, VA 23219, telephone (804) 807-0486, FAX
(804) 371-6490, or email kenneth.davis@djj.virginia.gov.

Basis: Section 66-10 of the Code of Virginia vests the Board
of Juvenile Justice with the authority to establish compulsory
minimum entry-level, in service, and advanced training
standards and the time required for completion of such training
for persons employed as juvenile correctional officers at a
juvenile correctional facility and requires such training to
address various topics related to pregnant residents.

Purpose: The new regulation is essential to meet the statutory
directives and to ensure that direct care and security employees
in state-operated juvenile correctional centers receive
adequate, timely, and relevant training to execute their duties
in juvenile correctional centers safely and efficiently.
Additionally, the new regulation will ensure that staff are
prepared to supervise any pregnant youth who may be assigned
to a juvenile correctional center. Finally, the new regulation
will authorize department staff to apply appropriate sanctions
for direct care and security staff who fail to satisfy the training
requirements.

Rationale for Using Fast-Track Rulemaking Process: The
department does not expect these regulatory provisions to
generate controversy. The proposal complies with the statutory
mandate by identifying the various training requirements and
topics for direct care employees in state-operated juvenile
correctional centers. The proposal was developed with
consensus among representatives from the department's
Training and Development Unit, Division of Residential
Services, and Executive Staff, and the department believes
these minimum standards will ensure that entry-level and
seasoned direct care and security staff are sufficiently trained
to perform their roles competently and safely.

Substance: The new regulatory chapter: (i) provides the new

chapter's scope as applying exclusively to direct care and
security employees in state-operated and certain privately

operated juvenile correction centers (JCCs); (ii) requires
department-approved instructors to provide the applicable
training; (iii) breaks down the 180 hours of training required
for direct care and security employees to include a combination
of academy and unit training, orientation, and staff
observation, along with additional training regarding pregnant
residents; (iv) establishes the required volume of annual
training for such employees and imposes advanced or
specialized training before authorized staff may use certain
equipment; (v) outlines the time requirements for completion
of training; (vi) sets out testing and attendance requirements
for the successful completion of training and establishing
sanctions for staff who fail to meet such requirements; (vii)
directs the department to develop and the board to approve
performance outcomes that identify the competencies and
knowledge that should result from training; and (viii) directs
the department to maintain documentation for a three-year
period demonstrating each applicable employee's compliance
with these requirements.

Issues: The proposed regulation is expected to provide
numerous benefits to the public and the department. Ensuring
that staff receive sufficient and proper training helps to reduce
the number of facility incidents and creates an environment
more conducive to resident growth and rehabilitation, which
ultimately increases the likelihood of the resident's success
after release. Applicants for direct care or security positions in
JCCs will have clear guidance as to the expectations regarding
training, which may decrease staff turnover and conserve
training resources. The department does not anticipate any
disadvantages to the public or the Commonwealth associated
with the proposed new regulation.

Department of Planning and Budget's Economic Impact
Analysis:

The Department of Planning and Budget (DPB) has analyzed
the economic impact of this proposed regulation in accordance
with § 2.2-4007.04 of the Code of Virginia (Code) and
Executive Order 14 (as amended, July 16, 2018). The analysis
presented represents DPB's best estimate of these economic
impacts.!

Summary of the Proposed Amendments to Regulation. The
Board of Juvenile Justice (Board) proposes to promulgate a
new regulation, 6VAC35-210 Compulsory Minimum Training
Standards for Direct Care Employees (regulation).

Background. The Board's existing 6VAC35-71 Regulation
Governing  Juvenile  Correctional ~ Centers  contains
requirements for initial and annual training for direct care and
security employees in juvenile correctional centers (JCCs).?

Chapter 526 of the 2020 Acts of Assembly added that for
juvenile correctional officers who may have contact with
pregnant inmates, such standards shall include training on the
general care of pregnant women, the impact of restraints on
pregnant inmates and fetuses, the impact of being placed in
restrictive housing or solitary confinement on pregnant
inmates, and the impact of body cavity searches on pregnant

Volume 38, Issue 12

Virginia Register of Regulations

January 31, 2022

1222


mailto:kenneth.davis@djj.virginia.gov

Regulations

inmates. Consequently, the proposed regulation includes such
training.

The Board proposes to further specify the training required at
JCCs by promulgating 6VAC35-210 Compulsory Minimum
Training Standards for Direct Care Employees. The proposed
regulation works in concert with 6VAC35-71 Regulation
Governing Juvenile Correctional Centers and includes
requirements pertaining to Chapter 526.

The proposed regulation consists of the following sections:
Section 10 Definitions

Section 20 Applicability - Limits the proposed regulation's
scope to apply exclusively to direct care employees® and
security employees* working full-time or part-time in
state-operated and certain privately operated JCCs.
Section 30 Training providers - States that all training
required by the regulation be provided by Department of
Juvenile Justice (DJJ) approved general instructors unless
otherwise specified.

Section 40 Compulsory minimum training standards -
States that individuals hired as direct care employees or
security employees shall successfully complete: (i) a
minimum of 120 hours of DJJ-approved initial training in
accordance with 6VAC35-71-160 Regulation Governing
Juvenile Correctional Centers; (ii) facility orientation in
accordance with 6VAC35-71-150 Regulation Governing
Juvenile Correctional Centers; (iii) a minimum of 24 hours
of juvenile correctional center staff observation; and (iv)
at least 36 hours of training on a juvenile correctional
center housing unit. States that direct care employees and
security employees shall receive training by medical staff
on the topics specified in Chapter 526. States that existing
direct care employees and security employees shall
complete a minimum of 40 hours of DJJ-approved annual
training in accordance with 6VAC35-71-170 Regulation
Governing Juvenile Correctional Centers. States that
advanced or specialized training shall be required only for
direct care and security employees authorized to use
mechanical restraints, the mechanical restraint chair, and
protective devices.

Section 50 Time requirements for completion of training -
States that a direct care or security employee may not work
directly with a resident until the employee has completed
all training and orientation required in Section 40 or unless
at least one other employee who has completed all
applicable facility-based orientation and training is
present and supervising the resident. States that required
advanced or specialized training shall be completed before
direct care or security employees may apply mechanical
restraints, the mechanical restraint chair, or protective
devices.

Section 60 Testing and attendance requirements - States
that direct care employees and security employees shall be
deemed to have successfully completed training upon

satisfying the following testing requirements:(i)
successful passage of all administered written and
practical tests, and (ii) demonstrated mastery in all
physical restraint techniques. States that direct care
employees and security employees shall be deemed
noncompliant with these minimum standards and subject
to the sanctions set out in Section 70 if they are absent
from training for a cumulative period of 32 hours or more
during the first five weeks of initial training, regardless of
the topic addressed.

Section 70 Failure to comply with minimum standards -
States that a direct care or security employee who fails to
comply with the minimum attendance requirements or to
successfully complete the compulsory initial training shall
be removed from service with the department and required
to repeat the application and training process in order to
qualify for a direct care or security employee position in
the future.

Section 80 Development and approval of performance
outcomes - Directs DJJ to develop and the Board to
approve performance outcomes that identify the
competencies and knowledge that should result from
training.

Section 90 Training documentation - Directs DJJ to
maintain  documentation for a three-year period
demonstrating each applicable employee's compliance
with these requirements.

Estimated Benefits and Costs. Currently there is only one JCC,
a state-operated facility in Chesterfield County (Bon Air
Juvenile Correctional Center). There are no current plans to
open or use additional JCCs.®

According to DJJ, with the exception of training for pregnant
residents, all of the requirements in the proposed regulation are
consistent with current practice at the JCC. All training is
conducted by DJJ employees (Section 30). Pursuant to the
existing 6VAC35-71-160 Regulation Governing Juvenile
Correctional Centers, there are already 120 hours of initial
classroom/academic training provided (Section 40). There is
facility orientation in accordance with 6VAC35-71-150
Regulation Governing Juvenile Correctional Centers (Section
40). Existing employees annually complete a minimum of 40
hours of training in accordance with 6VAC35-71-170
Regulation Governing Juvenile Correctional Centers (Section
40). The requirements concerning advanced or specialized
training for employees authorized to use mechanical restraints,
the mechanical restraint chair, and protective devices is
consistent with 6VAC35-71-1180 Regulation Governing
Juvenile Correctional Centers (Section 40). Time requirements
for completion of training (Section 50) is consistent with
6VAC35-71-160 and 6VAC35-71-170 Regulation Governing
Juvenile Correctional Centers. The proposed requirement that
DJJ maintain documentation for a minimum period of three
years demonstrating that each direct care employee and
security employee has complied with the requirements
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(Section 90) is consistent with 6VAC35-71-30 Regulation
Governing Juvenile Correctional Centers.

Requirements for a minimum of 24 hours of JCC staff
observation (watching, not hands-on) and at least 36 hours of
training on a JCC housing unit (hands-on) are not currently
specified in regulation or statute, but are consistently done in
practice according to DJJ (Section 40). The testing and
attendance requirements of proposed Section 60 are consistent
with what DJJ applies in practice, but the specific requirements
are not currently in regulation or statute. The proposed Section
70 formalizes DJJ's current process for addressing JCC direct
care and security staff who fail to meet the initial training
requirements and thus is not expected to have a substantive
impact on facility operations. DJJ has already produced, and
the Board has already approved, a document with performance
outcomes that identify the competencies and knowledge that
should result from training (Section 80).

DJJ states that it does not currently include the training
concerning pregnant residents in its curriculum since the JCC
does not currently have any female residents (Section 40). The
agency states that if in the future there were to be female
residents, the medical staff would then provide the training.

None of the proposed requirements would likely substantively
produce additional or reduced expenditures, as with the
exception of the training concerning pregnant residents, all of
the proposed requirements reflect current practice. The agency
believes the training regarding pregnant residents can be
provided by their medical staff, and the additional time and
effort required would be minimal.

Businesses and Other Entities Affected. The proposed
regulation would affect the one existing state-operated JCC.
There current are no privately-operated JCCs.

The Code of Virginia requires DPB to assess whether an
adverse impact may result from the proposed regulation.® An
adverse impact is indicated if there is any increase in net cost
or reduction in net revenue for any entity, even if the benefits
exceed the costs for all entities combined. No adverse impact
is indicated for this proposal.

Small Businesses’ Affected. The proposal is unlikely to affect
costs for small businesses.

Localities® Affected.® The proposed regulation would affect the
one state-operated JCC, which is located in Chesterfield
County. The proposal does not require additional expenditures
for this or any other localities.

Projected Impact on Employment. The proposed regulation is
unlikely to substantively affect total employment.

Effects on the Use and Value of Private Property. The proposed
regulation is unlikely to substantively affect the use and value
of private property or real estate development costs.

1Section 2.2-4007.04 of the Code of Virginia requires that such economic
impact analyses determine the public benefits and costs of the proposed
amendments. Further the analysis should include but not be limited to: (1) the

projected number of businesses or other entities to whom the proposed
regulatory action would apply, (2) the identity of any localities and types of
businesses or other entities particularly affected, (3) the projected number of
persons and employment positions to be affected, (4) the projected costs to
affected businesses or entities to implement or comply with the regulation, and
(5) the impact on the use and value of private property.

2Juvenile correctional center” is a public or private facility operated by or
under contract with the department where care is provided to residents under
the direct care of the Department of Juvenile Justice 24 hours a day, seven days
a week.

"Direct care employee™ is an employee whose primary job responsibilities are
(i) maintaining the safety, care, and well-being of residents; (ii) implementing
the structured program of care and the behavior management program; and (iii)
maintaining the security of juvenile correction center facility. For purposes of
this regulation, the term "direct care employee" shall include a security
employee assigned, either on a primary or as-needed basis, to perform the
duties of clauses (i) through (iii) of this definition and who is required to
receive initial and annual training in these areas in order to carry out the
responsibilities in clauses (i) through (iii) of this definition.

4"Security employee" means an employee who is responsible for maintaining
the safety, care, and well-being of residents and the safety and security of the
facility.

®Source: DJJ

SPursuant to § 2.2-4007.04 D: In the event this economic impact analysis
reveals that the proposed regulation would have an adverse economic impact
on businesses or would impose a significant adverse economic impact on a
locality, business, or entity particularly affected, the Department of Planning
and Budget shall advise the Joint Commission on Administrative Rules, the
House Committee on Appropriations, and the Senate Committee on Finance.
Statute does not define "adverse impact,” state whether only Virginia entities
should be considered, nor indicate whether an adverse impact results from
regulatory requirements mandated by legislation.

"Pursuant to § 2.2-4007.04, small business is defined as "a business entity,
including its affiliates, that (i) is independently owned and operated and (ii)
employs fewer than 500 full-time employees or has gross annual sales of less
than $6 million."

8L ocality" can refer to either local governments or the locations in the
Commonwealth where the activities relevant to the regulatory change are most
likely to occur.

8 2.2-4007.04 defines "particularly affected" as bearing disproportionate
material impact.

Agency's Response to Economic Impact Analysis: The
responsible Board of Juvenile Justice agency representatives
have reviewed the Department of Planning and Budget's
(DPB's) economic impact analysis, and the agency is in
agreement with DPB's analysis.

Summary:

The action establishes a new regulation providing
compulsory training requirements for direct care and
security employees in juvenile correctional centers
operated by the Department of Juvenile Justice. In
addition, the new regulation satisfies requirements of
Chapter 366 of the 2019 Acts of Assembly and Chapter
526 of the 2020 Acts of Assembly by requiring the
standards include training on various topics involving
pregnant residents.
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Chapter 210
Compulsory Minimum Training Standards for Direct Care

locally, regionally, or privately operated alternative direct care
programs for juveniles are not subject to the requirements of

and Security Employees in Juvenile Correctional Centers

this chapter.

6VVAC35-210-10. Definitions.

The following words and terms when used in this chapter

6VVAC35-210-30. Training providers.
All training required by this chapter shall be provided by

shall have the following meanings unless the context clearly

department-approved general instructors unless otherwise

indicates otherwise:

"Board" means the Board of Juvenile Justice.

"Department” means the Department of Juvenile Justice.

"Direct care employee” means an employee whose primary
job responsibilities are (i) maintaining the safety, care, and
well-being of residents; (ii) implementing the structured
program of care and the behavior management program; and

specified.

6VAC35-210-40.
standards.

Compulsory minimum___training

A. Pursuant to the provisions of subdivision 9 of § 66-10 of
the Code of Virginia, the board establishes these compulsory
minimum training standards.

B. Individuals hired as direct care employees or security

(iii) maintaining the security of the facility. For purposes of

employees shall successfully complete the following:

this chapter, the term "direct care employee" shall include a
security employee assigned, either on a primary or as-needed
basis, to perform the duties of clauses (i), (ii), and (iii) of this
definition and who is required to receive initial and annual

1. A minimum of 120 hours of department-approved initial
training in accordance with 6VAC35-71-160;

2. Facility orientation in accordance with 6\VVAC35-71-150;

training in these areas in order to carry out the responsibilities
in clauses (i), (ii), and (iii) of this definition.

"Director" means the director of the department.

"Juvenile correctional center" means a public or private
facility operated by or under contract with the department

3. A minimum of 24 hours of juvenile correctional center
staff observation, during which time the trainee shall not be
counted in coverage for purposes of meeting the staffing
ratio requirements in 6VAC35-71-830; and

4. At least 36 hours of training on a juvenile correctional

where care is provided to residents under the direct care of the

center housing unit.

department 24 hours a day, seven days a week.

"Mechanical restraint" means an approved mechanical device

C. Direct care employees and security employees shall
receive training by medical staff on the following topics: (i) the

that involuntarily restricts the freedom of movement or

general care of pregnant residents; (ii) the impact of placement

voluntary functioning of a limb or portion of an individual's

in_restrictive _housing or room confinement, body cavity

body as a means of controlling his physical activities when the

searches, and restraints on pregnant residents; and (iii) the

individual being restricted does not have the ability to remove

impact of restraints on fetuses.

the device.

"Mechanical restraint chair" means an approved chair used to

D. Direct care employees and security employees shall
complete a minimum of 40 hours of department-approved

restrict the freedom of movement or voluntary functioning of

annual training in accordance with 6VAC35-71-170.

a portion of an individual's body as a means of controlling the
individual's physical activities while seated and either
stationary or being transported.

"Protective device" means an approved device placed on a

E. Advanced or specialized training shall be required only for
direct care and security employees authorized to use
mechanical restraints, the mechanical restraint chair, and
protective devices. The department shall make other advanced

portion of a resident's body to protect the resident or staff from

or specialized training available to direct care employees and

injury.
"Security employee" means an employee who is responsible

for maintaining the safety, care, and well-being of residents
and the safety and security of the facility.

6VAC35-210-20. Applicability.

This chapter applies exclusively to direct care employees and
security employees working full-time or part-time in a state-
operated juvenile correctional center or in a privately operated
juvenile correctional center governed by the Juvenile
Corrections Private Management Act (8§ 66-25.3 et seq. of the
Code of Virginia). Staff employed in juvenile boot camps or

security employees as a means of enhancing job skills and
competencies but shall not require direct care or security
employees to complete advanced or specialized training in
order to assume position responsibilities.

6VVAC35-210-50. Time requirements for completion of
training.

A. A direct care or security employee may not work directly
with a resident until the employee has completed all training
and orientation required in 6VAC35-210-40 or unless at least
one other employee who has completed all applicable facility-
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based orientation and training is present and supervising the
resident.

B. Direct care and security employees shall successfully
complete additional refresher training on a recurring basis in
accordance with subsection D of 6VAC35-210-40.

C. Required advanced or specialized training shall be completed
before direct care or security employees may apply mechanical
restraints, the mechanical restraint chair, or protective devices.

6VVAC35-210-60. Testing and attendance requirements.

A. Direct care employees and security employees shall be
deemed in successful completion of training upon satisfying
the following testing requirements:

1. Successful passage of all administered written and
practical tests, and

2. Demonstrated mastery in all physical restraint techniques.

B. Direct care employees and security employees shall be
deemed noncompliant with these minimum standards and
subject to the sanctions set out in 6VVAC35-210-70 if they are
absent from training for a cumulative period of 32 hours or
more during the first five weeks of initial training, regardless
of the topic addressed.

6VAC35-210-70. Failure to comply with minimum
standards.

A direct care or security employee who fails to comply with the
minimum attendance requirements or to successfully complete the
compulsory initial training shall be removed from service with the
department and required to repeat the application and training
process in order to qualify for a direct care or security employee
position in the future. The department shall follow all applicable
policies, rules, and regulations of the Virginia Department of
Human Resource Management before imposing this sanction.

6VVAC35-210-80.  Development
performance outcomes.

and approval  of

A. The department shall develop a performance outcomes
document that describes the knowledge and competencies the
department expects an employee to demonstrate after
completing the training required in this chapter.

B. The performance outcomes shall be approved by the board.
The board shall have the authority to amend these outcomes at any
time and to establish a practicable timeline for implementation.

6VAC35-210-90. Training documentation.

The department shall maintain documentation for a minimum
period of three years demonstrating that each direct care
employee and security employee has complied with the
requirements in this chapter.

VA.R. Doc. No. R22-6594; Filed January 5, 2022, 2:07 p.m.

. *

TITLE 8. EDUCATION
STATE BOARD OF EDUCATION

Fast-Track Regulation

Titles of Regulations: 8VAC20-23. Licensure Regulations
for School Personnel (amending 8VAC20-23-40, 8VAC20-
23-110, 8VAC20-23-390).

8VAC20-543. Regulations Governing the Review and
Approval of Education Programs in Virginia (amending
8VAC20-543-20, 8VAC20-543-80, 8VAC20-543-340,
8VAC20-543-570).

Statutory Authority: 88 22.1-16 and 22.1-298.2 of the Code of
Virginia.

Public Hearing Information: No public hearing is currently
scheduled.

Public Comment Deadline: March 2, 2022.
Effective Date: April 1, 2022.

Agency Contact: Dr. Leslie Sale, Director of Policy,
Department of Education, James Monroe Building, 101 North
14th Street, 25th Floor, Richmond, VA 23219, telephone (804)
225-2092, or email leslie.sale@doe.virginia.gov.

Basis: Section 22.1-16 of the Code of Virginia establishes the
State Board of Education’s authority to promulgate regulations,
generally, allowing the board to promulgate such regulations
as may be necessary to carry out its powers and duties.
Additionally, § 22.1-298.1 of the Code of Virginia requires the
board prescribe by regulation the requirements for the
licensure of teachers and other school personnel.

Purpose: This regulatory change is to conform regulations to
legislation of 2021 Special Session | of the General Assembly.
The bills that initiated these regulatory changes were each
offered to protect the health, safety, and welfare of citizens.
Regulatory changes related to requirements for earning or
renewing a license with a history and social science
endorsement are the result of recommendations from the
Virginia African American History Education Commission
which sought to ensure that content in Virginia schools is
accurate, inclusive, and relatable for all Virginia students.
Many educators employed by the Commonwealth's school
divisions have not taken a course or received professional
development on teaching African American history and thus
may not have the knowledge necessary to present students with
a full and comprehensive representation of African American
voices. Additional robust professional development is needed
that outlines specific knowledge required to teach African
American history.

Regulatory changes related to special education respond to
recommendations from Joint Legislative Audit and Review
Commission's K-12 Special Education in Virginia. In Virginia
and nationally, approximately 95% of students with disabilities
are served in public schools, and a majority of students with
disabilities spend most, and increasingly more, of their time in
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the general education classroom. Seventy-one percent of
students with disabilities receive instruction for most of their
day in the general education classroom. As such, general
education teachers play a critical role in educating students
with disabilities, but many general education teachers do not
know how to effectively teach and support students with
disabilities. Additionally, there seems to be inconsistent
knowledge among key school staff about individualized
education programs (IEPs) and staff roles in developing them.

These regulatory changes help to address these gaps in teacher
preparation and training. Amending the requirements for
teacher licensure and endorsement help to guarantee that those
qualified to teach are even better-equipped to serve their
students in the classroom. As a result, public school
environments will be more inclusive and prepared to meet the
needs of all students, giving more students an opportunity to
thrive and succeed in the public school setting.

Rationale for Using Fast-Track Rulemaking Process: The
board is initiating this regulatory change at the direction of the
General Assembly. During its 2021 Special Session I, the
General Assembly passed several bills related to requirements
for teacher licensure and endorsements as well as educator
preparation programs in Virginia, each of which required a
change in the regulations. The board expects this action to be
noncontroversial and therefore appropriate for the fast-track
process because the changes were required by legislative
mandate and the board has exercised minimal discretion in
effectuating the requirements.

Substance: This regulatory action amends 8VAC20-23-40,
8VAC20-23-110, and 8VAC20-23-390, outlining the new
requirements for initial license or a renewal of a license with
an endorsement in history and social science as well as the
renewal of a license, generally. This action also amends
8VAC20-543-20 and 8VAC20-543-80, adding the
requirement that approved education preparation programs
provide instruction in African American history and certain
topics related to students with disabilities.

Issues: The primary advantage of this regulatory change is the
assurance that those teachers trained in Virginia-approved
educator programs or licensed by the State Board of Education
will be even better-equipped to serve their students. This in
turn, will create cultures of learning and inclusiveness that
improve the student experience. In turn, students will have a
well-rounded knowledge and skillsets to thrive in school and
beyond.

While this does add a few new training requirements for
individuals in the profession, the Virginia African American
History Commission and Joint Legislative Audit and Review
Commission highlighted the importance and necessity of these
amendments. Additionally, the impact the relevant changes
will have on approved educator preparation programs will be
marginal as many have already begun to incorporate these
types of instruction or training opportunities into their course
maps. Lastly, both teachers and preparation programs will be

able to leverage resources provided by the Department of
Education in order to meet these new requirements.

As a result of this regulatory action, the Commonwealth can
expect to benefit from future cohorts of students who have a
more complete understanding of Virginia and United States
history, and more students with disabilities will be better
positioned to take on their postsecondary goals, whether that
be in career or college. There were no disadvantages to the
agency or Commonwealth identified.

Department of Planning and Budget's Economic Impact
Analysis:

The Department of Planning and Budget (DPB) has analyzed
the economic impact of this proposed regulation in accordance
with 8 2.2-4007.04 of the Code of Virginia (Code) and
Executive Order 14 (as amended, July 16, 2018). The analysis
presented represents DPB's best estimate of these economic
impacts.!

Summary of the Proposed Amendments to Regulation.
Pursuant to legislation from the 2021 Special Session I, the
Board of Education (Board) proposes to add requirements
concerning teacher training on the instruction of students with
disabilities and teacher training on African American history.

Background.

Legislation on Education for Students with Disabilities.
Chapters 451 and 452 (Chapters 451 and 452) of the 2021
Special Session | Acts of Assembly? specify that:

"regulations shall include requirements that: 9. Every
person seeking renewal of a license as a teacher shall
complete training in the instruction of students with
disabilities that includes (i) differentiating instruction for
students depending on their needs; (ii) understanding the
role of general education teachers on the individualized
education program team; (iii) implementing effective
models of collaborative instruction, including co-
teaching; and (iv) understanding the goals and benefits of
inclusive education for all students."

Starting with "Every person," the Board proposes to add this
exact language to 8VAC20-23 Licensure Regulations for
School Personnel. These requirements would pertain to all
teachers who seek to renew their license.

Additionally, the 5th enactment clause of Chapters 451 and
452 adds four areas of proficiency, stating that:

"5. That the Board of Education shall review and amend
its regulations governing general education teacher
preparation programs for kindergarten through twelfth
grade to ensure graduates are required to demonstrate
proficiency in (i) differentiating instruction for students
depending on their needs; (ii) understanding the role of
general education teachers on the individualized education
program team;? (iii) implementing effective models of
collaborative instruction, including co-teaching; and (iv)
understanding the goals and benefits of inclusive
education for all students."
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Consequently, the Board proposes to state in 8VAC20-543
Regulations Governing the Review and Approval of Education
Programs in Virginia that all educator preparation programs
must ensure that graduates of candidates in general education
teacher preparation programs for K-12 demonstrate
proficiency in the four specified areas noted in the enactment
clause.

Additionally, the 6th enactment clause of Chapters 451 and
452 adds requirements for the Board's regulations, stating that:

"6. That the Board of Education shall review and amend
its regulations governing administrator preparation
programs to ensure graduates are required to demonstrate
comprehension of (i) key special education laws and
regulations, (ii) individualized education program
development, (iii) the roles and responsibilities of special
education teachers, and (iv) appropriate behavior
management practices."

The current Regulations Governing the Review and Approval
of Education Programs in Virginia include the following:

"The program in administration and supervision preK-12
shall ensure that the candidate has completed three years
of successful, full-time experience in a public school or
accredited nonpublic school in an instructional personnel
position that requires licensure in Virginia and
demonstrated the following competencies: f. Knowledge,
understanding, and application of the federal and state
regulatory requirements, and expectations associated with
identification, education, and evaluation of students with
disabilities;"

Due to the 6th enactment clause of Chapters 451 and 452, the

Board proposes to append the following text, which is identical

to the text in the legislation:

"comprehension of (i) key special education laws and
regulations, (ii) individualized education program
development; (iii) the roles and responsibilities of special
education teachers, and (iv) appropriate behavior
management practices;"

Legislation on Instruction in African American History.
Chapters 23 and 24 (Chapters 23 and 24) of the 2021 Special
Session | Acts of Assembly* specify that:

"regulations shall include requirements that: 10. Every
person seeking initial licensure or renewal of a license
with an endorsement in history and social sciences shall
complete instruction in African American history, as
prescribed by the Board."

In response, the Board proposes to add the following
discretionary text to 8VAC20-23 Licensure Regulations for
School Personnel:

"Every person seeking initial licensure or renewal of a
license with an endorsement in history and social sciences
shall complete instruction in African American history,
which shall include (i) an understanding of African
origins; (ii) the African diaspora; (iii) developments of the

Black experience in North America; (iv) the institution of
slavery in the United States, including historical
perspectives of the enslaved; and (v) how African
Americans helped shape and have been shaped by
American society."”

These requirements would pertain to all teachers with an
endorsement in history and social sciences who seek to become
licensed or renew their license.

The Board also proposes to add the following discretionary text
to 8VAC20-543 Regulations Governing the Review and
Approval of Education Programs in Virginia:®

"The program in history and social sciences shall ensure
that the candidate has demonstrated the following
competencies: (8) The history, culture, contributions, and
agency of African Americans including (i) an
understanding of African origins; (ii) the African diaspora;
(iii) developments of the Black experience in North
America; (iv) the institution of slavery in the United
States, including historical perspectives of the enslaved;
and (v) how African Americans helped shape and have
been shaped by American society."

Professional Development Points. Teacher licensure may be
renewed upon the completion of 270 professional development
points within a 10-year validity period. Individuals renewing a
five-year renewable license must complete 180 professional
development points.® The Board is not proposing any changes
to the professional development point requirements for license
renewal, but as discussed, the proposed required training
would count toward teachers' professional development points.

Estimated Benefits and Costs.

Licensure Regulations for School Personnel. According to the
Department of Education (DOE), the agency will provide free
online modules for the four requirements pertaining to
instruction of students with disabilities, and for the five
requirements about African American history. Thus, the
proposed requirements stating that for license renewal all
teachers must complete training in the four instruction of
students with disabilities categories, and that teachers with an
endorsement in history and social sciences must complete
training in the five African American history categories, would
not require teachers to spend additional money on training.

Additionally, training through the modules would count
toward teachers' professional development points.” For those
teachers who substitute the new required training for other
professional development activities that would have taken the
same or more time, the proposed new requirements would also
not require more of the teachers' time in net. Those teachers
who choose to not eliminate other activities that could count
toward professional development points would be spending
more time due to the proposed requirements. DOE estimates
that the online training for African American history would
take up to five hours. The agency does not yet have an estimate
for the time it would take to complete the modules for the
instruction of students with disabilities.
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The proposed required training likely would provide some
benefit. The magnitude of the likely benefit would vary
depending on the effectiveness of the required instruction and
the policy views of the observer.

Regulations Governing the Review and Approval of Education
Programs in Virginia. DOE believes that educator preparation
programs already provide instruction in (i) differentiating
instruction for students depending on their needs; (ii)
understanding the role of general education teachers on the
individualized education program team; (iii) implementing
effective models of collaborative instruction, including co-
teaching; and (iv) understanding the goals and benefits of
inclusive education for all students, in existing required
courses. For programs that already provide such instruction,
adding the requirement that programs must ensure that
graduates demonstrate proficiency in the four categories to the
Regulations Governing the Review and Approval of Education
Programs in Virginia would have no impact beyond better
informing the public that such requirements exist.

According to DOE, the educator preparation programs would
have flexibility in how the instruction of students with
disabilities competencies are addressed, whether as stand-
alone courses, part of existing specialized courses, or through
workshops/seminars, etc. The educator preparation programs
would be responsible for making sure the syllabi for courses
within approved programs include this content. If there are
educator preparation programs that are not already providing
instruction in the four categories, the requirement that
programs must ensure that graduates demonstrate proficiency
in the four categories may reduce time spent in other areas due
to the limits of time for lectures, etc., or require that students
in the programs spend additional time receiving instruction.

Concerning the proposed requirement that programs in history
and social sciences ensure that the candidate has demonstrated
competencies in the five African American history categories,
DOE states that the programs would have flexibility in or
options for how the competencies are addressed, that is, stand-
alone courses, major or minor in African American history,
workshops or seminars, or embedded within secondary history
methods courses. The proposed requirement may reduce time
spent in other areas due to the limits of time for lectures, etc.,
or require that students in the programs spend additional time
receiving instruction.

The proposal to append "comprehension of (i) key special
education laws and regulations, (ii) individualized education
program development; (iii) the roles and responsibilities of
special education teachers, and (iv) appropriate behavior
management practices" to the existing requirement that
programs in administration and supervision preK-12 ensure
that the candidate demonstrates competency in "Knowledge,
understanding, and application of the federal and state
regulatory requirements, and expectations associated with
identification, education, and evaluation of students with

disabilities" essentially brings more specificity to the existing
requirement rather than adding to the requirement.

As with the proposed requirements for the Licensure
Regulations for School Personnel, the proposed requirements
for the Regulations Governing the Review and Approval of
Education Programs in Virginia would likely produce some
benefit. The magnitude of the likely benefit would vary
depending on the effectiveness of the required instruction and
the policy views of the observer.

Businesses and Other Entities Affected. The proposed
amendments affect public school teachers in the
Commonwealth as well as colleges and universities with
educator preparation programs and their students. The Virginia
colleges and universities with approved educator preparation
programs are: Averett University, Bluefield College,
Bridgewater College, Christopher Newport University,
Eastern Mennonite University, Emory and Henry College,
Ferrum College, George Mason University, Hampton
University, Hollins University, James Madison University,
Liberty University, Longwood University, Mary Baldwin
University, Marymount University, Norfolk State University,
Old Dominion University, Radford University, Randolph
College, Randolph-Macon College, Regent University,
Roanoke College, Shenandoah University, Southern Virginia
University,® Sweet Briar College, University of Lynchburg,
University of Mary Washington, University of Richmond,
University of Virginia, University of Virginia's College at
Wise, Virginia Commonwealth University, Virginia State
University, Virginia Tech, Virginia Union University, Virginia
Wesleyan University, Washington and Lee University,® and
William & Mary.

The Code of Virginia requires the Department of Planning and
Budget to assess whether an adverse impact may result from
the proposed regulation. An adverse impact is indicated if there
is any increase in net cost or reduction in net revenue for any
entity, even if the benefits exceed the costs for all entities
combined. Since, as described, some students in educator
preparation programs would need to spend additional time
receiving instruction, or receive less instruction on other
topics, and the educator preparation programs would need to
prepare and present additional instruction, the proposal would
produce some cost.'® Thus, an adverse impact is indicated.

Small Businesses!* Affected. The proposed amendments do
not appear to adversely affect small businesses.

Localities? Affected.’®* The proposed amendments do not
disproportionately affect particular localities. The proposed
amendments do not introduce costs for local governments.

Projected Impact on Employment. The proposed amendments
would not likely substantively affect employment.

Effects on the Use and Value of Private Property. Some of the
private colleges and universities that have educator preparation
programs would need to add instruction on new topics.
Additional staff would not likely be needed though. The
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proposed amendments do not affect real estate development
Costs.

1Section 2.2-4007.04 of the Code of Virginia requires that such economic
impact analyses determine the public benefits and costs of the proposed
amendments. Further the analysis should include but not be limited to: (1) the
projected number of businesses or other entities to whom the proposed
regulatory action would apply, (2) the identity of any localities and types of
businesses or other entities particularly affected, (3) the projected number of
persons and employment positions to be affected, (4) the projected costs to
affected businesses or entities to implement or comply with the regulation, and
(5) the impact on the use and value of private property.

2Chapters 451 and 452 of the 2021 Special Session I Acts of Assembly are
identical.

3Chapter 173 of the 2021 Special Session | Acts of Assembly also specifies
that he Board shall amend its Regulations Governing the Review and Approval
of Education Programs in Virginia to ensure that each education preparation
program graduate in a K-12 demonstrates proficiency in understanding the role
of general education teachers on the IEP team.

“Chapters 23 and 24 of the 2021 Special Session | Acts of Assembly are
identical.

Chapters 23 and 24 do not address the regulations governing education
teacher preparation programs.

See 8VAC20-23-110 for more detail.
"DOE has not yet determined the number of professional development points
that completing the modules would earn.

8Washington and Lee University and Southern Virginia University have
partnered to form the Rockbridge Teacher Education Consortium. See
https://columns.wlu.edu/rockbridge-county-universities-form-teacher-
education-consortium/

°Ibid
1t is acknowledged that much of the costs stem from the legislation rather
than from discretionary decisions of the Board.

Hpyrsuant to § 2.2-4007.04, small business is defined as "a business entity,
including its affiliates, that (i) is independently owned and operated and (ii)
employs fewer than 500 full-time employees or has gross annual sales of less
than $6 million."

12" ocality” can refer to either local governments or the locations in the
Commonwealth where the activities relevant to the regulatory change are most
likely to occur.

13 2.2-4007.04 defines "particularly affected" as bearing disproportionate
material impact.

Agency's Response to Economic Impact Analysis: The agency
largely concurs with the economic impact analysis completed
by the Department of Planning and Budget. However, the
agency reiterates that the broader reason for these regulatory
changes is to ensure the teacher workforce in Virginia is best
equipped to serve all of Virginia's public school students.
Moreover, although this action is in response to legislative
mandates, these changes were originally proposed by the Joint
Legislative Audit and Review Commission and the African
American History Commission after a thorough and
comprehensive review of special education and history
education in Virginia public schools.

Summary:
The amendments to teacher and administrator
preparation requirements (i) add the requirement of
completion of instruction in African American history for
initial license or a renewal of a license with an

endorsement in history and social science as well as the
renewal of a license generally, (ii) add the requirement
that approved education preparation programs provide
instruction in African American history, and (iii) add the
requirement that approved education preparation
programs provide instruction in certain topics related to
students with disabilities. The amendments conform the
regulations to Chapters 23 and 24, 173, and 451 and 452
of the 2021 Acts of Assembly, Special Session I.

8VAC20-23-40. Conditions for licensure.
A. Applicants for licensure shall:
1. Be at least 18 years of age;

2. Pay the appropriate fees as determined by the Virginia
Board of Education and complete the application process;

3. Have earned a baccalaureate degree, with the exception of
the Technical Professional License, from a regionally
accredited college or university and meet requirements for
the license sought. Persons seeking initial licensure through
approved programs from Virginia institutions of higher
education shall only be licensed as instructional personnel if
the education endorsement programs have approval by the
Virginia Board of Education; individuals who have earned a
degree from an institution in another country shall hold the
equivalent of a regionally accredited college or university
degree in the United States, as verified by a Virginia
Department of Education-approved credential evaluation
agency, for the required degree for the license; and

4. Possess good moral character and be free of conditions
outlined in Part VIl (8VAC20-23-720 et seq.) of this chapter.

B. All candidates who hold at least a baccalaureate degree
froma regionally accredited college or university and who seek
an initial Virginia teaching license shall obtain passing scores
on professional teacher's assessments prescribed by the
Virginia Board of Education. With the exception of the career
switcher program that requires assessments as prerequisites,
individuals shall complete the professional teacher's
assessment requirements within the three-year validity of the
initial provisional license. Candidates seeking a Technical
Professional License, International Educator License, School
Manager License, or Pupil Personnel Services License are not
required to take the professional teacher's assessments.
Individuals who hold a valid out-of-state license (full
credential without deficiencies) and who have completed a
minimum of three years of full-time, successful teaching
experience in a public or an accredited nonpublic school,
kindergarten through grade 12, outside of Virginia are exempt
from the professional teacher's assessment requirements.
Documentation shall be submitted to verify the school's status
as a public or an accredited nonpublic school.

C. All individuals seeking an initial endorsement in
early/primary education preK-3, elementary education preK-6,
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special education-general curriculum, special education-deaf
and hard of hearing, special education-blindness and visual
impairments, and individuals seeking an endorsement as a
reading specialist shall obtain passing scores on a reading
instructional assessment prescribed by the Virginia Board of
Education.

D. Licensure by reciprocity is set forth in 8VAC20-23-100. A
school leaders licensure assessment prescribed by the Virginia
Board of Education shall be met for all individuals who are
seeking an endorsement authorizing them to serve as principals
and assistant principals in the public schools. Individuals
seeking an initial administration and supervision endorsement
who are interested in serving as central office instructional
personnel are not required to take and pass the school leaders
licensure assessment prescribed by the Virginia Board of
Education.

E. Individuals seeking initial licensure shall demonstrate
proficiency in the relevant content area, communication,
literacy, and other core skills for educators by achieving a
qualifying score on professional assessments or meeting
alternatives evaluation standards as prescribed by the board,;
complete study in attention deficit disorder; complete study in
gifted education, including the use of multiple criteria to
identify gifted students; complete study in methods of
improving communication between schools and families and
ways of increasing family involvement in student learning at
home and at school.

F. Every person seeking initial licensure shall (i) complete
awareness training, provided by the Department of Education
on the indicators of dyslexia, as that term is defined by the
board pursuant to regulations, and the evidence-based
interventions and accommodations for dyslexia; (ii) complete
study in child abuse recognition and intervention in accordance
with curriculum guidelines, developed by the Virginia Board
of Education in consultation with the Virginia Department of
Social Services; and (iii) provide evidence of completion of
certification or training in emergency first aid,
cardiopulmonary resuscitation, and the use of automated
external defibrillators. The certification or training program
shall (a) be based on the current national evidenced-based
emergency cardiovascular care guidelines for
cardiopulmonary resuscitation and the use of an automated
external defibrillator, such as a program developed by the
American Heart Association or the American Red Cross; and
(b) include hands-on practice of the skills necessary to perform
cardiopulmonary resuscitation. The Virginia Board of
Education shall provide a waiver for this requirement for any
person with a disability whose disability prohibits such person
from completing the certification or training.

G. Every person seeking initial licensure as a teacher who has
not received the instruction described in subsection D of
§ 23.1-902 of the Code of Virginia shall receive instruction or
training on positive behavior interventions and supports; crisis

prevention and de-escalation; the use of physical restraint and
seclusion, consistent with regulations of the Virginia Board of
Education; and appropriate alternative methods to reduce and
prevent the need for the use of physical restraint and seclusion.

H. The teacher of record for verified credit courses for high
school graduation shall hold a Virginia license with the
appropriate content endorsement.

I. Every teacher seeking an initial license in the
Commonwealth with an endorsement in the area of career and
technical education shall have an industry certification
credential, as defined in 8VAC20-23-10, in the area in which
the teacher seeks endorsement. If a teacher seeking an initial
license in the Commonwealth has not attained an industry
certification credential in the area in which the teacher seeks
endorsement, the Virginia Board of Education may, upon
request of the employing school division or educational
agency, issue the teacher a provisional license to allow time for
the teacher to attain such credential.

J. Every person seeking renewal of a license shall complete
awareness training, provided by the Virginia Department of
Education, on the indicators of dyslexia, as that term is defined
by the Virginia Board of Education pursuant to regulations,
and the evidence-based interventions and accommodations for
dyslexia.

K. Every person seeking renewal of a license as a teacher
shall complete training in the instruction of students with
disabilities that includes (i) differentiating instruction for
students depending on their needs; (ii) understanding the role
of general education teachers on individual education program
teams; (iii) implementing effective models of collaborative
instruction, including co-teaching; and (iv) understanding the
goals and benefits of inclusive education for all students.

L. No teacher who seeks a provisional license shall be
required to meet any requirement set forth in subdivision F, G,
or | as a condition of such licensure, but each teacher shall
complete each such requirement during the first year of
provisional licensure.

£ M. Every person seeking initial licensure of a license with
an endorsement as a school counselor shall complete training
in the recognition of mental health disorder and behavioral
distress, including depression, trauma, violence, youth suicide,
and substance abuse.

N. Every person seeking initial licensure or renewal of a
license with an endorsement in history and social sciences shall
complete instruction in African American history, which shall
include (i) an understanding of African origins; (ii) the African
diaspora; (iii) developments of the Black experience in North
America; (iv) the institution of slavery in the United States,
including historical perspectives of the enslaved; and (v) how
African Americans helped shape and have been shaped by
American society.
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8VAC20-23-110. Requirements for renewing a license.

A. The Division Superintendent, Postgraduate Professional,

Collegiate Professional, Technical Professional, Pupil
Personnel Services, Online Teacher, and School Manager
Licenses may be renewed upon the completion of 270
professional development points within a 10-year validity
period based on an individualized professional development
plan that includes ongoing, sustained, and high-quality
professional development. Individuals renewing a five-year
renewable license must complete 180 professional
development points. Every person seeking renewal of a license
shall complete all renewal requirements, including
professional development in a manner prescribed by the
Virginia Board of Education, except that no person seeking
renewal of a license shall be required to satisfy any such
requirement by completing coursework and earning credit at
an institution of higher education.

B. An individual seeking renewal shall submit a completed
licensure application at the time a renewal request is submitted.

C. Any individual licensed and endorsed to teach (i) middle
school civics or economics or (ii) high school government or
history who is seeking renewal of such license is required to
demonstrate knowledge of Virginia history or state and local
government by completing a module or professional
development course specifically related to Virginia history or
state and local government that has a value of five professional
development points.

D. Every person seeking renewal of a license shall provide
evidence of completion of certification or training in
emergency first aid, cardiopulmonary resuscitation, and the
use of automated external defibrillators. The certification or
training program shall (i) be based on the current national
evidence-based emergency cardiovascular care guidelines for
cardiopulmonary resuscitation and the use of an automated
external defibrillator, such as a program developed by the
American Heart Association or the American Red Cross, and
(if) include hands-on practice of the skills necessary to perform
cardiopulmonary resuscitation. The Virginia Board of
Education shall provide a waiver for this requirement for any
person with a disability whose disability prohibits such person
from completing the certification or training.

E. Every person seeking renewal of a license with an
endorsement as a school counselor shall complete training in
the recognition of mental health disorder and behavioral
distress, including depression, trauma, violence, youth suicide,
and substance abuse.

F. Every person seeking renewal of a license shall complete
awareness training, provided by the Virginia Department of
Education, on the indicators of dyslexia, as that term is defined
by the Virginia Board of Education pursuant to regulations,
and the evidence-based interventions and accommodations for
dyslexia.

G. Every person seeking renewal or initial license shall
complete a study in child abuse recognition and intervention in
accordance with curriculum guidelines developed by the
Virginia Board of Education in consultation with the Virginia
Department of Social Services.

H. Every person seeking renewal of a license with an
endorsement _in history and social science shall complete
instruction in African American history, which shall include (i)
an understanding of African origins; (ii) the African diaspora;
(iii) developments of the Black experience in North America;
(iv) the institution of slavery in the United States, including
historical perspectives of the enslaved; and (v) how African
Americans helped shape and have been shaped by American

society.

I. Every person seeking renewal of a license as a teacher shall
complete training in the instruction of students with disabilities
that includes (i) differentiating instruction for students
depending on their needs; (ii) understanding the role of general
education teachers on the individualized education program
team; (iii) implementing effective models of collaborative
instruction, including co-teaching; and (iv) understanding the
goals and benefits of inclusive education for all students.

J. When provided by the state, individuals shall complete
other professional development activities prescribed by the
Virginia Board of Education.

k K. Professional development points may be accrued by the
completion of professional development activities to improve
and increase instructional personnel's knowledge of the
academic subjects the teachers teach or the area assigned from
one or more of the following eight options, in accordance with
Virginia Board of Education guidelines set forth in the Virginia
Licensure Renewal Manual.

1. College credit. Acceptable coursework offers content that
provides new information and is offered on campus, off
campus, or through extension by any regionally accredited
two-year or four-year college or university. College
coursework shall develop further experiences in subject
content taught, teaching strategies, uses of technologies,
leadership, and other essential elements in teaching to high
standards and increasing student learning. No person
seeking renewal of a license shall be required to complete
coursework and earn credit at an institution of higher
learning.

2. Professional conference. A professional conference is a
workshop, institute, or seminar of four or more hours that
contributes to ongoing, sustained, and high-quality
professional development.

3. Curriculum development. Curriculum development is a
group activity in which the license holder contributes to the
improvement of the curriculum of a school, a school
division, or an educational institution in the teaching area
assigned. This includes the alignment of curriculum
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frameworks, instructional materials, and assessments to
provide a system with clear expectations of what is to be
taught and learned.

4. Publication of article. The article shall contribute to the
education profession or to the body of knowledge of the
license holder's teaching area or instructional position. This
article shall be published in a recognized professional
journal. Grant reports that present the results of educational
research are acceptable provided the license holder had an
active role in planning, analyzing, interpreting,
demonstrating, disseminating, or evaluating the study or
innovation.

5. Publication of book. Books shall be published for
purchase and shall contribute to the education profession or
to the body of knowledge of the license holder's teaching
area or instructional position. The published book shall
increase the field of content knowledge; provide information
on planning and assessment for evaluating and providing
students with feedback that encourages student progress and
measures student achievement; reference instruction, safety,
and learning environment; expand upon and communication
and community relations working with students, parents,
and members of the community to promote broad support
for student learning. Points will not be awarded for self-
published books.

6. Mentorship. Mentoring is the process by which an
experienced professional who has received mentorship
training provides assistance to one or more persons for the
purpose of improving their performance. Assistance may
involve role modeling, direct instruction, demonstration,
observation with feedback, developing of plans, and
consultation to promote instructional excellence and
increased student achievement. Mentoring may include the
supervision of a field experience of a pre-service student
teacher or an intern in an approved teacher or principal
preparation program, as well as mentoring as part of the
induction process for a beginning teacher or a first-year
administrator. Individuals serving in this role and submitting
documentation for license renewal based on the mentorship
option shall receive training as a mentor prior to the
assignment and at least once during the 10-year renewal
cycle.

7. Educational project. Educational projects shall be
planned, focused projects based on high standards of
teaching and learning. Projects shall result in a written report
or other tangible product. Projects shall contribute to the
education profession or to the body of knowledge of the
license holder's teaching area or instructional position. A
project could include participation in new professional
responsibilities, such as leading a school improvement
initiative.

8. Professional development activity. Professional
development activities shall focus on student learning and

achievement, schoolwide educational improvement,
leadership, subject content, teaching strategies, and use of
technologies or other essential elements in teaching to high
standards. Activities shall be planned, rigorous, systematic,
and promote continuous inquiry and reflection. Local
employing educational agencies are encouraged to design
professional development activities that are conducted in
school settings and linked to student learning and
achievement.

J L. The 270 points may be accrued by activities drawn from
one or more of the eight renewal options. Individuals renewing
a five-year renewable license must complete 180 professional
development points as prescribed by the Virginia Board of
Education. Renewal work is designed to provide licensed
personnel with opportunities for professional development
relative to the grade levels or teaching fields to which they are
assigned or for which they seek an added endorsement. Such
professional development encompasses (i) responsible
remediation of any area of an individual's knowledge or skills
that fails to meet the standards of competency and (ii)
responsible efforts to increase the individual's knowledge of
new developments in his field and to respond to new curricular
demands within the individual's area of professional
competence.

K= M. The proposed work toward renewal in certain options
shall be approved in advance by the chief executive officer or
designee of the employing educational agency. Persons who
are not employed by an educational agency may renew their
license by submitting to the Office of Professional Licensure,
Virginia Department of Education, a renewal application, fee,
the individualized renewal record, and verification of the
completion of all renewal requirements, including official
student transcripts of coursework taken at a regionally
accredited two-year or four-year college or university.

£ N. Virginia school divisions and accredited nonpublic
schools shall recommend renewal of licenses using the renewal
point system.

8VAC20-23-390. History and social sciences.
A. Endorsement requirements. The candidate shall have:

1. Earned a baccalaureate degree from a regionally
accredited college or university and graduated from an
approved teacher preparation program in history and social
sciences; or

2. Earned a baccalaureate degree from a regionally
accredited college or university and completed 51 semester
hours of coursework distributed in each of the following
areas:

a. History: a major in history or 18 semester hours in
history (shall include coursework in American history,
Virginia history, and world history and may include
African American history);
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b. Political science: a major in political science or 18
semester hours in political science, which shall include
coursework in American government (state and local
government);

c. Geography: 9 nine semester hours; and
d. Economics: 6 six semester hours.

All candidates shall have also completed instruction in
African American history, either as part of the degree program
or through other department-approved alternatives, which shall
include (i) an understanding of African origins; (ii) the African
diaspora; (iii) developments of the Black experience in North
America; (iv) the institution of slavery in the United States,
including historical perspectives of the enslaved; and (v) how
African Americans helped shape and have been shaped by
American society.

B. Add-on endorsement requirements in history, political
science, geography, and economics. The candidate shall have:

1. Earned a baccalaureate degree from a regionally
accredited college or university and hold a teaching license
with an endorsement in history, political science, geography,
or economics; and

2. Completed 21 semester hours of coursework in the
additional social science area - history, political science,
geography, or economics for which the add-on endorsement
is sought; and

3. Completed instruction in African American history, either
as part of the degree program or through other department-
approved alternatives, which shall include (i) an
understanding of African origins; (ii) the African diaspora;
(iii) developments of the Black experience in North
America; (iv) the institution of slavery in the United States,
including historical perspectives of the enslaved; and (v)

C. If a professional education program fails to maintain

accreditation, enrolled candidates shall be permitted to
complete their programs of study. Professional education
programs that fail to maintain accreditation shall not admit new
candidates. Candidates shall be notified of the education
endorsement program's approval status.

D. Teacher candidates may complete academic degrees in the
arts and sciences, or equivalent. "Education preparation
program” includes four-year bachelor's degree programs in
teacher education. Candidates in early/primary education
(preK-3), elementary education (preK-6), middle education (6-
8), and special education programs may complete a major in
interdisciplinary studies or its equivalent. Candidates seeking
a secondary endorsement area must have earned a major, or the
equivalent, in the area sought.

E. Professional studies coursework and methodology,
including field experiences, required in this chapter shall be
designed for completion within an approved program.

F. Professional education programs shall ensure that
candidates demonstrate proficiency in the use of educational
technology for instruction; complete study in child abuse
recognition and intervention; and complete training or
certification in emergency first aid, cardiopulmonary
resuscitation, and the use of automated external defibrillators.
Candidates in education endorsement programs must
demonstrate an understanding of competencies, including the
core concepts and facts of the disciplines and the Virginia
Standards of Learning, for the content areas they plan to teach.
Professional education programs shall ensure that candidates
demonstrate skills needed to help preK-12 students achieve
college and career performance expectations.

G. Each education preparation program graduate in a K-12
general education endorsement area is required to demonstrate

how African Americans helped shape and have been shaped

proficiency in (i) differentiating instruction for students

by American society.

8VAC20-543-20. Accreditation and administering this
chapter.

A. Institutions of higher education seeking approval of an
education endorsement program shall be accredited by a
regional accrediting agency.

B. Professional education programs in Virginia shall obtain
and maintain national accreditation from the Council for the
Accreditation of Educator Preparation (CAEP). Professional
education programs in Virginia seeking accreditation through
CAEP shall adhere to procedures and timelines established by
CAEP and the CAEP/Virginia Partnership Agreement.
Professional education programs shall ensure and document
that programs are aligned with standards set forth in 8VAC20-
543-40 through 8VAC20-543-50 and meet competencies
outlined in 8VAC20-543-60 through 8VAC20-543-640.

depending on their needs; (ii) understanding the role of general
education teachers on the individualized education program
team; (iii) implementing effective_models of collaborative
instruction, including co-teaching; and (iv) understanding the
goals and benefits of inclusive education for all students.

H. Standards and procedures for the review and approval of
each education endorsement program shall adhere to
procedures for administering the chapter as defined in this
section and in 8VAC20-543-40, 8VAC20-543-50, and
8VAC20-543-60. These procedures shall result in biennial
recommendations to the Board of Education for one of the
following three ratings: "approved,” "approved with
stipulations,"” or "approval denied."

H- 1. Education endorsement programs shall be approved
under this chapter biennially based on compliance with the
criteria described in 8VAC20-543-40, 8VAC20-543-50, and
8VAC20-543-60.
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+ J. The Department of Education will determine the timeline
and procedures for applying for education endorsement
program approval.

4 K. Education endorsement programs in Virginia shall
address the competencies set forth in this chapter, and the
curriculum for each program must be documented and
submitted to the Department of Education for approval.

K- L. Professional education programs shall submit to the
Department of Education on behalf of each education
endorsement program under consideration a biennial
accountability measurement report and an annual professional
education program profile to include data prescribed by the
Board of Education on education endorsement programs in
accordance with department procedures and timelines.

L M. The professional education program authorized
administrator shall maintain copies of approved education
endorsement programs and required reports.

M- N. The Department of Education may conduct onsite visits
to review education endorsement programs and verify data.

N O. The Advisory Board on Teacher Education and
Licensure (ABTEL) is authorized to review and make
recommendations to the Board of Education on approval of
Virginia education endorsement programs for school
personnel. The Board of Education has final authority on
education endorsement program approval.

O- P. In administering this chapter, licensure requirements for
Virginia are outlined in the Licensure Regulations for School
Personnel (8VAC20-23). This document should be referenced
for detailed information regarding requirements for Virginia
licensure. An individual must meet licensure requirements set
forth in the Code of Virginia.

P Q. Modifications may be made by the Superintendent of
Public Instruction in the administration of this chapter.
Proposed modifications shall be made in writing to the
Superintendent of Public Instruction, Commonwealth of
Virginia.

Q- R. Upon the effective date of this chapter, the Board of
Education grants colleges and universities two years to align
their existing approved programs with this chapter and allows
only college and universities that on the effective date of this
chapter are accredited by the Board of Education process four
years to become accredited by the Council for the
Accreditation of Educator Preparation (CAEP) with the option
of submitting a progress report to the Superintendent of Public
Instruction to request an additional year, if needed.

8VAC20-543-80. Competencies and requirements for
endorsementareas professional education programs.

A. The professional education program develops, maintains,
and continuously evaluates high quality education
endorsement programs that are collaboratively designed and

based on identified needs of the preK-12 community.
Candidates in education endorsement programs shall
demonstrate competence in the areas in which they plan to
practice and complete professional studies requirements and
applicable assessments, in addition to meeting requirements
for specific licenses, pursuant to the Licensure Regulations for
School Personnel (8VAC20-23). The Licensure Regulations
for School Personnel set forth the required degrees from
regionally accredited colleges or universities for licenses,
endorsements, and prerequisite licenses or endorsements for
add-on endorsements.

B. All educator preparation programs must ensure that
graduates of candidates in general education teacher
preparation programs for kindergarten through 12th grade
demonstrate proficiency in (i) differentiating instruction for
students depending on their needs; (ii) understanding the role
of general education teachers on the individualized education
program team; (iii) implementing effective models of
collaborative instruction, including co-teaching; and (iv)
understanding the goals and benefits of inclusive education for
all students.

C. All education endorsement programs in early/primary
education preK-3, elementary education preK-6, middle
education 6-8, and history and social sciences must include
local government and civics instruction specific to Virginia.

C. D. Candidates in education endorsement programs
demonstrate an understanding of competencies, including the
core concepts and facts of the disciplines and the Virginia
Standards of Learning, for the content areas in which they plan
to teach where required.

B E. Candidates in early/primary education preK-3,
elementary education preK-6, and special education complete
a minimum of six semester hours of reading coursework as
outlined in the reading competencies.

E: F. Candidates seeking an early/primary education preK-3
or an elementary education preK-6 endorsement must
complete a minimum of 12 semester hours each in English,
history and social sciences, mathematics, and science
addressing competencies set forth in this chapter or complete
the following:

1. English: complete six semester hours in English and pass
a rigorous assessment in elementary English prescribed by
the Board of Education.

2. History and social sciences: complete six semester hours
in history and social sciences, complete a methods of
teaching elementary history and social sciences course, and
pass a rigorous assessment in elementary history and social
sciences prescribed by the Board of Education.

3. Mathematics: complete six semester hours in
mathematics, complete a methods of teaching elementary
mathematics course, and pass a rigorous assessment in
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elementary mathematics prescribed by the Board of
Education.

4. Science: complete six semester hours in laboratory
sciences in two science disciplines, complete a methods of
teaching elementary science course, and pass a rigorous
assessment in elementary science prescribed by the Board of
Education.

F. G. Candidates seeking a middle education endorsement
must have an area of concentration in English, history and
social sciences, mathematics, or science with 21 semester
hours in the concentration area.

H. Candidates seeking an endorsement in history and social
sciences _must complete instruction in African American
history, which shall include (i) an understanding of African
origins; (ii) the African diaspora; (iii) developments of the
Black experience in North America; (iv) the institution of
slavery in the United States, including historical perspectives
of the enslaved; and (v) how African Americans helped shape
and have been shaped by American society.

8VAC20-543-340. History and social sciences.

The program in history and social sciences shall ensure that
the candidate has demonstrated the following competencies:

1. Understanding of the knowledge, skills, and processes of
history and the social science disciplines as defined by the
Virginia History and Social Sciences Standards of Learning
and how the standards provide the foundation for teaching
history and the social sciences, including in:

a. United States history.

(1) The evolution of the American constitutional republic
and its ideas, institutions, and practices from the
philosophical origins in the Enlightenment through the
debates of the colonial period to the present; the American
Revolution, including ideas and principles preserved in
significant Virginia and United States historical
documents as required by § 22.1-201 of the Code of
Virginia (the Declaration of American Independence; the
general principles of the Constitution of the United States;
the Virginia Statute of Religious Freedom; the charters of
The Virginia Company of April 10, 1606, May 23, 16009,
and March 12, 1612; and the Virginia Declaration of
Rights); Articles of Confederation; and historical
challenges to the American political system;

(2) The influence of religious traditions on American
heritage and contemporary American society;

(3) The influence of immigration on American political,
social, cultural, and economic life;

(4) The origins, effects, aftermath, and significance of the
two world wars, the Korean and Vietnam conflicts, and the
post-Cold War era;

(5) The social, political, and economic transformations in
American life during the 20th century;

(6) The tensions between liberty and equality, liberty and
order, region and nation, individualism and the common
welfare, and cultural diversity and national unity; and

(7) The difference between a democracy and a republic
and other types of economic and political systems; and

(8) The history, culture, contributions, and agency of
African Americans, including (i) an understanding of
African _origins; (ii) the African diaspora; (iii)
developments of the Black experience in North America;
(iv) the institution of slavery in the United States,
including historical perspectives of the enslaved; and (v)
how African Americans helped shape and have been
shaped by American society.

b. World history.

(1) The political, philosophical, and cultural legacies of
ancient American, Asian, African, and European
civilizations;

(2) The origins, ideas, and institutions of Judaism,
Christianity, Hinduism, Confucianism and Taoism, and
Shinto, Buddhist, and Islamic religious traditions;

(3) Medieval society, institutions, and civilizations;
feudalism; and the evolution of representative
government;

(4) The social, political, cultural, and economic
innovations of selected civilizations in Africa, Asia,
Europe, and the Americas;

(5) The ideas of the Renaissance and the Reformation,
European exploration, and the origins of capitalism and
colonization;

(6) The cultural ideas of the Enlightenment and the
intellectual and political revolution of the 17th and 18th
centuries;

(7) The sources, results, and influences of the American,
French, and Latin American revolutions;

(8) The social and economic consequences of the
Industrial Revolution and its impact on politics, culture,
and the lives of everyday people;

(9) The influence of global ideologies of the 19th and 20th
centuries;

(10) The origins, effects, aftermath, and significance of the
two world wars, the Korean and Vietnam conflicts, and the
post-Cold War era; and

(11) The development of globalization and the growing
interdependence and inter-relationship among countries
and cultures in the world.

c. Civics, government, and economics.

(1) The essential characteristics of governments;

(2) The importance of the rule of law for the protection of
individual rights and the common good,;

(3) The rights and responsibilities of American
citizenship;

Volume 38, Issue 12 Virginia Register of Regulations January 31, 2022

1236



Regulations

(4) The nature and purposes of constitutions and
alternative  ways of  organizing  constitutional
governments;

(5) American political culture;
(6) Principles of the American constitutional republic;
(7) The idea of federalism and states' rights;

(8) The structures, functions, and powers of local and state
government;

(9) Importance of citizen participation in the political
process in local and state government;

(10) Local government and civics instruction specific to
Virginia;

(11) The structures, functions, and powers of the national
government;

(12) The role of the United States government in foreign
policy and national security;

(13) The structure and role of the local, state, and federal
judiciary;

(14) The structure and function of the United States
market economy as compared with other economies;

(15) Knowledge of the impact of the government role in
the economy and individual economic and political
freedoms;

(16) Knowledge of economic systems in the areas of
productivity and key economic indicators;

(17) The analysis of global economic trends; and

(18) Knowledge of international organizations, both
political and economic, such as the United Nations,
International Court in the Hague, and the International
Monetary Fund.

d. Geography.
(1) Relationship between human activity and the physical
environment, the ways in which geography governs

human activity, and the effects of human activity on
geographic features;

(2) Use of maps and other geographic representations,
tools, and technologies to acquire, process, and report
information;

(3) Physical and human characteristics of places;
(4) Physical processes that shape the surface of the earth;

(5) Characteristics, distribution, and migration of human
populations;

(6) Patterns and networks of economic interdependence;

(7) Processes, patterns, and functions of human
settlement;

(8) How the forces of conflict and cooperation influence
the division and control of the earth's surface;

(9) Changes that occur in the meaning, use, distribution,
and importance of resources;

(10) Applying geography to interpret the past and the
present and to plan for the future; and

(11) Impact of geospatial technologies on the study of
geography, physical and human.

2. Understanding of history and social sciences to appreciate
the significance of:

a. Diverse cultures and shared humanity;

b. How things happen, how they change, and how human
intervention matters;

c. The interplay of change and continuity;

d. How people in other times and places have struggled
with fundamental questions of truth, justice, and personal
responsibility;

e. The importance of individuals and groups who have
made a difference in history and the significance of
personal character to the future of society;

f. The relationship among history, geography, civics, and
economics;

g. The difference between fact and conjecture, evidence
and assertion, and the importance of framing useful
questions;

h. How ideas have real consequences; and

i. The importance of primary documents and the potential
problems with second-hand accounts.

3. Understanding of the use of the content and processes of
history and social sciences instruction, including:

a. Fluency in historical thinking and geographic analysis
skills;

b. Skill in debate, discussion, and persuasive writing;

c. The ability to organize key social science content into
meaningful units of instruction based on historical
thinking skills;

d. The ability to provide instruction using a variety of
instructional techniques;

e. The ability to evaluate primary and secondary
instructional  resources, instruction, and student
achievement;

f. The ability to incorporate appropriate technologies into
social science instruction; and

g. The development of digital literacy skills while
recognizing the influence of the media.

4. Understanding of the content, processes, and skills of one
of the social sciences disciplines at a level equivalent to an
undergraduate major, along with proficient understanding of
supporting disciplines to ensure:

a. The ability to teach the processes and organizing
concepts of social science;

b. An understanding of the significance of the social
sciences; and
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c. Student achievement in the social sciences.

5. Understanding of and proficiency in grammar, usage, and
mechanics and their integration in writing and
communications.

6. Understanding of and proficiency in pedagogy to
incorporate writing as an instructional and assessment tool
for candidates to generate, gather, plan, organize, and
present ideas in writing to communicate for a variety of
purposes.

7. Skills necessary to teach research including use of primary
and secondary sources, ethical accessing, evaluating,
organizing, crediting, and synthesizing information.

8VAC20-543-570. Administration and supervision preK-
12.

A. The program in administration and supervision preK-12
shall ensure that the candidate has completed three years of
successful, full-time experience in a public school or
accredited nonpublic school in an instructional personnel
position that requires licensure in Virginia and demonstrated
the following competencies:

1. Knowledge, understanding, and application of planning,
assessment, and instructional leadership that builds
collective professional capacity, including;

a. Principles of student motivation, growth, and
development as a foundation for age-appropriate and
grade-appropriate curriculum, instruction, and
assessment;

b. Collaborative leadership in gathering and analyzing
data to identify needs to develop and implement a school
improvement plan that results in increased student
learning;

c. Planning, implementation, and refinement of standards-
based curriculum aligned with instruction and assessment;

d. Collaborative planning and implementation of a variety
of assessment techniques, including examination of
student work, that yield individual, class, grade level, and
school level data as a foundation for identifying existing
competencies and targeting areas in need of further
attention;

e. Incorporation of differentiated and effective instruction
that responds to individual learner needs including
appropriate response to cultural, ethnic, and linguistic
diversity;

f. Knowledge, understanding, and application of the
federal and state regulatory requirements; and
expectations associated with identification, education, and
evaluation of students with disabilities; comprehension of
(i) _key special education laws and regulations; (ii)
individualized education program development; (iii) the
roles and responsibilities of special education teachers;
and (iv) appropriate behavior management practices;

g. Collaboratively working with parents and school
personnel to ensure that students with disabilities are
included as a valued part of the school community, and
that they receive effective and appropriately intensive
instruction to assist them in meeting the standards set for
all students, as well as individual goals outlined in their
individualized education plans (IEPs);

h. Integration of technology in curriculum and instruction
to enhance learner understanding;

i. Identification, analysis, and resolution of problems
using effective problem-solving techniques; and

j. Development, articulation, implementation, and
stewardship of a vision of excellence linked to mission and
core beliefs that promote continuous improvement
consistent with the goals of the school division.

2. Knowledge, understanding, and application of leadership
and organizations, including;

a. The change process of systems, organizations, and
individuals using appropriate and effective adult learning
models;

b. Aligning organizational practice, division mission, and
core beliefs for developing and implementing strategic
plans;

c. Information sources and processing, including data
collection and data analysis strategies;

d. Using data as a part of ongoing program evaluation to
inform and lead change;

e. Developing a change management strategy for
improved student outcomes;

f. Developing distributed leadership strategies to create
personalized learning environments for diverse schools;
and

g. Effective two-way communication skills including
consensus building, negotiation, and mediation skills.

3. Knowledge, understanding, and application of
management and leadership skills that achieve effective and
efficient organizational operations and sustain an
instructional program conducive to student academic
progress, including;
a. Alignment of curriculum and instruction and
assessment of the educational program to achieve high
academic success at the school and division or district
level,

b. Principles and issues of supervising and leading others
to ensure a working and learning climate that is safe,
secure, and respectful of a diverse school community;

c. Management decisions that ensure successful teaching
and learning including human resources management and
development, theories of motivation, change in school
culture, innovation and creativity, conflict resolution,
adult learning, and professional development models;
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d. Knowledge, understanding, and application of
Virginia's Guidelines for Uniform Performance Standards
and Evaluation Criteria for Teachers and the Guidelines
for Uniform Performance Standards and Evaluation
Criteria for Principals;

e. Principles and issues related to fiscal operations of
school management;

f. Principles and issues related to school facilities and use
of space and time for supporting high-quality school
instruction and student learning;

g. Legal issues impacting school
management;

h. Technologies that support management functions; and
i. Application of data-driven decision-making to initiate

and continue improvement in school and classroom
practices and student achievement.

operations and

4. Knowledge, understanding, and application of the
conditions and dynamics impacting a diverse school
community, including:

a. Emerging issues and trends within school and
community relations;

b. Working collaboratively with staff, families, and
community members to secure resources and to support
the success of a diverse population;

c. Developing appropriate public relations and public
engagement strategies and processes for building and
sustaining positive relationships with families, caregivers,
and community partners; and

d. Integration of technology to support communication
efforts.

5. Knowledge, understanding, and application of the purpose
of education and the role of professionalism in advancing
educational goals, including:

a. Philosophy of education that reflects commitment to
principles of honesty, fairness, caring, and equity in day-
to-day professional behavior;

b. Integration of high quality, content rich, job-embedded
professional learning that respects the contribution of all
faculty and staff members in building a diverse
professional learning community;

c. Reflective understanding of potential moral and legal
consequences of decision-making in the school setting;

d. Intentional and purposeful effort to model professional,
moral, and ethical standards, as well as personal integrity
in all interactions; and

e. Intentional and purposeful effort to model continuous
professional learning and to work collegially and
collaboratively with all members of the school community
to support the school's goals and enhance its collective
capacity.

6. Knowledge, understanding, and application of basic
leadership theories and influences that impact schools
including:
a. Concepts of leadership including systems theory,
change theory, learning organizations, and current
leadership theory;

b. Ability to identify and respond to internal and external
forces and influences on a school,;

c. Ability to identify and apply the processes of
educational policy development at the state, local, and
school level; and

d. Ability to identify and demonstrate ways to influence
educational policy development at the state, local, and
school level.

B. Complete a deliberately structured and supervised
internship that is focused on student academic progress for all
students and

1. Provides significant experiences within a school
environment for candidates to synthesize and apply the
content knowledge and develop professional skills through
school-based leadership experiences;

2. Shall occur in a public or accredited nonpublic school,;

3. Provides exposure to five different multiple sites,
including elementary, middle, high, central office, and
agency with diverse student populations; and

4. Documents a minimum of 320 clock hours of
administration and supervision internship, of which at least
120 clock hours are embedded as experiential field-based
opportunities experienced during coursework.

C. Satisfy the requirements for the school leaders licensure
assessment prescribed by the Board of Education. Individuals
seeking an initial administration and supervision endorsement
who are interested in serving as central office instructional
personnel are not required to take and pass the school leaders
assessment prescribed by the Board of Education.

VAR. Doc. No. R22-6895; Filed January 10, 2022, 12:47 p.m.

Proposed Regulation

Title of Requlation: 8VAC20-543. Regulations Governing
the Review and Approval of Education Programs in
Virginia (amending 8VAC20-543-90; adding 8VAC20-543-
275 through 8VAC20-543-279).

Statutory Authority: 88 22.1-16 and 22.1-298.2 of the Code of
Virginia.

Public Hearing Information: No public hearing is currently
scheduled.

Public Comment Deadline: April 1, 2022.

Agency Contact: Tara McDaniel, Director of Teacher
Education, Department of Education, James Monroe Building,
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101 North 14th Street, Richmond, VA 23219, telephone (804)
371-2475, or email tara.mcdaniel@doe.virginia.gov.

Basis: Section 22.1-16 of the Code of Virginia gives the State
Board of Education authority to promulgate regulations to
carry out its statutory powers and duties. Pursuant to the § 22.1-
298.2 of the Code of Virginia, the board has the authority to
prescribe by regulation the requirements for accreditation and
approval of education preparation programs. Section 22.1-
200.03 of the Code of Virginia requires the board to develop
and approve objectives for economics education and financial
literacy to be required of all students at the middle and high
school levels.

Purpose: The regulatory action is to establish an add-on
endorsement to teach economics and personal finance. The
add-on endorsement will expand the hnumber of teachers who
may teach economics and personal finance and ensure that
such teachers have completing training in economics and
personal finance. Students who gain knowledge and skills in
economics and personal finance are more productive citizens
in society.

The regulatory action also establishes endorsements in dual
language so that individuals who had expertise in elementary
education or world languages can teach in dual language
programs and seek a specific endorsement addressing the area
in which they are teaching. This will allow someone who has
world language preparation to teach in an elementary dual
language program without seeking both a world language
endorsement and an elementary endorsement.

Substance: The substantive provision is the addition of the add-
on endorsement in economics and personal finance to provide
assurances that teachers instructing the courses have
preparation in economics and personal finance. The
amendments also include the following plan related to the
implementation of the new add-on endorsement. Upon the
effective date of the establishment of the economics and
personal finance endorsement, individuals who hold a teaching
license may be eligible for the economics and personal finance
add-on endorsement if the individual completed one year of
successful teaching experience in Virginia as the teacher of
record in economics and personal finance prior to the effective
date of this endorsement and receives the recommendation
from the Virginia school division superintendent where the
individual is employed at the time of the request. Individuals
who are teaching in Virginia public schools and meet
grandfathering requirements will receive the economics and
personal finance endorsement at no additional cost. The $50
fee to apply for an additional endorsement would be waived
because these individuals currently may teach economics and
personal finance with the endorsements on their license. A
transition period of two years should be implemented from the
effective date of the endorsement for individuals to complete
the requirements to add the endorsement. As of the effective
date of the endorsement, those currently teaching the course

and those receiving the endorsement through grandfathering,
will be endorsed to teach the course.

The amendments also make revisions to professional studies
requirements and add the following new endorsements:

Professional Studies Requirements for Dual Language, Dual
Language (English) Endorsement PreK-6, Dual Language
English PreK-6 Add-on Endorsement, Dual Language Target
Language Endorsement PreK-6, Dual Language Target
Language PreK-6 Add-on Endorsement.

Issues: The advantages include that by requiring teachers to
obtain training in economics and personal finance will better
prepare them to teach courses in economics and personal
finance to students who take the course. Experienced teachers
who have been teaching the course, as specified by the board,
may be recommended for the add-on endorsement by the
employing school division superintendent. The advantages of
the endorsements allow additional options for individuals
seeking endorsements to teach elementary dual language
classes.

Department of Planning and Budget's Economic Impact
Analysis:

Summary of the Proposed Amendments to Regulation. The
Board of Education (Board) proposes to amend the
Regulations Governing the Review and Approval of Education
Programs in Virginia in order to establish an add-on
endorsement! to teach economics and personal finance, as well
as endorsements and add-on endorsements to teach in dual
language instruction in pre-kindergarten through grade six
(preK-6). These proposed amendments to the regulations
governing teacher education programs would complement
concurrent actions that amend the regulations governing
teacher licensure.

Background. The Licensure Regulations for School Personnel
(Licensure  Regulations) include  teacher licensure
endorsements (and add-on endorsements) to teach in various
specified fields.? The requirements for each specified field
typically state that to earn the particular endorsement, the
teacher must either complete an approved teacher preparation
program in the specified field, or alternatively complete
coursework or training that is spelled out in the Licensure
Regulations. In two other concurrent actions, the Board is
proposing to amend the Licensure Regulations to add the
Economics and Personal Finance Add-on Endorsement
(Action 5233)° and also add endorsements and add-on
endorsements in dual language instruction in pre-kindergarten
through grade six (Action 5258).4

In the action addressed in this analysis, the Board proposes to
establish in the Regulations Governing the Review and
Approval of Education Programs in Virginia the requirements
for teacher preparation programs at colleges and universities
for those same endorsements.

Economics and Personal Finance. In order to earn a Standard
or Advanced Studies Diploma, public high school students
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must pass a course on economics and personal finance.
Currently, there is no specific endorsement to teach courses in
economics and personal finance in either the Licensure
Regulations or in the Regulations Governing the Review and
Approval of Education Programs in Virginia. According to the
Department of Education (DOE), teachers holding valid
Virginia licenses with endorsements in specific areas of
agricultural education, business and information technology,
family and consumer sciences, history and social science,
marketing, and mathematics may teach the courses.®

The proposed requirements for the Economics and Personal
Finance Add-on Endorsement in the Regulations Governing
the Review and Approval of Education Programs in Virginia
are as follows:

"The program in Economics and Personal Finance shall
ensure that the candidate holds an active license
(Collegiate ~ Professional License,  Postgraduate
Professional License, or a Provisional License leading to
a Collegiate Professional or Postgraduate Professional
License) with a teaching endorsement or endorsements
issued by the Virginia Board of Education and has
demonstrated the following competencies:

1. Understanding and demonstration of the required
knowledge, skills, and processes to support learners in
achievement of the Economics and Personal Finance
Virginia Standards of Learning, including:

a. integration of economic concepts and structures,
including how consumers, businesses and governments
face scarcity of resources and make trade-offs and incur
opportunity costs;

b. role of producers and consumers in a market economy
including response to incentives, the role of entrepreneurs
and how costs and revenues affect profit and supply;

c. the price system;
d. factors that affect income;

e. nation's economic goals, including full employment,
stable prices, and economic growth;

f. nation's financial system;
g. monetary and fiscal policy;
h. role of government in a market economy;

i. global economy including trade and comparative
advantage;

j. consumer skills;

k. planning for living and leisure expenses;
I. banking transactions;

m. credit and loan functions;

n. role of insurance in risk management;

0. income earning, taxes, and reporting;

p. personal financial planning;

g. investment and savings planning;

r. financing postsecondary education (including the Free
Application for Federal Student Aid); and

2. Understanding and knowledge of teaching in an online
or blended learning environment.

The proposed text does not specify the course structure,
number of courses, or time to be spent on the
competencies."

Further, the proposed amendments in this action (as well as
Action 5233) do not specify whether or not the Economics and
Personal Finance Add-on Endorsement would be required for
teaching courses in economics and personal finance.
According to DOE, however, two years after the effective date
of Action 5233, the endorsement would be required to teach
the courses.® Also according to DOE, there would be a
grandfathering exception such that upon the effective date of
Action 5233, individuals who hold a teaching license
(Collegiate Professional, Postgraduate Professional License, or
a Provisional License leading to a Collegiate Professional or
Postgraduate Professional License) may be eligible for the
economics and personal finance add-on endorsement if the
individual:
completed one year of successful teaching experience
(satisfactory  performance rating on summative
evaluation) in Virginia as the teacher of record in
economics and personal finance prior to the effective date
of this endorsement; and

receives the recommendation from the Virginia school
division superintendent where the individual is employed
at the time of the request.

Dual Language. Chapter 391 of the 2018 Acts of Assembly’
requires that the Board "provide for licensure of teachers with
an endorsement in dual language instruction pre-kindergarten
through grade six." The legislation defines "dual language
instruction” as "instruction that is delivered in English and in a
second language.” There are currently elementary school dual
language programs in ten school divisions.® According to
DOE, other school divisions have expressed interest in adding
such programs.

Currently, in order to teach in an elementary school dual
language program in a foreign language, the teacher must have
endorsements in both the foreign language and elementary
education. In contrast, teaching in an elementary school dual
language program in English only requires the elementary
education endorsement. The Board proposes to establish
separate endorsements for dual language instruction in pre-
kindergarten through grade six in the "target language" and in
English, where the target language would be a foreign
language (such as Spanish, French, etc.) as noted on the
endorsement.

The Board also proposes to establish separate add-on
endorsements for dual language instruction in pre-kindergarten
through grade six, in both the target language and in English.
An add-on endorsement, only available for some fields, can be
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earned when a teacher already has at least one other
endorsement. Add-on endorsements are not available for the
majority of fields. For example, foreign languages and
elementary education do not have add-on endorsements. The
proposed dual language add-on endorsements include fewer
competencies than the comparable proposed dual language
endorsements since it is presumed that skills required for
teaching across different fields would be covered in in the
initial endorsement for someone obtaining an add-on
endorsement.

The proposed requirements for the Dual Language (Target
Language) preK-6 Add-on Endorsement in the Regulations
Governing the Review and Approval of Education Programs in
Virginia include several specific elements that programs must
meet, such as holding an active teaching license with an
endorsement in the Target Language, completion of a 45-
clock-hour practicum in dual language (Target Language),®
eight listed competencies that the candidate must demonstrate,
and either passing the rigorous elementary education
assessment prescribed by the Board or completion of math,
laboratory science, history and social science courses
(including methods of teaching the specific subjects).

The proposed requirements for the Dual Language (English)
PreK-6 Add-on Endorsement in the Regulations Governing the
Review and Approval of Education Programs in Virginia
include several specific elements that programs must meet,
such as holding an active teaching license with an elementary
education endorsement, completion of a 45-clock-hour
practicum in dual language (English),’® and eight listed
competencies that the candidate must demonstrate.

Estimated Benefits and Costs Economics and Personal
Finance. Though the proposed text for the establishment of the
Economics and Personal Finance Add-on Endorsement does
not directly affect who may teach economics and personal
finance courses, as stated above, DOE has indicated that the
endorsement would effectively be required to teach such
courses two years after the effective date of Action 5233.

Colleges and universities that wish to develop an add-on
endorsement program in economics and personal finance
would have the discretion to design it as they wish concerning
number of courses and credits, as long as all of the proposed
required competency topics are covered. The program would
be subject to Board approval.*! The proposed alternative route
of obtaining the Economics and Personal Finance Add-on
Endorsement in Action 5233 would require six semester hours
of economics'? and three semester hours of personal finance.*®

Notwithstanding those who would be grandfathered in, earning
the Economics and Personal Finance (Add-on Endorsement)
would provide much greater assurance that future teachers of
economics and personal finance courses would be
knowledgeable in the subject matter that they are teaching.
This in turn would likely have a positive impact on students
obtaining and retaining economics and personal finance

knowledge and skills, perhaps positively affecting their
productivity, job prospects, and personal finances.

Dual Language (Target Language). As alluded to in the
Background section, currently a teacher with a foreign
language endorsement would have to also obtain an elementary
education endorsement to teach in an elementary school dual
language program in the foreign language. Once the Dual
Language (Target Language) PreK-6 Add-on Endorsement is
established, a teacher with a foreign language endorsement
could qualify to teach in an elementary school dual language
program in the foreign language by either obtaining the Dual
Language (Target Language) PreK-6 Add-on Endorsement or
the elementary education endorsement.

Colleges and universities have much discretion in how they
structure their elementary education endorsement programs.
All of the competencies must be covered, and the Board must
approve the program, but there are no set number of courses or
credits required for these programs in the Regulations
Governing the Review and Approval of Education Programs in
Virginia. Thus, a direct comparison of the number of courses
or credits in elementary education endorsement programs
versus Dual Language (Target Language) PreK-6 Add-on
Endorsement programs cannot be made; but as would be
expected when comparing an add-on endorsement to an
endorsement, the list of proposed required competencies is
considerably shorter for the Dual Language (Target Language)
PreK-6 Add-on Endorsement. DOE has indicated that the
agency would expect that approved Dual Language (Target
Language) PreK-6 Add-on Endorsement programs developed
by colleges would entail fewer courses and less time to
complete than would elementary education endorsement
programs.

Thus, the proposed Dual Language (Target Language) PreK-6
Add-on Endorsement would likely reduce the cost for a teacher
with a foreign language endorsement to teach in an elementary
school dual language program in the foreign language. This
reduced cost may make it easier for school districts to find
qualified teachers to teach in existing or planned elementary
school dual language programs.

Dual Language (English). Individuals who hold a valid
Virginia teaching license with an elementary education
endorsement may t each in an elementary school dual language
program in English without the proposed Dual Language
(English) Endorsement or Add-on Endorsement. The proposed
Dual Language (English) PreK-6 Add-on Endorsement has a
prerequisite of an endorsement in elementary education. So the
establishment of the Dual Language (English) PreK-6 Add-on
Endorsement does not reduce the cost of becoming qualified to
teach in an elementary school dual language program in
English. Nevertheless, as it contains dual language specific
content, it could be useful for teachers who wish to distinguish
themselves as candidates for teaching positions (in English) in
an elementary school dual language program.
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Businesses and Other Entities Affected. Virginia colleges and
universities with approved educator preparation programs
would be affected if they are interested in adding one or more
of the proposed endorsements. The Virginia colleges and
universities with approved educator preparation programs are:
Averett University, Bluefield College, Bridgewater College,
Christopher Newport  University, Eastern Mennonite
University, Emory and Henry College, Ferrum College,
George Mason University, Hampton University, Hollins
University, James Madison University, Liberty University,
Longwood University, Mary Baldwin University, Marymount
University, Norfolk State University, Old Dominion
University, Radford University, Randolph College, Randolph-
Macon College, Regent University, Roanoke College,
Shenandoah University, Southern Virginia University,* Sweet
Briar College, University of Lynchburg, University of Mary
Washington, University of Richmond, University of Virginia,
University of Virginia's College at Wise, Virginia
Commonwealth  University, Virginia State University,
Virginia Tech, Virginia Union University, Virginia Wesleyan
University, Washington and Lee University,* and William &
Mary.

The 132 local public school divisions in the Commonwealth
would be affected as well.

Small Businesses'® Affected. The proposed amendments do
not appear to adversely affect small businesses.

Localities!” Affected.’® All Virginia localities would be
affected by the proposed Economics and Personal Finance
Add-on Endorsement. Albemarle, Alexandria, Arlington,
Chesterfield, Fairfax County, Harrisonburg, Newport News,
Stafford, Winchester, and Virginia Beach would be
particularly affected by the proposed dual language add-on
endorsements and endorsements as these localities have school
divisions with elementary school dual language programs.
Localities considering adding elementary school dual language
programs would also be particularly affected. The proposed
amendments would not increase costs for local governments.

Projected Impact on Employment. To the extent that colleges
and universities choose to establish some or all of the proposed
new endorsements, there would likely be some additional
positions created to teach and administer the new endorsement
programs.

Effects on the Use and Value of Private Property. Some private
colleges and universities with approved educator preparation
programs may choose to add an Economics and Personal
Finance Add-on Endorsement program and/or dual language
add-on endorsement and endorsement programs.

*An add-on endorsement, only available for some fields, can be earned when
a teacher already has at least one other endorsement.

2See https://law.lis.virginia.gov/admincode/title8/agency20/chapter23/
3See https://townhall.virginia.gov/L/ViewAction.cfm?actionid=5233
“See https://townhall.virginia.gov/L/ViewAction.cfm?actionid=5258

SSee
https://www.doe.virginia.gov/instruction/economics_personal_finance/resour
ces/fag.shtml

SDOE stated that this requirement would be established through a
Superintendent's Memo and possibly further regulatory action.

"See https://lis.virginia.gov/cgi-bin/legp604.exe?181+ful+CHAP0391

8The 10 school divisions are Albemarle, Alexandria, Arlington, Chesterfield,
Fairfax County, Harrisonburg, Newport News, Stafford, Winchester, and
Virginia Beach.

°0One year of successful, full-time teaching experience in a public school or
accredited nonpublic school in dual language (Target Language) may be
accepted in lieu of the practicum.

0ne year of successful, full-time teaching experience in a public school or
accredited nonpublic school in dual language (English) may be accepted in lieu
of the practicum.

HGee
https://law.lis.virginia.gov/admincodefull/title8/agency20/chapter543/partll1/

12The proposed text also allows the following in lieu of the six semester hours
of economics: "or a non-college credit institute in economics. The non-college
credit institute in economics must be a minimum of 45 clock hours and offered
by a Virginia school division or a regionally accredited college or university.
The institute must include the economics content set forth in the Virginia
Standards of Learning for economics and personal finance and be approved by
the Department of Education."

13The proposed text also allows the following in lieu of the three semester
hours of personal finance: "or a non-college credit institute in finance. The
non-college credit institution in finance must be a minimum of 45 clock hours
and offered by a Virginia school division or a regionally accredited college or
university. The institute must include the personal finance content set forth in
the Standards of Learning for economics and personal finance and be approved
by the Department of Education."”

4Washington and Lee University and Southern Virginia University have
partnered to form the Rockbridge Teacher Education Consortium. See
https://columns.wlu.edu/rockbridge-county-universities-form-teacher-
education-consortium/

Bbid
puyrsuant to § 2.2-4007.04 of the Code of Virginia, small business is defined
as "a business entity, including its affiliates, that (i) is independently owned

and operated and (ii) employs fewer than 500 full-time employees or has gross
annual sales of less than $6 million."

1™ ocality" can refer to either local governments or the locations in the
Commonwealth where the activities relevant to the regulatory change are most
likely to occur.

188 2.2-4007.04 defines "particularly affected” as bearing disproportionate
material impact.

Agency's Response to Economic Impact Analysis: The agency
concurs with the economic impact analysis completed by the
Department of Planning and Budget.

Summary:
The proposed regulatory action (i) establishes dual
language endorsements and an economics and personal
finance add-on endorsement and (ii) prescribes how
teachers will qualify for the endorsements.

8VAC20-543-90. Professional studies requirements for
early/primary education, elementary education, dual
language, and middle education.

Professional  studies requirements for early/primary
education, elementary education, dual language, and middle
education:
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1. Human development and learning (birth through
adolescence).

a. Skills in this area shall contribute to an understanding
of the physical, social, emotional, speech and language,
and intellectual development of children and the ability to
use this understanding in guiding learning experiences and
relating meaningfully to students.

b. The interaction of children with individual differences -
economic, social, racial, ethnic, religious, physical, and
cognitive - should be incorporated to include skills
contributing to an understanding of developmental
disabilities and developmental issues related, but not
limited to, low socioeconomic status; attention deficit
disorders; developmental disorders; gifted education,
including the use of multiple criteria to identify gifted
students; substance abuse; trauma, including child abuse,
and neglect and other adverse childhood experiences; and
family disruptions.

2. Curriculum and instruction.

a. Early/primary education preK-3 or elementary
education preK-6 curriculum and instruction.

(1) Skills in this area shall contribute to an understanding
of the principles of learning; the application of skills in
discipline-specific methodology; varied and effective
methods of communication with and among students;
selection and use of materials, including media and
contemporary technologies; and selection, development,
and use of appropriate curricula, methodologies, and
materials that support and enhance student learning and
reflect the research on unique, age-appropriate, and
culturally relevant curriculum and pedagogy.

(2) Understanding of the principles of online learning and
online instructional strategies and the application of skills
to deliver online instruction shall be included.

(3) Instructional practices that are sensitive to culturally
and linguistically diverse learners, including English
learners, gifted and talented students, and students with
disabilities; and appropriate for the level of endorsement
(preK-3 or preK-6) sought shall be included.

(4) Teaching methods shall be tailored to promote student
engagement and student academic progress and effective
preparation for the Virginia Standards of Learning
assessments.

(5) Study in (i) methods of improving communication
between schools and families;; (ii) communicating with
families regarding social and instructional needs of
childrens; (iii) ways of increasing family engagement in
student learning at home and in schools; (iv) the Virginia
Standards of Learning—and; (v) English Language
Development Standards (WIDA); and (vi) Virginia
Foundation Blocks for Early Learning: Comprehensive
Standards for Four-Year-Olds, or their successor

standards, prepared by the department's Virginia

Department of Education's Office of Humanities-and Early
Childhood shall be included.

(6) Early childhood educators must understand the role of
families in child development and in relation to teaching
educational skills.

(7) Early childhood educators must understand the role of
the informal and play-mediated settings for promoting
students' skills and development and must demonstrate
knowledge and skill in interacting in such situations to
promote specific learning outcomes as reflected in
Virginia's Foundation Blocks for Early Learning:
Comprehensive Standards for Four-Year-Olds, or their
successor standards.

(8) Demonstrated proficiency in the use of educational
technology for instruction shall be included. Study in child
abuse recognition and intervention in accordance with
curriculum guidelines developed by the Virginia Board of
Education in consultation with the Virginia Department of
Social Services and training or certification in emergency
first aid, cardiopulmonary resuscitation, and the use of
automated external defibrillators must be included.

(9) Pre-student teaching experiences (field experiences)
should be evident within these skills.

b. Dual language preK-6 curriculum and instruction.

(1) Skills in this area shall contribute to an understanding
of the principles of learning; dual language acquisition;
theories of second language acquisition; the application of
skills in discipline-specific methodology; varied and
effective_methods of communication with and among
students; selection and use of materials, including media
and  contemporary technologies; and  selection,
development, and use of appropriate curricula,
methodologies, and materials that support and enhance
student learning and reflect the research on unigue, age-
appropriate, and culturally relevant curriculum and
pedagoqy.

(2) Understanding of the principles of online learning and
online instructional strategies and the application of skills
to deliver online instruction shall be included.

(3) Instructional practices that are sensitive to culturally
and linguistically diverse learners, including English
learners, gifted and talented students, and students with
disabilities, and appropriate for the preK-3 or preK-6
endorsement shall be included.

(4) Teaching methods shall be tailored to promote student
engagement and student academic progress and effective
preparation for the Virginia Standards of Learning
assessments.

(5) Study in (i) methods of improving communication
between schools and families; (ii) communicating with
families regarding social and instructional needs of
children; (iii) ways of increasing family engagement in
student learning at home and in school; (iv) the Virginia
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Standards of Learning; and (v) Virginia Foundation
Blocks for Early Learning: Comprehensive Standards for
Four-Year-Olds, or their successor standards, prepared by
the Virginia Department of Education's Office of Early
Childhood shall be included.

(6) Early childhood educators shall understand the role of
families in child development and in relation to teaching
educational skills.

(7) Early childhood educators shall understand the role of
the informal and play-mediated settings for promoting
students' skills and development and shall demonstrate
knowledge and skill in interacting in such situations to
promote specific learning outcomes as reflected in
Virginia's Foundation Blocks for Early Learning:
Comprehensive Standards for Four-Year-Olds, or their
successor standards.

(8) Demonstrated proficiency in the use of educational
technology for instruction shall be required.

(9) Pre-student teaching experiences (field experiences)
should be evident within these skKills.

¢. Middle education 6-8 six to eight curriculum and
instruction.

(1) Skills in this area shall contribute to an understanding
of the principles of learning; the application of skills in
discipline-specific methodology; effective
communication with and among students;; selection and
use of materials, including media and contemporary
technologies;; and evaluation of pupil performance.

(2) Understanding of the principles of online learning and
online instructional strategies and the application of skills
to deliver online instruction shall be included.

(3) Instructional practices that are sensitive to culturally
and linguistically diverse learners including English
learners, gifted and talented students, and students with
disabilities, and must be appropriate for the middle
education endorsement shall be included.

(4) Teaching methods shall be tailored to promote student
engagement and student academic progress and effective
preparation for the Virginia Standards of Learning
assessments.

(5) Study in methods of improving communication
between schools and families, ways of increasing family
engagement in student learning at home and in school, and
the Virginia Standards of Learning shall be included.

(6) Demonstrated proficiency in the use of educational
technology for instruction shall be included. Study in child
abuse recognition and intervention in accordance with
curriculum guidelines developed by the Virginia Board of
Education in consultation with the Virginia Department of
Social Services and training or certification in emergency
first aid cardiopulpmonary resuscitation and the use of
automatic external defibrillators shall be included.

(7) Pre-student teaching experiences (field experiences)
should be evident within these skills.

3. Classroom and behavior management. Skills in this area
shall contribute to an understanding and application of
research-based classroom and behavior management
techniques, classroom community building, positive
behavior supports, and individual interventions, including
techniques that promote emotional well-being and teach and
maintain behavioral conduct and skills consistent with
norms, standards, and rules of the educational environment.
This area shall address diverse approaches based upon
culturally responsive behavioral, cognitive, affective, social,
and ecological theory and practice. Approaches should
support professionally appropriate practices that promote
positive redirection of behavior, development of social
skills, and development of self-discipline. Knowledge and
an understanding of various school crisis management and
safety plans and the demonstrated ability to create a safe,
orderly classroom environment shall be included. The link
between classroom management and students' ages must be
understood and demonstrated in techniques used in the
classroom.

4. Assessment of and for learning.

a. Skills in this area shall be designed to develop an
understanding and application of creating, selecting, and
implementing valid and reliable classroom-based
assessments of student learning, including formative and
summative assessments. Assessments designed and
adapted to meet the needs of diverse learners shall be
addressed.

b. Analytical skills necessary to inform ongoing planning
and instruction, as well as to understand, and help students
understand their own progress and growth shall be
included.

c. Skills also include the ability to understand the
relationships among assessment, instruction, and
monitoring student progress to include student
performance measures in grading practices; the ability to
interpret valid assessments using a variety of formats in
order to measure student attainment of essential skills in a
standards-based environment; and the ability to analyze
assessment data to make decisions about how to improve
instruction and student performance.

d. Understanding of state assessment programs and
accountability systems, including assessments used for
student achievement goal setting as related to teacher
evaluation and determining student academic progress
must be included.

e. Knowledge of legal and ethical aspects, and skills for
developing familiarity with assessments used in preK-12
education (including diagnostic, college admission exams,
industry certifications, placement assessments).
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5. Foundations of education and the teaching profession.

a. Skills in this area shall be designed to develop an
understanding of the historical, philosophical, and
sociological ~ foundations  underlying the  role,
development, and organization of public education in the
United States.

b. Attention must be given to the legal status of teachers
and students, including federal and state laws and
regulations; school as an organization and culture; and
contemporary issues and current trends in education,
including the impact of technology on education. Local,
state, and federal governance of schools, including the
roles of teachers and schools in communities, shall be
included.

c. Professionalism and ethical standards, as well as
personal integrity shall be addressed.

d. Knowledge and understanding of Virginia's Guidelines
for Uniform Performance Standards and Evaluation
Criteria for Teachers shall be included.

6. Language and Literacy literacy.

a. Early/primary education preK-3 and elementary
education preK-6 language acquisition and reading and
writing. Skills listed for these endorsement areas represent
the minimum competencies that a beginning teacher must
be able to demonstrate. These skills are not intended to
limit the scope of a beginning teacher's program.
Additional knowledge and skills that add to a beginning
teacher's competencies to deliver instruction and improve
student achievement should be included as part of a
quality learning experience.

(1) Language—acquisition: Skills in this—area language
acquisition shall be designed to impart a thorough
understanding of the Virginia English Standards of
Learning, as well as the complex nature of language
acquisition as a precursor to literacy. Language acquisition
shall follow the typical development of linguistic
competence in the areas of phonetics, semantics, syntax,
morphology, phonology, and pragmatics.

(2) Reading—and-writing: Skills in this-area reading and
writing shall be designed to impart a thorough

understanding of the Virginia English Standards of
Learning, as well as the reciprocal nature of reading and
writing. Reading shall include phonemic and other
phonological awareness, concept of print, phonics,
fluency, vocabulary development, and comprehension
strategies. Writing shall include writing strategies and
conventions as supporting the composing and written
expression and usage and mechanics domains. Additional
skills shall include proficiency in understanding the stages
of spelling development, and the writing process, as well
as the ability to foster appreciation of a variety of fiction
and nonfiction text and independent reading.

b. Dual language (English) preK-6 language acquisition
and reading and writing. Skills listed for these
endorsement areas represent the minimum competencies
that a beginning teacher shall be able to demonstrate.
These skills are not intended to limit the scope of a
beginning teacher's program. Additional knowledge and
skills that add to a beginning teacher's competencies to
deliver instruction and improve student achievement
should be included as part of a quality learning experience.

(1) Skills in language acquisition shall be designed to
impart a thorough understanding of the Virginia English
Standards of Learning, as well as the complex nature of
language acquisition as a precursor to literacy. Language
acquisition shall follow the typical development of
linguistic competence in the areas of phonetics, semantics,
syntax, morphology, phonology, and pragmatics.

(2) Skills in literacy development (reading and writing)
shall be designed to impart a thorough understanding of
strategies for integration of content, literacy, and language
development, researched-based strategies for
differentiating instruction for language development; and
language and cognitive support or scaffolding bases on the
various strategies of the language and literacy acquisition
process. Skills in this area shall be designed to impart a
thorough understanding of the Virginia English Standards
of Learning, as well as the reciprocal nature of reading and
writing. Reading shall include phonemic and other
phonological awareness, concept of print, phonics,
fluency, vocabulary development, and comprehension
strategies. Writing shall include writing strategies and
conventions as _supporting composing _and _ written
expression and usage and mechanics domains. Additional
skills shall include proficiency in understanding the stages
of spelling development and the writing process, as well
as the ability to foster appreciation of a variety of fiction
and nonfiction texts and independent reading.

c. Dual language (target language) preK-6 language
acquisition and bilingual literacy development. Skills
listed for these endorsement areas represent the minimum
competencies that a beginning teacher shall be able to
demonstrate. These skills are not intended to limit the
scope of a beginning teacher's program. Additional
knowledge and skills that add to a beginning teacher's
competencies to deliver instruction and improve student
achievement should be included as part of a quality
learning experience.

(1) Skills in language acquisition shall be designed to
impart a thorough understanding of the Virginia English
Standards of Learning, as well as the complex nature of
language acquisition as a precursor to literacy. Language
acquisition shall follow the typical development of
linguistic competence in the areas of phonetics, semantics,
syntax, morphology, phonology, and pragmatics.

Volume 38, Issue 12

Virginia Register of Regulations

January 31, 2022

1246



Regulations

(2) Skills in bilingual literacy development shall be
designed to impart a thorough understanding of strategies
for integration of content, literacy, and language
development, researched-based strategies for
differentiating instruction for dual language; and language
and cognitive support or scaffolding bases on the various
strategies of the second language acquisition process. preK-6.

Reading shall include phonemic and other phonological The programs in dual language (English) preK-6 shall ensure
awareness, concept of print, phonics, fluency, vocabulary  that the candidate has demonstrated the following
development, and comprehension strategies. Writing shall  competencies. National standards in dual language are to be
include writing strategies and conventions as supporting  addressed in the program.

accepted in lieu of the supervised student teaching
experience. A fully licensed, experienced teacher shall be
available in the school building to assist a beginning teacher
employed through the alternate route.

8VAC?20-543-275. Dual language (English) endorsement

composing and written expression and usage and
mechanics domains. Additional skills shall include
proficiency in_understanding the stages of spelling
development and the writing process, as well as the ability
to foster appreciation of a variety of fiction and nonfiction
texts and independent reading.

d. Middle education - language acquisition and reading
development and literacy in the content areas.

(1) Language-acquisition-and-reading-development: Skills
in this-area language acquisition and reading development
shall be designed to impart a thorough understanding of
the complex nature of language acquisition and reading, to
include phonemic and other phonological awareness,
phonics, fluency, vocabulary development, and
comprehension strategies for adolescent learners.
Additional skills shall include proficiency in writing
strategies, as well as the ability to foster appreciation of a
variety of fiction and nonfiction text and independent
reading for adolescent learners.

(2) Literaey-inthe-contentareas: Skills in this-area literacy
in_the content areas shall be designed to impart an
understanding  of  vocabulary  development and
comprehension skills in areas of English, mathematics,
science, history and social science, and other content
areas. Strategies include teaching students how to ask
effective questions, summarize and retell both verbally
and in writing, and to listen effectively. Teaching
strategies include literal, interpretive, critical, and
evaluative comprehension, as well as the ability to foster
appreciation of a variety of fiction and nonfiction text and
independent reading for adolescent readers.

7. Supervised clinical experiences. The supervised clinical
experiences shall be continuous and systematic and
comprised of early field experiences with a minimum of 10
weeks of successful full-time student teaching in the
endorsement area sought under the supervision of a
cooperating teacher with demonstrated effectiveness in the
classroom. The summative supervised student teaching
experience shall include at least 150 clock hours spent in
direct teaching at the level of endorsement in a public or
accredited nonpublic school. One year of successful full-
time teaching experience in the endorsement area in any
public school or accredited nonpublic school may be

1. Methods.

a. _Understanding of the needed knowledge, skills,
dispositions, and processes to support learners in
achievement of Virginia's Foundation Blocks for Early
Learning: Comprehensive Standards for Four-Year-Olds,
or their successor standards, and the Virginia Standards of
Learning in English, mathematics, history and social
science, science, and computer technology;

b. Understanding of current research on the brain, its role
in learning, and implications for instruction;

c. The ability to integrate English, mathematics, science,
health, history and social sciences, art, music, drama,
movement, and technology in learning experiences;

d. The use of differentiated instruction and flexible
groupings to meet the needs of learners at different stages
of development, abilities, and achievement;

e. The use of appropriate methods, including those in
visual and performing arts, to help learners develop
knowledge and basic skills, sustain intellectual curiosity,
and problem-solve;

f. The ability to utilize effective classroom and behavior
management _ skills through methods that build
responsibility and self-discipline promote self-regulation,
and maintain a positive learning environment;

g. The ability to modify and manage learning
environments and experiences to meet the individual
needs of children, including children with disabilities,
gifted children, children who are English learners, and
children with diverse cultural needs;

h. The ability to use formal and informal assessments to
diagnose needs, plan and modify instruction, and record
student progress;

i. A commitment to professional growth and development
through reflection, collaboration, and continuous learning;

i. The ability to analyze, evaluate, and apply guantitative
and qualitative research;

k. Understanding of the Virginia Standards of Learning for
Computer Technology and the ability to use technology as
a_tool for teaching, learning, research, and
communication; and

Volume 38, Issue 12

Virginia Register of Regulations

January 31, 2022

1247



Regulations

|. The ability to adapt task and interactions to_maximize

language development, conceptual understanding, and

skill competence within each child's zone of proximal

development.
2. Knowledge and skills.
a. Reading and English. Understanding of the content,

knowledge, skills, and processes for teaching Virginia's

Foundation Blocks for Early Learning: Comprehensive

Standards for Four-Year-Olds, or their _successor

standards, and the Virginia Standards of Learning for

English, including communication (speaking, listening,

and media literacy), reading, writing, and research and

how these standards provide the core for teaching English

in elementary.
(1) Assessment and diagnostic teaching. The individual

shall:
(a) Be proficient in the use of both formal and informal

assessment as _screening diagnostic, and progress

monitoring measures for the components of reading:
phonemic awareness, letter recognition, decoding,
fluency, vocabulary, reading level, and comprehension;
and

(b) Be proficient in the ability to use diagnostic data to
inform___instruction  for _ acceleration, intervention,
remediation, and differentiation.

(2) Communication: speaking, listening, and media
literacy. The individual shall:

(a) Be proficient in the knowledge, skills, and processes
necessary for teaching communication, such as speaking,
listening, and media literacy;

(b) Be proficient in developing students' phonological
awareness skills;

(c) Demonstrate the ability to teach students to identify the
characteristics of and apply critical thinking to media
messages and to facilitate students' proficiency in using
various forms of media to collaborate and communicate;

(d) Demonstrate effective strategies for facilitating the
learning of standard English by speakers of other
languages and dialects; and

(e) Demonstrate the ability to promote creative thinking
and expression, such as through storytelling, drama,
choral, and oral reading.

(3) Reading and literature. The individual shall:

(a) Be proficient in_explicit and systematic phonics
instruction, including an understanding of sound and
symbol relationships, syllables, phonemes, morphemes,
word analysis, and decoding skills;

(b) Be proficient in strategies to increase vocabulary and
concept development;

(c) Be proficient in the structure of the English language,
including an understanding of syntax and semantics;

(d) Be proficient in reading comprehension strategies for
both fiction and nonfiction text, including questioning,
predicting, inferencing,  summarizing,  clarifying,
evaluating, and making connections;

(e) Demonstrate the ability to support students to read with
fluency, accuracy, and meaningful expression (prosody);

() _Demonstrate the ability to develop comprehension
skills in all content areas;

(q) Demonstrate the ability to foster appreciation of a
variety of literature;

(h) Understand the importance of promoting independent
reading by selecting fiction and nonfiction texts of
appropriate yet engaging topics and reading levels; and

(i) Demonstrate effective strategies for teaching students
to view, interpret, analyze, and represent information and
concepts in visual form with or without the spoken or
written word.

(4) Writing. The individual shall:

(a) Be proficient in the knowledge, skills, and processes
necessary for teaching writing, including the domains of
composing and written expression, usage and mechanics
and the writing process of planning, drafting, revising,
editing, and publishing;

(b) Understand the stages of spelling development,
promoting the generalization of spelling study to writing,
and be proficient in systematic spelling instruction,
including awareness of the purpose and limitations of
"invented spelling";

(c) Demonstrate the ability to teach students to write
cohesively for a variety of purposes and to provide
instruction on the writing process: planning, drafting,
revising, editing, and publishing in the narrative,
descriptive, persuasive, and explanative modes; and

(d) Demonstrate the ability to facilitate student research
and related skills such as accessing information,
evaluating the validity of sources, citing sources, and
synthesizing information.

(5) Technology. The individual shall demonstrate the
ability to guide students in their use of technology for both
process and product as they work with reading, writing,
and research.

b. Mathematics.

(1) Understanding of the mathematics relevant to the
content identified in Virginia's Foundation Blocks for
Early Learning: Comprehensive Standards for Four-Year-
Olds, or their successor standards, and the Virginia
Standards of Learning and how the standards provide the
foundation for teaching mathematics in grades preK-6.
Experiences with practical applications and the use of
appropriate technology and concrete materials should be
used within the following content:
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(a) Number systems and their structure, basic operations,
and properties;

(b) Elementary number theory, ratio, proportion, and
percent;

(c) Algebra: fundamental idea of equality; operations with
monomials and polynomials; algebraic fractions; linear
and quadratic equations and inequalities and linear
systems of equations and inequalities; radicals and
exponents; arithmetic and geometric sequences and series;
algebraic and trigonometric functions; and
transformations among graphical, tabular, and symbolic
forms of functions;

(d) Geometry: geometric figures, their properties,
relationships, and the Pythagorean Theorem; deductive
and inductive reasoning; perimeter, area, and surface area
of two-dimensional and three-dimensional figures;
coordinate _and  transformational geometry; and
constructions; and

(e) _Probability and statistics: permutations _and
combinations; experimental and theoretical probability;
data collection and graphical representations, including
box-and-whisker plots; data analysis and interpretation for
predictions; measures of center, spread of data, variability,
range, and normal distribution.

(2) Understanding of the sequential nature of mathematics
and vertical progression of mathematical standards.

(3) _Understanding of the multiple representations of
mathematical concepts and procedures.

(4) Understanding of and the ability to use the five
processes of reasoning mathematically, solving problems,
communicating mathematics _ effectively, making
mathematical connections, and using mathematical
models and representations at different levels of
complexity.

(5) Understanding of the contributions of different
cultures toward the development of mathematics and the
role of mathematics in culture and society.

(6) Understanding of the appropriate use of calculators and
technology in the teaching and learning of mathematics,
including virtual manipulatives.

(7) Understanding of and the ability to use strategies to
teach mathematics to diverse learners.

c. History and social sciences.

(1) Understanding of the knowledge, skills, and processes
of history and the social sciences disciplines as defined in
Virginia's Foundation Blocks for Early Learning:
Comprehensive Standards for Four-Year-Olds, or their
successor standards, and the Virginia Standards of
Learning and how the standards provide the necessary
foundation for teaching history and social sciences,

including in:
(a) History.

(i) The contributions of ancient civilizations to_modern
social and political institutions;

(i) Major events in Virginia history from 1607 to the
present;

(iii) Key individuals, documents, and events in United
States history; and

(iv) The evolution of America's constitutional republic and
its ideas, institutions, and practices.

(b) Geography.

(i) The use of maps and other geographic representations,
tools, and technologies to acquire, process, and report
information;

(ii) _The relationship between human activity and the
physical environment in the community and the world;
and

(iii) Physical processes that shape the surface of the earth.

(i) The privileges and responsibilities of good citizenship
and the importance of the rule of law for the protection of
individual rights;

(ii) The process of making laws in the United States and
the fundamental ideals and principles of a republican form
of government;

(iii) The understanding that Americans are a people of
diverse ethnic origins, customs, and traditions who are
united by basic principles of a republican form of
government and a common identity as Americans; and

(iv) Local government and civics instruction specific to
Virginia.

(d) Economics.

(i) The basic economic principles that underlie the United
States market economy;

(i) The role of the individual and how economic decisions
are made in the market place; and

(iii) The role of government in the structure of the United
States economy.

(2) Understanding of the nature of history and social
sciences and how the study of the disciplines assists
students in developing historical thinking, geographical
analysis, economic decision-making, and responsible
(a) Using artifacts and primary and secondary sources to
understand events in history;

(b) Using geographic skills to explain the interaction of
people, places, and events to support an understanding of
(c) Using charts, graphs, and pictures to determine
characteristics of people, places, and events in history;

(d) Asking appropriate questions and summarizing points
to answer a question;
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(e) Comparing and contrasting people, places, and events
in history;

() _Recognizing direct cause and effect relationships in
history:;

(q) Explaining connections across time and place;

(h) Using a decision-making model to identify costs and
benefits of a specific choice made;

(i) Practicing good citizenship skills and respect for rules
and laws, and participating in classroom activities; and

() _Developing fluency in content vocabulary and
comprehension of verbal, written, and visual sources.

d. Science.

(1) Understanding of the knowledge, skills, and practices
of the four core science disciplines of Earth science,
biology, chemistry, and physics as defined in Virginia's
Foundation Blocks for Early Learning: Comprehensive
Standards for Four-Year-Olds, or their _successor
standards, and the Virginia Science Standards of Learning
and how these standards provide a sound foundation for
teaching science in the elementary grades.

(2) Understanding of the nature of science and scientific
inquiry, including the following:

(a) Function of research design and experimentation;

(b) Role and nature of the theory in explaining and
predicting events and phenomena;

(c) Practices required to provide empirical answers to
research guestions, including data collection and analysis,
modeling, argumentation with evidence, and constructing
explanations;

(d) Reliability of scientific knowledge and its constant
scrutiny and refinement;

(e) Self-checking mechanisms used by science to increase
objectivity, including peer review; and

(f) _Assumptions, influencing conditions, and limits of
empirical knowledge.

(3) Understanding of the knowledge, skills, and practices
for _conducting an active elementary science program
including the ability to:

(a) Design instruction reflecting the goals of the Virginia
Science Standards of Learning;

(b) Implement classroom, field, and laboratory safety rules
and procedures and ensure that students take appropriate
safety precautions;

(c) Conduct research projects and experiments, including

(f) Design instruction to meet the needs of diverse learners
using a variety of technigues;

(a) Evaluate instructional materials, technologies, and
teaching practices;

(h) Conduct formative and summative assessments of

student learning;
(i) Incorporate instructional technology to enhance student
performance in science; and

(1) Ensure student competence in science.

(4) Understanding of the content, skills, and practices of
the four core science areas, including Earth sciences,
biology, chemistry, and physics supporting the teaching of
preK-6 science as defined by the Virginia Science
Standards of Learning and equivalent course work
reflecting each of the four core science areas.

(5) Understanding of the core scientific disciplines of
Earth science, biology, chemistry, and physics to ensure:

(a) The placement of the four core scientific disciplines in
an appropriate interdisciplinary context;

(b) The ability to teach the skills, practices, and
crosscutting concepts common to the natural and physical
sciences;

(c) The application of key science principles to solve
practical problems; and

(d) A "systems" understanding of the natural world.

(6) Understanding of the contributions and significance of
science including:

(a) The social, cultural, and economic_significance of
science;

(b) The relationship of science to mathematics, the design
process, and technology; and

(c) The historical development of scientific concepts and
scientific reasoning.

8VAC?20-543-276. Dual language (English) preK-6 (add-on
endorsement).

A. The dual language (English) preK-6 endorsement is to
teach dual language (English). Individuals who hold a valid
Virginia teaching license with an elementary education
endorsement may teach in dual language (English) in the
corresponding grade levels noted on the license (such as
early/primary education preK-3 or elementary education preK-
6). Even though individuals holding a valid Virginia teaching
license with an elementary education endorsement in the
assigned dual language (English) assignment do not need the

applications of the design process and technology;

(d) Conduct systematic field investigations using the
school grounds, the community, and regional resources;

(e) Organize key science content, skills, and practices into

dual language (English) preK-6 add-on endorsement, the
endorsement recognizes the candidate’s additional preparation
in dual language (English) preparation.

B. The program in dual language (English) preK-6 add-on

meaningful units of instruction that actively engage

endorsement shall ensure that the candidate holds a

students in learning;

baccalaureate degree from a regionally accredited college or
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university and an active teaching license with an elementary

8. Demonstrated proficiency in the use of educational

education endorsement issued by the State Board of Education

technology for instruction shall be required.

and has demonstrated the following competencies and
completed a 45-clock-hour practicum in dual language
(English) from a regionally accredited college or university.
One vyear of successful, full-time teaching experience in a

8VAC?20-543-277. Dual language (target language)
endorsement preK-6.

A. The programs in dual language (target language) preK-6

public school or accredited nonpublic school in dual language

shall ensure that the candidate has demonstrated the following

(English) may be accepted in lieu of the practicum.

1. Skills in this area shall contribute to an understanding of
the principles of learning; dual language acquisition;

competencies. National standards in dual language are to be
addressed in the program.

B. Individuals must have demonstrated proficiency in the

theories of second language acquisition; the application of

world language by completing a major in the target language;

skills _in _discipline-specific _methodology; varied and

or 12 semester hours in the target language above the

effective_methods of communication with and among

intermediate level that must include composition, literature,

students; selection and use of materials, including media and

and conversation; or a qualifying score on a foreign language

contemporary technologies; and selection, development, and

assessment in the target language as prescribed by the State

use of appropriate curricula, methodologies, and materials

Board of Education.

that support and enhance student learning and reflect the
research on unique, age-appropriate, and culturally relevant
curriculum and pedagogy.

2. Understanding of the principles of online learning and
online instructional strategies and the application of skills to
deliver online instruction shall be included.

3. Instructional practices that are sensitive to culturally and
linguistically diverse learners, including English learners,
gifted and talented students, and students with disabilities,
and appropriate for the preK-3 or preK-6 endorsement shall
be included.

4. Teaching methods shall be tailored to promote student
engagement and student academic progress and effective
preparation for the Virginia Standards of Learning
assessments.

5. Study in (i) methods of improving communication
between schools and families; (ii) communicating with
families regarding social and instructional needs of children;
(iii) ways of increasing family engagement in student
learning at home and in school; (iv) the Virginia Standards
of Learning; (v) English Language Development Standards
(WIDA); and (vi) Virginia Foundation Blocks for Early
Learning: Comprehensive Standards for Four-Year-Olds, or
their _successor standards, prepared by the Virginia
Department of Education's Office of Early Childhood shall
be included.

6. Early childhood educators shall understand the role of
families in child development and in relation to teaching
educational skills.

7. Early childhood educators shall understand the role of the
informal and play-mediated settings for promoting students'
skills and development and shall demonstrate knowledge
and skill in interacting in such situations to promote specific
learning outcomes as reflected in Virginia's Foundation
Blocks for Early Learning: Comprehensive Standards for
Four-Year-Olds, or their successor standards.

1. Methods.

a. Understanding of the needed knowledge, skills,
dispositions, and processes to support learners in
achievement of Virginia's Foundation Blocks for Early
Learning: Comprehensive Standards for Four-Year-Olds,
or their successor standards, and the Virginia Standards of
Learning in English, mathematics, history and social
science, science, and computer technology;

b. Understanding of current research on the brain, its role
in learning, and implications for instruction;

c. The ability to integrate English, mathematics, science,
health, history and social sciences, art, music, drama,
movement, and technology in learning experiences;

d. The use of differentiated instruction and flexible
groupings to meet the needs of learners at different stages
of development, abilities, and achievement;

e. The use of appropriate methods, including those in
visual and performing arts, to help learners develop
knowledge and basic skills, sustain intellectual curiosity,
and problem-solve;

f. The ability to utilize effective classroom and behavior
management _skills through methods that build
responsibility and self-discipline promote self-requlation,
and maintain a positive learning environment;

g. The ability to modify and manage learning
environments and experiences to meet the individual
needs of children, including children with disabilities,
gifted children, children who are English learners, and
children with diverse cultural needs;

h. The ability to use formal and informal assessments to
diagnose needs, plan and modify instruction, and record
student progress;

i. A commitment to professional growth and development
through reflection, collaboration, and continuous learning;

i. The ability to analyze, evaluate, and apply quantitative
and qualitative research;
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K. Understanding of the Virginia Standards of Learning for
Computer Technology and the ability to use technology as
a_tool for teaching, learning, research, and
communication; and

I. The ability to adapt task and interactions to maximize
language development, conceptual understanding, and
skill competence within each child's zone of proximal

development.
2. Knowledge and skills.

a. Reading and English. Understanding of the content,
knowledge, skills, and processes for teaching Virginia's
Foundation Blocks for Early Learning: Comprehensive
Standards for Four-Year-Olds, or their successor
standards, and the Virginia Standards of Learning for
English, including communication (speaking, listening,
and media literacy), reading, writing, and research and
how these standards provide the core for teaching English
in elementary .

(1) Assessment and diagnostic teaching. The individual
shall:

(a) Be proficient in the use of both formal and informal
assessment as screening diagnostic _and progress
monitoring _measures for the components of reading:
phonemic awareness, letter recognition, decoding,
fluency, vocabulary, reading level, and comprehension;
and

(b) Be proficient in the ability to use diagnostic data to
inform___instruction  for _acceleration, intervention,
remediation, and differentiation.

(2) Communication: speaking, listening, and media
literacy. The individual shall:

(a) Be proficient in the knowledge, skills, and processes
necessary for teaching communication, such as speaking,
listening, and media literacy;

(b) Be proficient in developing students' phonological
awareness skills;

(c) Demonstrate the ability to teach students to identify the
characteristics of and apply critical thinking to media
messages and to facilitate students' proficiency in using
various forms of media to collaborate and communicate;

(d) Demonstrate effective strategies for facilitating the
learning of standard English by speakers of other
languages and dialects; and

(e) Demonstrate the ability to promote creative thinking
and expression, such as through storytelling, drama,
choral, and oral reading.

(3) Reading and literature. The individual shall:

(a) Be proficient in_explicit and systematic phonics
instruction, including an understanding of sound and

symbol relationships, syllables, phonemes, morphemes,
word analysis, and decoding skills;

(b) Be proficient in strategies to increase vocabulary and
concept development;

(c) Be proficient in the structure of the English language,
including an understanding of syntax and semantics;

(d) Be proficient in reading comprehension strategies for
both fiction and nonfiction text, including questioning,
predicting, _inferencing,  summarizing,  clarifying,
evaluating, and making connections;

(e) Demonstrate the ability to support students to read with
fluency, accuracy, and meaningful expression (prosody);

() _Demonstrate the ability to develop comprehension
skills in all content areas;

() Demonstrate the ability to foster appreciation of a
variety of literature;

(h) Understand the importance of promoting independent
reading by selecting fiction and nonfiction texts of
appropriate yet engaging topics and reading levels; and

(i) Demonstrate effective strategies for teaching students
to view, interpret, analyze, and represent information and
concepts in visual form with or without the spoken or
written word.

(4) Writing. The individual shall:

(a) Be proficient in the knowledge, skills, and processes
necessary for teaching writing, including the domains of
composing and written expression, usage and mechanics
and the writing process of planning, drafting, revising,
editing, and publishing;

(b) Understand the stages of spelling development,
promoting the generalization of spelling study to writing,
and be proficient in systematic spelling instruction,
including awareness of the purpose and limitations of
"invented spelling";

(c) Demonstrate the ability to teach students to write
cohesively for a variety of purposes and to provide
instruction on the writing process: planning, drafting,
revising, editing, and publishing in the narrative,
descriptive, persuasive, and explanative modes; and

(d) Demonstrate the ability to facilitate student research
and related skills, such as accessing information,
evaluating the validity of sources, citing sources, and
synthesizing information.

(5) Technology. The individual shall demonstrate the
ability to quide students in their use of technology for both
process and product as they work with reading, writing,
and research.

b. Mathematics.

(1) Understanding of the mathematics relevant to the
content identified in Virginia's Foundation Blocks for
Early Learning: Comprehensive Standards for Four-Year-
Olds, or their successor standards, and the Virginia
Standards of Learning and how the standards provide the
foundation for teaching mathematics in grades preK-6.
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Experiences with practical applications and the use of
appropriate technology and concrete materials should be
used within the following content:

(a) Number systems and their structure, basic operations,
and properties;

(b) Elementary number theory, ratio, proportion, and
percent;

(c) Algebra: fundamental idea of equality; operations with
monomials and polynomials; algebraic fractions; linear
and quadratic equations and inequalities and linear
systems of equations and inequalities; radicals and
exponents; arithmetic and geometric sequences and series;
algebraic and trigonometric functions; and
transformations among graphical, tabular, and symbolic
forms of functions;

(d) Geometry: geometric figures, their properties,
relationships, and the Pythagorean Theorem; deductive
and inductive reasoning; perimeter, area, and surface area
of two-dimensional and three-dimensional figures;
coordinate _and transformational geometry; and
constructions; and

(e) Probability and statistics: permutations and
combinations; experimental and theoretical probability;
data collection and graphical representations including
box-and-whisker plots; data analysis and interpretation for
predictions; and measures of center, spread of data,
variability, range, and normal distribution.

(2) Understanding of the sequential nature of mathematics
and vertical progression of mathematical standards.

(3) _Understanding of the multiple representations of
mathematical concepts and procedures.

(4) Understanding of and the ability to use the five
processes of reasoning mathematically, solving problems,
communicating  mathematics  effectively, making
mathematical connections, and using mathematical
models and representations at different levels of
complexity.

(5) Understanding of the contributions of different
cultures toward the development of mathematics and the
role of mathematics in culture and society.

(6) Understanding of the appropriate use of calculators and
technology in the teaching and learning of mathematics,
including virtual manipulatives.

(7) Understanding of and the ability to use strategies to
teach mathematics to diverse learners.

c. History and social sciences.

(1) Understanding of the knowledge, skills, and processes
of history and the social sciences disciplines as defined in
Virginia's Foundation Blocks for Early Learning:
Comprehensive Standards for Four-Year-Olds, or their
successor standards, and the Virginia Standards of
Learning and how the standards provide the necessary

foundation for teaching history and social sciences,
including in:

(a) History.

(i) The contributions of ancient civilizations to_modern
social and political institutions;

(ii) Major _events in Virginia history from 1607 to the
present;

(iii) Key individuals, documents, and events in United
States history; and

(iv) The evolution of America's constitutional republic and
its ideas, institutions, and practices.

(b) Geography.

(i) The use of maps and other geographic representations,
tools, and technologies to acquire, process, and report
information;

(ii) The relationship between human activity and the
physical environment in the community and the world;
and

(iii) Physical processes that shape the surface of the earth.

(c) Civics.

(i) The privileges and responsibilities of good citizenship
and the importance of the rule of law for the protection of
individual rights;

(ii) The process of making laws in the United States and
the fundamental ideals and principles of a republican form
of government;

(iii) The understanding that Americans are a people of
diverse ethnic origins, customs, and traditions, who are
united by basic principles of a republican form of
government and a common identity as Americans; and
(iv) Local government and civics instruction specific to
Virginia.

(d) Economics.

(i) The basic economic principles that underlie the United
States market economy;

(ii) The role of the individual and how economic decisions
are made in the market place; and

(iii) The role of government in the structure of the United
States economy.

(2) Understanding of the nature of history and social
sciences and how the study of the disciplines assists
students in developing historical thinking, geographical
analysis, economic decision-making, and responsible
(a) Using artifacts and primary and secondary sources to
understand events in history;

(b) Using geographic skills to explain the interaction of
people, places, and events to support an understanding of

events in history;
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(c) _Using charts, graphs, and pictures to determine
characteristics of people, places, and events in history;

(d) Asking appropriate guestions and summarizing points
to answer a question;

(e) Comparing and contrasting people, places, and events
in history;

(f) _Recognizing direct cause and effect relationships in
history:;

(a) Explaining connections across time and place;

(h) Using a decision-making model to identify costs and
benefits of a specific choice made;

(i) Practicing good citizenship skills and respect for rules
and laws, and participating in classroom activities; and

(1)_Developing fluency in content vocabulary and
comprehension of verbal, written, and visual sources.

d. Science.

(1) Understanding of the knowledge, skills, and practices
of the four core science disciplines of Earth science,
biology, chemistry, and physics as defined in Virginia's
Foundation Blocks for Early Learning: Comprehensive
Standards for Four-Year-Olds, or their successor
standards, and the Virginia Science Standards of Learning
and how these standards provide a sound foundation for
teaching science in the elementary grades.

(2) Understanding of the nature of science and scientific
inquiry, including the following:

(a) Function of research design and experimentation;

(b) Role and nature of the theory in explaining and
predicting events and phenomena;

(c) Practices required to provide empirical answers to
research guestions, including data collection and analysis,
modeling, argumentation with evidence, and constructing
explanations;

(d) Reliability of scientific knowledge and its constant
scrutiny and refinement;

(e) Self-checking mechanisms used by science to increase
objectivity, including peer review; and

(f) _Assumptions, influencing conditions, and limits of
empirical knowledge.

(3) Understanding of the knowledge, skills, and practices
for conducting an active elementary science program
including the ability to:

(a) Design instruction reflecting the goals of the Virginia
Science Standards of Learning;

(b) Implement classroom, field, and laboratory safety rules
and procedures and ensure that students take appropriate
safety precautions;

(c) Conduct research projects and experiments, including
applications of the design process and technology;

(d) Conduct systematic field investigations using the
school grounds, the community, and regional resources;

(e) Organize key science content, skills, and practices into
meaningful units of instruction that actively engage
students in learning;

(f) Design instruction to meet the needs of diverse learners
using a variety of technigues;

(q) Evaluate instructional materials, technologies, and
teaching practices;

(h) Conduct formative and summative assessments of
student learning;

(i) Incorporate instructional technology to enhance student
performance in science; and

(1) Ensure student competence in science.

(4) Understanding of the content, skills, and practices of
the four core science areas, including Earth sciences,
biology, chemistry, and physics supporting the teaching of
preK-6 science as defined by the Virginia Science
Standards of Learning and equivalent course work
reflecting each of the four core science areas.

(5) Understanding of the core scientific disciplines of
Earth science, biology, chemistry, and physics to ensure:

(a) The placement of the four core scientific disciplines in
an appropriate interdisciplinary context;

(b) The ability to teach the skills, practices, and
crosscutting concepts common to the natural and physical
sciences;

(c) The application of key science principles to solve
practical problems; and

(d) A "systems" understanding of the natural world.

(6) Understanding of the contributions and significance of
science including:

(a) The social, cultural, and economic significance of
science;

(b) The relationship of science to mathematics, the design
process, and technology; and

(c) The historical development of scientific concepts and
scientific reasoning.

8VAC?20-543-278. Dual language (target language) preK-6

(add-on endorsement).

A. The dual language (target language) preK-6 add-on
endorsement is to teach dual language in a World Language

other than English. The target language will be noted on the

endorsement.

B. The program in dual language (target language) preK-6
add-on endorsement shall ensure that the candidate holds a

baccalaureate degree from a regionally accredited college or

university and an active teaching license with an endorsement

in a target language issued by the State Board of Education and

has demonstrated the following competencies and completed a
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45-clock-hour practicum in dual language (target language)

C. The candidate must pass the rigorous elementary education

from a regionally accredited college or university. One year of

assessment_prescribed by the State Board of Education or

successful, full-time teaching experience in a public school or

completed the following coursework:

accredited nonpublic school in dual language (target language)
may be accepted in lieu of the practicum.

1. Skills in this area shall contribute to an understanding of
the principles of learning; dual language acquisition;
theories of second language acquisition; the application of
skills in discipline-specific methodology; varied and
effective _methods of communication with and among

1. Mathematics- nine semester hours in_mathematics that
must include methods of teaching elementary mathematics;

2. Laboratory sciences (in two science disciplines)- nine
semester hours that must include methods of teaching
elementary science;

3. History and Social Sciences: United States history- three

students; selection and use of materials, including media and

semester hours; geography, economics, or United States or

contemporary technologies; and selection, development, and

comparative _government- three semester hours; and

use of appropriate curricula, methodologies, and materials

methods of teaching elementary history and social sciences

that support and enhance student learning and reflect the

- three semester hours.

research on unique, age-appropriate, and culturally relevant
curriculum and pedagogy.

2. Understanding of the principles of online learning and
online instructional strategies and the application of skills to
deliver online instruction shall be included.

3. Instructional practices that are sensitive to culturally and

8VAC20-543-279. Economics and personal finance (add-on
endorsement).

The program in economics and personal finance shall ensure
that the candidate holds an active license (Collegiate
Professional License, Postgraduate Professional License, or a
Provisional License leading to a Collegiate Professional or

linguistically diverse learners, including English learners,

Postgraduate  Professional  License) with a teaching

gifted and talented students, and students with disabilities,

endorsement or _endorsements issued by the State Board of

and appropriate for the preK-3 or preK-6 endorsement shall

Education and has demonstrated the following competencies:

be included.

4. Teaching methods shall be tailored to promote student

1. Understanding and demonstration of the required
knowledge, skills, and processes to support learners in

engagement and student academic progress and effective

achievement of the Economics and Personal Finance

preparation for the Virginia Standards of Learning

Virginia Standards of Learning, including:

assessments.

5. Study in (i) methods of improving communication
between schools and families; (ii) communicating with
families regarding social and instructional needs of children;
(iii) ways of increasing family engagement in student
learning at home and in school; (iv) the Virginia Standards
of Learning; (v) English Language Development Standards
(WIDA); and (vi) Virginia Foundation Blocks for Early
Learning: Comprehensive Standards for Four-Year-Olds, or
their _successor standards, prepared by the Virginia
Department of Education's Office of Early Childhood shall
be included.

6. Early childhood educators shall understand the role of
families in child development and in relation to teaching
educational skills.

7. Early childhood educators shall understand the role of the
informal and play-mediated settings for promoting students'
skills and development and shall demonstrate knowledge
and skill in interacting in such situations to promote specific
learning outcomes as reflected in Virginia's Foundation
Blocks for Early Learning: Comprehensive Standards for
Four-Year-Olds, or their successor standards.

8. Demonstrated proficiency in the use of educational
technology for instruction shall be required.

a. Integration of economic concepts and structures,
including how consumers, businesses, and governments
face scarcity of resources and make trade-offs and incur
opportunity costs;

b. Role of producers and consumers in a market economy
including response to incentives, the role of entrepreneurs,
and how costs and revenues affect profit and supply;

c. The price system;
d. Factors that affect income;

e. Nation's economic goals, including full employment,
stable prices, and economic growth;

f. Nation's financial system;

0. Monetary and fiscal policy;

h. Role of government in a market economy;

i. Global economy including trade and comparative
advantage;

j. Consumer skills;

k. Planning for living and leisure expenses;
I. Banking transactions;

m. Credit and loan functions;

n. Role of insurance in risk management;
0. Income earning, taxes, and reporting;
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p. Personal financial planning;
g. Investment and savings planning; and
r. Financing postsecondary education (including the Free
Application for Federal Student Aid (FAFSA); and
2. Understanding and knowledge of teaching in an online or
blended learning environment.

VA.R. Doc. No. R20-6234; Filed January 10, 2022, 12:36 p.m.

Fast-Track Regulation

Titles of Requlations: 8VAC20-671. Regulations Governing
the Operation of Private Schools for Students with
Disabilities (amending 8VAC20-671-10).

8VAC20-750. Regulations Governing the Use of Seclusion
and Restraint in Public Elementary and Secondary Schools
in Virginia (amending 8VAC20-750-20).

Statutory Authority: § 22.1-16 of the Code of Virginia.

Public Hearing Information: No public hearing is currently
scheduled.

Public Comment Deadline: March 2, 2022.
Effective Date: April 1, 2022.

Agency Contact: Jim Chapman, Regulatory and Legal
Coordinator, Department of Education, James Monroe
Building, 101 North 14th Street, 25th Floor, Richmond, VA
23219, telephone (804) 225-2540, or email
jim.chapman@doe.virginia.gov.

Basis: The State Board of Education's overall regulatory
authority is found in 8 22.1-16 of the Code of Virginia, which
authorizes the board to promulgate such regulations as may be
necessary to carry out its powers and duties. The board's
regulatory authority over schools for students with disabilities
is found in § 22.1-321 of the Code of Virginia.

Purpose: The regulatory change is essential to maintain
consistency across the public and private school contexts in
both the application of regulations and the protections afforded
to students with disabilities. The goal of the regulatory change
is to maintain consistency across the public and private school
contexts in both the application of regulations and the
protections afforded to students with disabilities. The
regulatory change is essential to protect the health, safety, and
welfare of students because it maintains consistency across the
public and private school contexts in both the application of
regulations and the protections afforded to students with
disabilities.

Rationale for Using Fast-Rulemaking Process: The board
expects that this action will be noncontroversial and therefore
appropriate for the fast-track rulemaking process because it is
important that the classification of students and the application
of regulations remains consistent across the public and private
school contexts.

Substance: This regulatory action will amend the definition of
"traumatic brain injury" in 8VAC20-671-10 to conform to the

definition of the same term in 8VAC20-81-10 and add a
definition of “traumatic brain injury" to 8VAC20-750-20 to
mirror the definition set by the General Assembly for
8VAC20-81-10.

Issues: The primary advantages to the regulatory change to the
public and the agency or Commonwealth are that the board will
ensure consistency across the public and private school
contexts in both the application of its regulations and the
protections afforded to children with disabilities. There are no
disadvantages to the regulatory change nor are there other
pertinent matters of interest to the regulated community,
government officials, or the public.

Department of Planning and Budget's Economic Impact
Analysis:

The Department of Planning and Budget (DPB) has analyzed
the economic impact of this proposed regulation in accordance
with § 2.2-4007.04 of the Code of Virginia (Code) and
Executive Order 14 (as amended, July 16, 2018). The analysis
presented represents DPB's best estimate of these economic
impacts.!

Summary of the Proposed Amendments to Regulation. The
Board of Education (Board) proposes to amend the definition
of "traumatic brain injury" (TBI) in 8VAC20-671 Regulations
Governing the Operation of Private Schools for Students with
Disabilities, and create a definition of TBI in 8VAC20-750
Regulations Governing the Use of Seclusion and Restraint in
Public Elementary and Secondary Schools in Virginia.

Background. Chapter 170 of the 2021 Special Session | Acts
of Assembly? directed the Board to amend the definition of
TBI in 8VAC20-81 Regulations Governing Special Education
Programs for Children with Disabilities in Virginia to add new
text (in bold) as follows:

"Traumatic brain injury” means an acquired injury to the
brain caused by an external physical force or by other
medical conditions, including stroke, anoxia, infectious
disease, aneurysm, brain tumors, and neurological insults
resulting from medical or surgical treatments, resulting in
total or partial functional disability or psychosocial
impairment, or both, that adversely affects a child's
educational performance. Traumatic brain injury applies
to open or closed head injuries resulting in impairments in
one or more areas, such as cognition; language; memory;
attention; reasoning; abstract thinking; judgment;
problem-solving; sensory, perceptual, and motor abilities;
psychosocial behavior; physical functions; information
processing; and speech. Traumatic brain injury does not
apply to brain injuries that are congenital or degenerative,
or to brain injuries induced by birth trauma." (34 CFR
300.8(c)(12)).

The Board subsequently amended 8VAC20-81 in this manner

via an exempt action to incorporate the new text.> Otherwise,
the definition remained the same.
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The current definition of TBI in 8VAC20-671 is the same as it
was in 8VAC20-81 prior to the amendments directed by the
legislative mandate.* The Board proposes to amend the
definition in 8VAC20-671 so that it is identical to the newly-
amended definition in 8VAC20-81.5

The current 8VAC20-750 does not have a definition of TBI.
The Board proposes to add the post-mandate definition in
8VAC20-81 to 8VAC20-750.

Estimated Benefits and Costs. The Department of Education
(DOE) believes that the proposed change to the definition of
TBI in 8VAC20-671 Regulations Governing the Operation of
Private Schools for Students with Disabilities would result in
more students being identified under the TBI category for
special education services. Additionally, the agency believes
that many of the students that would be identified under the
new TBI definition are already receiving services under
another classification (such as "other health impairment™). The
nature of this disability often requires significant and
customizable supports, and so it is thought that many students
are already receiving them under a different classification.
DOE believes this would result in the re-designation and
classification of students already receiving services, and only
a very small number of students, if any, would be newly
identified as needing services. The agency does not know if
there would be a difference in costs of having students newly
identified under the TBI category for special education
services.

The proposed addition of the definition of TBI to 8 VAC 20-
750 Regulations Governing the Use of Seclusion and Restraint
in Public Elementary and Secondary Schools in Virginia
provides information for the reader of the regulation, but DOE
does not believe it otherwise would have a substantive impact.

The Regulations Governing the Operation of Private Schools
for Students with Disabilities apply to both private day schools
for students with disabilities and schools in private residential
facilities for students with disabilities (including group
homes). The costs for students at both the private day schools
and the schools in private residential facilities are covered by
the Children's Services Act (CSA). For the private day schools,
approximately 63% of the CSA funds are provided by the
Commonwealth; the remaining 37% are provided by local
government. For the schools in private residential facilities,
approximately 65%of the CSA funds are provided by the
Commonwealth; the remaining 35% are provided by local
government. If there are differences in costs for re-designation
and classification of students due to the proposal, it would thus
affect expenditures by the Commonwealth and local
governments commensurately.

Businesses and Other Entities Affected. The proposed
amendments would affect the 87 private day schools for
students with disabilities and the 31 schools in private
residential facilities for students with disabilities (including
group homes) in the Commonwealth that are licensed by
DOE,® as well as students with an injury to the brain caused by

medical conditions, including stroke, anoxia, infectious
disease, aneurysm, brain tumors, and neurological insults
resulting from medical or surgical treatments, resulting in total
or partial functional disability or psychosocial impairment.

The Code of Virginia requires DPB to assess whether an
adverse impact may result from the proposed regulation.” An
adverse impact is indicated if there is any increase in net cost
or reduction in net revenue for any entity, even if the benefits
exceed the costs for all entities combined. As noted above,
DOE does not know whether the proposal would affect cost (or
in which direction). Thus, an adverse impact indication cannot
be determined.

Small Businesses® Affected.® The proposed amendments do
not appear to adversely affect small businesses.

Localities!® Affected.!* Because local governments pay part of
the cost for students to go to private day schools for students
with disabilities and schools in private residential facilities for
students with disabilities, local governments may be affected
by the proposal. It would be the locality/public school district
where the student's family resides, not the location of the
private school, which would be paying. So, it could apply to
any locality. Officially, the students are only supposed to be
sent to the private schools when the public schools lack the
resources to sufficiently serve the student's disability. Since
DOE cannot determine whether the cost of paying for services
would increase, decrease or stay the same, it cannot be
determined whether there would be an adverse impact for local
governments.

Projected Impact on Employment. The proposal is unlikely to
substantively affect total employment.

Effects on the Use and Value of Private Property. Since DOE
cannot determine how services would change under the
proposal, it cannot be determined how demand for services
from private day schools for students with disabilities and
schools in private residential facilities would change. Thus, the
effects on the use and value of these private entities cannot be
determined.

The proposal does not affect real estate development costs.

ISection 2.2-4007.04 of the Code of Virginia requires that such economic
impact analyses determine the public benefits and costs of the proposed
amendments. Further the analysis should include but not be limited to: (1) the
projected number of businesses or other entities to whom the proposed
regulatory action would apply, (2) the identity of any localities and types of
businesses or other entities particularly affected, (3) the projected number of
persons and employment positions to be affected, (4) the projected costs to
affected businesses or entities to implement or comply with the regulation, and
(5) the impact on the use and value of private property.

2See https://lis.virginia.gov/cgi-bin/legp604.exe?212+ful+CHAP0170
3See https://townhall.virginia.gov/L/viewstage.cfm?StagelD=9433

“There is one exception. The definition in 8VAC20-81 ends with a federal
citation, (34 CFR 300.8(c)(12)). The definition in 8VAC20-671 does not.

Slbid.
Data source: DOE
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"Pursuant to § 2.2-4007.04 D: In the event this economic impact analysis
reveals that the proposed regulation would have an adverse economic impact
on businesses or would impose a significant adverse economic impact on a
locality, business, or entity particularly affected, the Department of Planning
and Budget shall advise the Joint Commission on Administrative Rules, the
House Committee on Appropriations, and the Senate Committee on Finance.
Statute does not define "adverse impact," state whether only Virginia entities
should be considered, nor indicate whether an adverse impact results from
regulatory requirements mandated by legislation.

8Pursuant to § 2.2-4007.04, small business is defined as "a business entity,
including its affiliates, that (i) is independently owned and operated and (ii)
employs fewer than 500 full-time employees or has gross annual sales of less
than $6 million."”

°If the proposed regulatory action may have an adverse effect on small
businesses, § 2.2-4007.04 requires that such economic impact analyses
include: (1) an identification and estimate of the number of small businesses
subject to the proposed regulation, (2) the projected reporting, recordkeeping,
and other administrative costs required for small businesses to comply with the
proposed regulation, including the type of professional skills necessary for
preparing required reports and other documents, (3) a statement of the probable
effect of the proposed regulation on affected small businesses, and (4) a
description of any less intrusive or less costly alternative methods of achieving
the purpose of the proposed regulation. Additionally, pursuant to § 2.2-4007.1
of the Code of Virginia, if there is a finding that a proposed regulation may
have an adverse impact on small business, the Joint Commission on
Administrative Rules shall be notified.

10| ocality" can refer to either local governments or the locations in the
Commonwealth where the activities relevant to the regulatory change are most
likely to occur.

11§ 2.2-4007.04 defines "particularly affected" as bearing disproportionate
material impact.

Agency's Response to Economic Impact Analysis: The agency
concurs with the economic impact analysis completed by the
Department of Planning and Budget.

Summary:
The amendments (i) update the definition of "traumatic brain
injury"™ in 8VAC20-671 and (ii) add the definition of
"traumatic brain injury" to 8VAC20-750 to be consistent with
8VAC20-81, which was amended pursuant to Chapter 170 of
the 2021 Acts of Assembly, Special Session 1.

8VAC20-671-10. Definitions.

The following words and terms when used in this chapter
shall have the following meanings unless the context clearly
indicates otherwise:

"504 Plan" means a written plan required under § 504 of the
Rehabilitation Act of 1973 (29 USC § 701 et seq.), as amended.
A student's 504 Plan details modifications, accommodations,
and services that are needed for the student with a disability to
participate in and enjoy the benefits of school programs at the
same level as his peers without disabilities.

"Applicant" means the person, partnership, corporation, or
association that has completed and submitted an application to
the department for approval for a license to operate a school
for students with disabilities in Virginia.

"Autism" means a developmental disability significantly
affecting verbal and nonverbal communication and social
interaction, generally evident before age three; that adversely
affects a child's educational performance. Other characteristics

often associated with autism are engagement in repetitive
activities and stereotyped movements, resistance to
environmental change or change in daily routines, and unusual
responses to sensory experiences. Autism does not apply if a
child's educational performance is adversely affected primarily
because the child has an emotional disturbance. A child who
manifests the characteristics of autism after age three could be
identified as having autism if the criteria in this definition are
satisfied.

"Aversive stimuli" means any action used to punish a student
or to eliminate, reduce, or discourage the problem behavior by
use of any of the following or any other actions that are painful,
humiliating, degrading, or abusive:

1. Noxious odors and tastes.
2. Water and other mists or sprays.
3. Blasts of air.

4. Corporal punishment as defined in § 22.1-279.1 of the
Code of Virginia.

5. Verbal and mental abuse.

6. Placement of a student alone in a room, where the door is
locked or held shut and the student is prevented from leaving
the room.

7. Forced exercise where:

a. The student’s behavior is related to his disability;

b. The exercise would have a harmful effect on the
student's health; or

c. The student's disability prevents participation in
activities.

8. Deprivation of necessities, including:
a. Food or liquid at a time when it is customarily served;
b. Medication; or
c. Use of restroom.

"Behavioral intervention plan" means a plan that utilizes
positive behavioral interventions and supports to address (i)
behaviors that interfere with the learning of students with
disabilities or with the learning of others or (ii) behaviors that
require disciplinary action.

"Board" means the State Board of Education.

"Business day" means Monday through Friday, 12 months of

the year, exclusive of federal and state holidays (unless
holidays are specifically included in the designation of
business days).

"Calendar days" means consecutive days, inclusive of
Saturdays and Sundays. Whenever any period of time fixed by
this chapter shall expire on a Saturday, Sunday, or federal or
state holiday, the period of time for taking such action under
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this chapter shall be extended to the next day that is not a
Saturday, Sunday, or federal or state holiday.

"Complaint" means an accusation that a school has violated
one or more of the requirements of this chapter or other
applicable regulation.

"Consent" means:

1. The parent{s) parent or eligible student has been fully
informed of all information relevant to the activity for which
consent is sought in the parent's or eligible student's native
language or other mode of communication;

2. The parent(s) parent or eligible student understands and
agrees in writing to the carrying out of the activity for which
consent is sought, and the consent describes that activity and
lists the records (if any) that will be released and to whom;
and

3. The parent(s) parent or eligible student understands that
the granting of consent is voluntary on the part of the
parent{s) parent or eligible student and may be revoked any
time.

If a parent or eligible student revokes consent, that revocation
is not retroactive (i.e., it does not negate an action that has
occurred after the consent was given and before the consent
was revoked.) Revocation ceases to be relevant after the
activity for which consent was obtained was completed.

The meaning of the term "consent" is not the same as the
meaning of the term "agree" or "agreement." "Agree" or
"agreement" refers to an understanding between the parent or
eligible student and the school about a particular matter and as
required in this chapter. There is no requirement that an
agreement be in writing, unless stated in this chapter. The
school should document its agreement.

"Controlled substance” means a drug or other substance
identified under Sehedules Schedule I, 11, 111, IV, or V of the
Controlled Substances Act, 21 USC § 812(c).

"Corrective action plan" means the school's plan of action to
correct a finding of noncompliance applicable to this chapter
or other applicable regulations. The plan must identify specific
timelines and the person{s) person responsible for
implementation.

"Deaf-blindness” means simultaneous hearing and visual
impairments, the combination of which causes such severe
communication and other developmental and educational
needs that they cannot be accommodated in special education
programs solely for children with deafness or children with
blindness.

"Deafness" means a hearing impairment that is so severe that
the child is impaired in processing linguistic information
through hearing, with or without amplification, that adversely
affects the child's educational performance.

"Department" means the Virginia Department of Education.

"Developmental delay” means a disability affecting a child
age two by September 30 through six, inclusive:

1. Who (i) is experiencing developmental delays, as
measured by appropriate diagnostic instruments and
procedures, in one or more of the following areas: physical
development, cognitive development, communication
development, social or emotional development, or adaptive
development; or (ii) has an established physical or mental
condition that has a high probability of resulting in
developmental delay;

2. The delay is not primarily a result of cultural factors,
environmental or economic disadvantage, or limited English
proficiency; and

3. The presence of one or more documented characteristics
of the delay has an adverse effect on educational
performance and makes it necessary for the student to have
specially designed instruction to access and make progress
in the general educational activities for this age group.

"Disability category” means a listing of special education

eligibility classifications for students served including: autism,
deaf-blindness, developmental delay, emotional disability,
hearing impairment (including deafness), intellectual
disability, multiple disabilities, orthopedic impairment, other
health impairment, specific learning disability, speech or
language impairment, traumatic brain injury, and visual
impairment (including blindness).

"Education records" means those records that are directly
related to a student and maintained by the school or by a party
acting for the school. Education records may be recorded in
any manner including, but not limited to, handwriting, print,
computer media, video or audiotape, film, microfilm, or
microfiche. Education records include discipline and medical
records. Education records include electronic exchanges
between school personnel and parent(s) the parent regarding
matters associated with the child's educational program.

"Eligible student" means a student who has reached 18 years
of age.

"Emotional disability" or "emotional disturbance” means a
condition exhibiting one or more of the following
characteristics over a long period of time and to a marked
degree that adversely affects a child's educational
performance:

1. An inability to learn that cannot be explained by
intellectual, sensory, or health factors;

2. An inability to build or maintain satisfactory interpersonal
relationships with peers and teachers;

3. Inappropriate types of behavior or feelings under normal
circumstances;
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4. A general pervasive mood of unhappiness or depression;
or

5. A tendency to develop physical symptoms or fears
associated with personal or school problems.

Emotional disability or emotional disturbance includes
schizophrenia. The term does not apply to children who are
socially maladjusted, unless it is determined that they have an
emotional disturbance or emotional disability as defined in this
section.

"Funding agency" means a community policy and
management team under the Children's Services Act, Chapter
52 (§ 2.2-5200 et seq.) of Title 2.2 of the Code of Virginia;
local school division; or local department of social services.

"Guaranty instrument" means a surety bond, irrevocable letter
of credit, or certificate of deposit.

"Hearing impairment" means an impairment in hearing in one
or both ears, with or without amplification, whether permanent
or fluctuating, that adversely affects a child's educational
performance but that is not included under the definition of
deafness in the Regulations Governing Special Education
Programs for Children with Disabilities in Virginia (8VAC20-
81).

"lllegal drug" means a controlled substance or a prescription
drug not prescribed for the person but does not include a
controlled substance that is legally possessed or used under the
supervision of a licensed health care professional or that is
legally possessed or used under any other authority under the
Controlled Substances Act, 21 USC § 812(c), or under any
other provision of federal law.

"Individualized Education Program" or "IEP" means a written
statement for a child with a disability that is developed,
reviewed, and revised at least annually in a team meeting in
accordance with the Regulations Governing Special Education
for Children with Disabilities in Virginia (8VAC20-81). The
IEP specifies the individual educational needs of the child and
what special education and related services are necessary to
meet the child's educational needs.

"Individualized Instruction Plan" or "lIP" means a written
statement for a child who is privately placed or for a child who
has not been determined eligible for special education services
that is developed, reviewed, and revised at least annually in a
team meeting that includes the parent and student when
appropriate. The IIP specifies the student's academic level,
course of study, individual educational needs, and the
educational services the child will receive.

"Intellectual disability" means the definition formerly known
as "mental retardation" and means significantly subaverage
general intellectual functioning, existing concurrently with
deficits in adaptive behavior and manifested during the
developmental period that adversely affects a child's
educational performance.

"Licensee," also known as the sponsor, means the person,
partnership, corporation, or association to whom a license is
issued and who is legally responsible for compliance with this
chapter.

"License to operate" or "license™ means a document issued by
the state Superintendent of Public Instruction that authorizes
approval to operate a school for students with disabilities.

"Mechanical restraint” means the use of any device or
equipment to restrict a student's freedom of movement. This
term does not include devices implemented by trained school
personnel or utilized by a student that have been prescribed by
an appropriate medical or related services professional and are
used for the specific and approved purposes for which such
devices were designed, such as:

1. Adaptive devices or mechanical supports used to achieve
proper body position, balance, or alignment to allow greater
freedom of mobility than would be possible without the use
of such devices or mechanical supports;

2. Vehicle safety restraints when used as intended during the
transport of a student in a moving vehicle;

3. Restraints for medical immobilization; or

4. Orthopedically prescribed devices that permit a student to
participate in activities without risk of harm.

"Multiple disabilities" mean simultaneous impairments (such
as intellectual disability with blindness or intellectual disability
with orthopedic impairment), the combination of which causes
such severe educational needs that they cannot be
accommodated in special education programs solely for one of
the impairments. The term does not include deaf-blindness.

"Orthopedic impairment” means a severe orthopedic
impairment that adversely affects a child's educational
performance. The term includes impairments caused by
congenital anomaly, impairments caused by disease (e.g.,
poliomyelitis, bone tuberculosis, etc.), and impairments from
other causes (e.g., cerebral palsy, amputations, and fractures or
burns that cause contractures).

"Other health impairment” means having limited strength,
vitality, or alertness, including a heightened alertness to
environmental stimuli, that results in limited alertness with
respect to the educational environment, that is due to chronic
or acute health problems such as asthma, attention deficit
disorder or attention deficit hyperactivity disorder, diabetes,
epilepsy, a heart condition, hemophilia, lead poisoning,
leukemia, nephritis, rheumatic fever, sickle cell anemia, and
Tourette syndrome, and that adversely affects a child's
educational performance.

"Paraprofessional,” also known as paraeducator, means an
appropriately trained employee who assists and is supervised
by qualified professional staff in meeting the requirements of
this chapter.
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"Parent” means:

1. A person who is:
a. A biological or adoptive parent of a child;

b. A foster parent, even if the biological or adoptive
parent's rights have not been terminated, but subject to
subdivision 3 of this definition;

c. A guardian generally authorized to act as the child's
parent or make educational decisions for the child (but not
the Commonwealth if the child is a ward of the
Commonwealth);

d. An individual acting in the place of a biological or
adoptive parent (including grandparent, stepparent, or
other relative) with whom the child lives, or an individual
who is legally responsible for the child's welfare; or

e. If no party qualified under subdivisions 1 a through 1 d
of this definition can be identified, or those parties are
unwilling to act as parent, a surrogate parent who has been
appointed in accordance with 8VAC20-81-220.

2. The biological or adoptive parent, when attempting to act
as the parent pursuant to this section and when more than
one party is qualified under subdivision 1 of this definition
to act as a parent, must be presumed to be the parent for
purposes of this section unless the biological or adoptive
parent has had his residual parental rights and
responsibilities terminated pursuant to § 16.1-277.01, 16.1-
277.02, or 16.1-283 of the Code of Virginia or a comparable
law in another state.

3. The local school division shall provide written notice to
the biological or adoptive parents at their last known address
that a foster parent is acting as the parent pursuant to this
section, and the local school division is entitled to rely upon
the actions of the foster parent pursuant to this section until
such time that the biological or adoptive parent attempts to
act as the parent.

4. If a judicial decree or order identifies a specific person e¢
persons among subdivisions 1 a through 1 e of this definition
to act as the "parent” of a child or to make educational
decisions on behalf of a child, then such person erpersons
shall be determined to be the "parent” for purposes of the
special education identification, evaluation, and placement
of a child and the provision of a free appropriate public
education to a child.

"Pat down" means a thorough external body search of a
clothed student.

"Personally identifiable information™ means information that
includes, but is not limited to:

1. The student's name, the child's parent, or other family
member;

2. The address of the child;

3. A personal identifier, such as the child's social security
number or student number; or

4. A list of personal characteristics that would make the
student’s identity easily traceable.

"Pharmacological restraints” means a drug or medication
used on a student to control behavior or restrict freedom of
movement that is not (i) prescribed by a licensed physician or
other qualified health professional acting under the scope of
the professional's authority for the standard treatment of a
student's medical or psychiatric condition and (ii) administered
as prescribed by the licensed physician or other qualified health
professional acting under the scope of the professional's
authority.

"Physical restraint" means the use of approved physical
interventions or "hands-on" holds by trained staff to prevent a
student from moving his body to engage in a behavior that
places him or others at risk of physical harm. Physical restraint
does not include:

1. Briefly holding a student in order to calm or comfort the
student; or

2. Holding a student's hand or arm to escort the student
safely from one area to another.

"Placing agency" means the community policy and
management team under the Children's Services Act, Chapter
52 (§ 2.2-5200 et seq.) of Title 2.2 of the Code of Virginia; the
local school division; or the local department of social services.

"Privately placed student" means a student placed in a private
school for students with disabilities by the parent.

"Publicly placed student” means a student placed in a private
school for students with disabilities by a local school division,
family assessment and planning team under the Children's
Services Act, or court order.

"Qualified personnel™ or "qualified staff" means personnel

who have met the state-approved or state-recognized
certification, licensing, or other comparable requirement
applicable to a specific discipline.

"Regular basis" means more than twice a month.

"Related services" means transportation and such
developmental, corrective, and other supportive services as are
required to assist a child with a disability to benefit from
special education and includes speech-language pathology and
audiology services; interpreting services; psychological
services; physical and occupational therapy; recreation,
including therapeutic recreation; early identification and
assessment of disabilities in children; counseling services,
including rehabilitation counseling; orientation and mobility
services and medical services for diagnostic or evaluation
purposes. Related services also include school health services
and school nurse services; social work services in schools; and
parent counseling and training. Related services do not include

Volume 38, Issue 12

Virginia Register of Regulations

January 31, 2022

1261



Regulations

a medical device that is surgically implanted including
cochlear implants, the optimization of device functioning (e.g.,
mapping), maintenance of the device, or the replacement of
that device. The list of related services is not exhaustive and
may include other developmental, corrective, or supportive
services (such as artistic and cultural programs, and art, music,
and dance therapy, if they are required to assist a child with a
disability to benefit from special education).

"School" means a school for students with disabilities that has
a license to operate issued by the Superintendent of Public
Instruction.

"School for students with disabilities— disabilities" or
"schools" means a privately owned and operated preschool,
school, or educational organization, no matter how titled,
maintained, or conducting classes for the purpose of offering
instruction, for a consideration, profit or tuition, to persons
determined to have autism, deaf-blindness, developmental
delay, a hearing impairment including deafness, intellectual
disability, multiple disabilities, orthopedic impairment, other
health impairment, an emotional disturbance, a specific
learning disability, a speech or language impairment, a
traumatic brain injury, or a visual impairment including
blindness.

"Seclusion" means the confinement of a student alone in a
room from which the student is physically prevented from
leaving.

"Serious incident" means:

1. Any accident or injury requiring medical attention by a
licensed physician;

2. Any illness that requires hospitalization;
3. Any runaway; or

4. Any event that affects, or potentially may affect, the
health, safety, or welfare of any student being served at the
school or school-related activity.

"Serious injury" means any injury resulting in bodily hurt,
damage, harm, or loss that requires medical attention by a
licensed physician.

"Special education" means specially designed instruction to
meet the unique needs of a child with a disability.

The term includes:

1. Speech-language pathology services or any other related
service, if the service is considered special education rather
than a related service under state standards;

2. Vocational education; and
3. Travel training.

"Specially designed instruction" means adapting, as
appropriate, to the needs of an eligible child under this chapter,
the content, methodology, or delivery of instruction to:

1. Address the unique needs of the child that result from the
child's disability; and

2. Ensure access of the child to the general curriculum so
that the child can meet the educational standards that apply
to all children within the jurisdiction of the local educational
agency.

"Specific learning disability" means a disorder in one or more
of the basic psychological processes involved in understanding
or in using language, spoken or written, that may manifest
itself in the imperfect ability to listen, think, speak, read, write,
spell, or do mathematical calculations, including conditions
such as perceptual disabilities, brain injury, minimal brain
dysfunction, dyslexia, and developmental aphasia. Specific
learning disability does not include learning problems that are
primarily the result of (i) visual, hearing, or motor disabilities;
(ii) intellectual disabilities; (iii) emotional disabilities; or (iv)
environmental, cultural, or economic disadvantage.

Dyslexia is distinguished from other learning disabilities due
to its weakness occurring at the phonological level. Dyslexia is
a specific learning disability that is neurobiological in origin.
It is characterized by difficulties with accurate and/er or fluent
word recognition and by poor spelling and decoding abilities.
These difficulties typically result from a deficit in the
phonological component of language that is often unexpected
in relation to other cognitive abilities and the provision of
effective classroom instruction. Secondary consequences may
include problems in reading comprehension and reduced
reading experience that can impede growth of vocabulary and
background knowledge.

"Speech or language impairment™ means a communication
disorder, such as stuttering, impaired articulation, expressive
or receptive language impairment, or voice impairment, that
adversely affects a child's educational performance.

"Standard precautions™ mean universal precautions designed
to prevent transmission of HIV, hepatitis B virus (HBV), and
other bloodborne pathogens when providing first aid or health
care. Standard precautions apply to blood; all body fluids,
secretions, and excretions except sweat, regardless of whether
or not they contain blood; nonintact skin; and mucous
membranes. The precautions are designed to reduce the risk of
transmission of microorganisms from both recognized and
unrecognized sources of infection when providing first aid or
health care. Standard precautions include protective barriers
such as gloves, gowns, aprons, masks, or protective eye wear
that can reduce the risk of exposure with materials that may
contain infectious microorganisms.

""Standards of Learning" or "SOL" means Virginia's rigorous
academic standards established by the Board of Education.

"Strip search” means a visual inspection of the body of a
student when that student's outer clothing or total clothing is
removed, and there is an inspection of the removed clothing.
Strip searches are conducted for the detection of contraband.
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"Substantial compliance” means that while there may be
noncompliance with one or more regulations that represent
minimum risk, compliance clearly and obviously exists with
most of the regulations as a whole.

"Superintendent” means the state Superintendent of Public
Instruction.

"Teacher of record" means the teacher who is responsible for
the delivery of instruction. The teacher of record shall hold a
license issued by the Virginia Board of Education.

"Time-out" means assisting a student to regain control by
removing the student from his immediate environment to a
different open location until the student is calm or the problem
behavior has subsided.

"Traumatic brain injury" means an acquired injury to the
brain caused by an external physical force or by other medical
conditions, including stroke, anoxia, infectious disease,
aneurysm, brain tumors, and neurological insults resulting
from medical or surgical treatments, resulting in total or partial
functional disability or psychosocial impairment, or both, that
adversely affects a child's educational performance. Traumatic
brain injury applies to open or closed head injuries resulting in
impairments in one or more areas, such as cognition; language;
memory; attention; reasoning; abstract thinking; judgment;
problem solving; sensory, perceptual, and motor abilities;
psychosocial behavior; physical functions; information
processing; and speech. Traumatic brain injury does not apply
to brain injuries that are congenital or degenerative or to brain
injuries induced by birth trauma.

"Visual impairment including blindness” means an
impairment in vision that, even with correction, adversely
affects a child's educational performance. The term includes
both partial sight and blindness.

"Volunteer" means any individual who of his own free will
and without compensation provides goods or services to the
school.

"Virtual learning" means the delivery of instruction through
emerging technologies such as satellite, streaming video, or the
Internet.

8VAC20-750-20. General definitions.

The following words and terms when used in this chapter
shall have the following meanings unless the context clearly
indicates otherwise:

"Behavioral intervention plan" or "BIP" means a plan that
utilizes positive behavioral interventions and supports to
address (i) behaviors that interfere with a student's learning or
that of others or (ii) behaviors that require disciplinary action.

"Board" means the Virginia Board of Education.

"Business day" means Monday through Friday, 12 months of
the year, exclusive of federal and state holidays (unless

holidays are specifically included in the designation of
business days).

"Chapter" means these regulations, that is, Regulations
Governing the Use of Seclusion and Restraint in Public
Elementary and Secondary Schools in Virginia, 8VAC20-750.

"Calendar days" means consecutive days, inclusive of
Saturdays and Sundays. Whenever any period of time fixed by
this chapter expires on a Saturday, Sunday, federal holiday, or
state holiday, the period of time for taking such action shall be
extended to the next day that is not a Saturday, Sunday, federal
holiday, or state holiday.

"Child with a disability" or "student with a disability" means
a public elementary or secondary school student evaluated in
accordance with the provisions of 8VAC20-81 as having an
intellectual disability, a hearing impairment (including
deafness), a speech or language impairment, a visual
impairment  (including blindness), a serious emotional
disability (referred to in 8VAC20-81 as an emotional
disability), an orthopedic impairment, autism, traumatic brain
injury, other health impairment, a specific learning disability,
deaf-blindness, or multiple disabilities who, by reason thereof,
requires special education and related services. This also
includes developmental delay if the school division recognizes
this category as a disability under 8VAC20-81-80 M 3. If it is
determined through an appropriate evaluation that a child has
one of the disabilities identified but only needs related services
and not special education, the child is not a child with a
disability under 8VAC20-81. If the related service required by
the child is considered special education rather than a related
service under Virginia standards, the child would be
determined to be a child with a disability. As used in this
chapter, the disability categories set forth in this definition and
the terms "special education" and "related services" shall have
the meanings set forth in 8VAC20-81-10.

"Day" means calendar day unless otherwise designated as
business day or school day.

"Department" means the Virginia Department of Education.

"Evaluation" means procedures used in accordance with
8VAC20-81 to determine whether a child has a disability and
the nature and extent of the special education and related
services the child needs.

"Functional behavioral assessment” or "FBA" means a
process to determine the underlying cause or functions of a
student's behavior that impede the learning of the student or the
learning of the student's peers. A functional behavioral
assessment may include a review of existing data or new
testing data or evaluation as determined as set forth in
8VAC20-750-70.

"Individualized education program" or "IEP" means a written
statement for a child with a disability that is developed,
reviewed, and revised at least annually in a team meeting in
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accordance with the Regulations Governing Special Education
Programs for Children with Disabilities in Virginia (8VAC20-
81). The IEP specifies the individual educational needs of the
child and what special education and related services are
necessary to meet the child's educational needs.

"Individualized education program team" or "IEP team"
means a group of individuals described in 8VAC20-81-110
that is responsible for developing, reviewing, or revising an
IEP for a child with a disability.

"School day" means any day, including a partial day, that
students are in attendance at school for instructional purposes.
The term has the same meaning for all students in school,
including students with and without disabilities.

"School personnel” means individuals employed by the
school division on a full-time or part-time basis or as
independent contractors or subcontractors as instructional,
administrative, and support personnel and include individuals
serving as a student teacher or intern under the supervision of
appropriate school personnel.

"Section 504 plan" means a written plan of modifications and
accommodations under Section 504 of the Rehabilitation Act
of 1973 (29 USC § 794).

"Student" means any student, with or without a disability,
enrolled in a public elementary or secondary school as defined
in § 22.1-1 of the Code of Virginia.

1. For purposes of this chapter, the term "student” shall also
include those students (i) attending a public school on a less-
than-full-time basis, such as those students identified in
§ 22.1-253.13:2 N of the Code of Virginia; (ii) receiving
homebound instruction pursuant to 8VAC20-131-180 and as
defined in 8VAC20-81-10, without regard to special
education status; (iii) receiving home-based instruction
pursuant to 8VAC20-81-10; and (iv) who are preschool
students enrolled in a program operated by a school division
or receiving services from school personnel.

2. As used in this chapter, "student" shall not include
children meeting compulsory attendance requirements of
8 22.1-254 of the Code of Virginia by (i) enrollment in
private, denominational, or parochial schools; (ii) receipt of
instruction by a tutor or teacher of qualifications prescribed
by the Board of Education and approved by the relevant
division superintendent; {3 (iii) receipt of home instruction
pursuant to 8 22.1-254 of the Code of Virginia f or (iv)
receipt of instruction in a secure facility or detention home
as defined in § 16.1-228 of the Code of Virginia or in a
facility operated by the Virginia Department of Behavioral
Health and Developmental Services }. With regard to
restraint and seclusion, students placed through public or
private means in a private day or residential school for
students with -disabilities shall be afforded the protections
set forth in 8VAC20-671.

"Traumatic brain injury" means an acquired injury to the
brain caused by an external physical force or by other medical
conditions, including stroke, anoxia, infectious disease,
aneurysm, brain tumors, and neurological insults resulting
from medical or surgical treatments, resulting in total or partial
functional disability or psychosocial impairment, or both, that
adversely affects a child's educational performance.
"Traumatic brain injury" applies to open or closed head injuries
resulting in_impairments in _one or more areas, such as
cognition; language; memory; attention; reasoning; abstract
thinking; judgment; problem-solving; sensory, perceptual, and
motor_abilities; psychosocial behavior; physical functions;
information processing; and speech. "Traumatic brain injury"
does not apply to brain injuries that are congenital or
degenerative, or to brain injuries induced by birth trauma.

VAR. Doc. No. R22-6983; Filed January 10, 2022, 12:26 p.m.

STATE COUNCIL OF HIGHER EDUCATION FOR
VIRGINIA

Proposed Regulation

Title of Requlation: 8VAC40-31. Regulations Governing
Certification of Certain Institutions to Confer Degrees,
Diplomas and Certificates (adding 8VAC40-31-125).

Statutory Authority: § 23.1-215 of the Code of Virginia.

Public Hearing Information: No public hearing is currently
scheduled.

Public Comment Deadline: April 1, 2022.

Agency Contact: Beverly Rebar, Senior Associate for
Academic and Legislative Affairs, State Council of Higher
Education for Virginia, 101 North 14th Street, 9th Floor,
Monroe Building, Richmond, VA 23219, telephone (804) 371-
0571, or email beverlyrebar@schev.edu.

Basis: Section 23.1-215 of the Code of Virginia authorizes the
State Council of Higher Education for Virginia (SCHEV) to
adopt, pursuant to the Administrative Process Act (§ 2.2-4000
et seq. of the Code of Virginia), such regulations as may be
necessary to implement the provisions for standards for certain
private and out-of-state institutions of higher education.
Section 23.1-215 of the Code of Virginia authorizes the State
Council of Higher Education for Virginia to adopt, pursuant to
the Administrative Process Act, such regulations as may be
necessary to implement the provisions of Chapter 2 (§ 23.1-
200 et seq.) of Title 23.1 of the Code of Virginia.

Purpose: This regulation is essential to protect the welfare of
citizens who are enrolled in programs by out-of-state distance
education providers. The national education landscape has
changed such that online education programs have
proliferated. While it may once have been a common
operational model to offer distance learning through
telecommunications equipment that was located at a site within
the state, technological advancements have rendered that
model obsolete. Out-of-state postsecondary schools can and do
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conduct business with Virginia citizens from locations entirely
outside of Virginia. Those citizens are entitled to the same
protections afforded to Virginia students enrolled in Virginia
schools through SCHEYV certification processes.

The regulation will not have any effect on institutions that are
members in good standing of the National State Authorization
Reciprocity Agreement (NC-SARA) it imposes no
certification requirements on State Authorization Reciprocity
Agreement (SARA) members from other states. The NC-
SARA framework ensures adequate consumer protections for
students of SARA schools nationwide. Certification for
schools that are not members of NC-SARA is more complex
and will require a separate process that has been outlined in the
proposed language.

Substance: The regulation will provide that any degree-
granting postsecondary school providing distance learning to
residents of the Commonwealth from a location outside of the
Commonwealth shall be certified to operate in the
Commonwealth or shall be a participant in a reciprocity
agreement to which the Commonwealth belongs. Schools that
are members of the NC-SARA reciprocity agreement are not
subject to the regulation as according to NC-SARA, Virginia
reciprocally honors their home states' authorization.

The regulation provides criteria that must be fulfilled by
schools that are not members of NC-SARA in order to be
certified to operate, addressing (i) aspects of the school's
current status, such as accreditation, being in good standing in
its home state, and providing certain disclosures to the public
and (ii) the school's obligations to the Commonwealth
regarding maintenance of student records and payment of fees.

Issues: The primary advantage to the public and the
Commonwealth is that SCHEV will be able to protect Virginia
citizens who are enrolled in out-of-state postsecondary schools
in distance education programs. There are no disadvantages to
the public or the Commonwealth from the regulation.
Department of Planning and Budget's Economic Impact
Analysis:

Summary of the Proposed Amendments to Regulation.
Pursuant to Chapter 380 of the 2020 Acts of Assembly, the
State Council of Higher Education for Virginia (SCHEV)
proposes to add certification requirements for out-of-state
schools offering distance learning in Virginia. Out-of-state
schools that are members of the National Council for State
Authorization Reciprocity Agreements (NC-SARA) would be
exempt from these certification requirements. The proposed
amendments would require out-of-state schools that are not
members of NC-SARA to: (i) apply for SCHEV authorization
by demonstrating authorization and good standing in the state
where the school has legal domicile, (ii) provide certain
disclosures to Virginia students seeking to enroll in a distance
learning program, and (iii) pay a certification fee.
Background. Chapter 380 of the 2020 Acts of Assembly added
a definition of "distance learning" and amended § 23.1-219 of
the Code of Virginia to add: Any degree-granting

postsecondary school providing distance learning to residents
of the Commonwealth from a location outside of the
Commonwealth shall be certified to operate in the
Commonwealth or shall be a participant in a reciprocity
agreement to which the Commonwealth belongs for the
purpose of consumer protection.t Accordingly, out-of-state
schools that are part of NC-SARA would not require
certification. Schools that do require certification would have
to demonstrate that they meet the following criteria: (i) the
institution is authorized to operate by the appropriate entity in
the state where the institution has legal domicile, (ii) the
institution is accredited by an accrediting body approved by the
U.S. Department of Education with a scope of authority that
includes distance learning, (iii) the institution is in good legal
standing, including having no current or pending show cause
or probationary actions against it, and (iv) the institution
demonstrates minimum financial stability to qualify for
certification.

Upon receiving certification, out-of-state schools seeking to
enroll Virginia students would be required to provide
prospective enrollees with a notification that the school is
certified, a notification outlining the procedures a student may
follow to file a complaint against the school, including
contacting SCHEV as a last resort, and a notification stating
that the transferability of credits earned at the school is at the
sole discretion of the receiving institution. Further, institutions
offering programs leading to professional licensure would be
required to provide prospective students with a notification
regarding whether completion of the program would be
sufficient to meet licensure requirements in Virginia. Lastly,
the institution would be required to inform SCHEV and
enrolled students in Virginia of "any adverse action by the U.S.
Department of Education or by its accrediting agency that
threatens a disruption of the operation of the institution and/or
exposes students to a loss of course or degree credit or financial
loss."”

Institutions would have to pay SCHEV a nonrefundable initial
and renewal authorization fee as provided in 8VAC40-31-
260.2 The proposed amendments include a requirement that
applications for annual renewal be submitted at least 90 days
prior to the expiration date specified on the certificate of
authorization.

Estimated Benefits and Costs. The proposed changes to fees
would increase costs for out-of-state institutions providing
distance learning programs in Virginia while providing greater
protections to students in Virginia seeking to enroll in distance
learning programs from out-of-state institutions. As long as the
demand for distance learning programs from out-of-state
schools remains robust, these institutions would most likely
absorb the costs of the application and renewal fees. Schools
may also pass on all or part of these costs to students, either
spreading out the cost across all students, or specifically across
Virginia residents. Out-of-state schools that choose not to
apply for certification would have two options: they may join
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NC-SARA instead of going through the certification process,
or choose not to enroll students from Virginia.

Virginia students and their families would benefit from greater
oversight of distance learning programs, particularly those not
part of NC-SARA. In particular, the proposed amendments
would require that distance learning programs provide
notifications to prospective students regarding the certification
status, transferability of credits, and if applicable, whether the
program meets licensing requirements in Virginia. Students
and families would benefit from greater transparency and
SCHEYV could take action if certified schools are found to not
provide these notifications. However, such consumer
protection benefits would be limited if uncertified schools are
able to enroll Virginia students undetected, and if students and
their families are unaware of the certification and notification
requirements.

Businesses and Other Entities Affected. The proposed
amendments would not impact any postsecondary educational
institutions in Virginia; they apply only to out-of-state schools
that do not participate in NC-SARA. The number of such
schools is unknown. Virginia students seeking to enroll in
distance learning programs would benefit from greater
oversight of out-of-state schools' distance learning programs.

An adverse impact is indicated if there is any increase in net
cost or reduction in net revenue for any entity, even if the
benefits exceed the costs for all entities combined. The
proposal would increase costs for out-of-state schools offering
distance learning in Virginia that are not members of NC-
SARA. Thus, an adverse impact is indicated.

Small Businesses* Affected. The proposed amendments would
not affect small businesses in Virginia.

Localities® Affected.® The proposed amendments do not
introduce new costs for local governments and are unlikely to
affect any locality in particular.

Projected Impact on Employment. The proposed amendments
are unlikely to affect employment in Virginia since they only
apply to certain out-of-state schools.

Effects on the Use and Value of Private Property. The proposed
amendments increase costs for out-of-state private schools
offering distance learning in Virginia that are not members of
NC-SARA. The value of such private schools may be modestly
reduced. Real estate development costs are not affected.

1See https://lis.virginia.gov/cgi-bin/legp604.exe?201+ful+CHAP0380+hil.

2In a separate regulatory action, SCHEV has set the initial fee and renewal fee
at $10,000. See
https://townhall.virginia.gov/I/ViewAction.cfm?actionid=5391 for details.

3This applies for schools with legal domicile in 49 states (all but California),
the District of Columbia, Puerto Rico, and the U.S. Virgin Islands. California
schools would not have the option of joining NC-SARA since their state is not
party to the agreement. See https://www.nc-sara.org/sara-states.

“Pursuant to § 2.2-4007.04 of the Code of Virginia, small business is defined
as "a business entity, including its affiliates, that (i) is independently owned
and operated and (ii) employs fewer than 500 full-time employees or has gross
annual sales of less than $6 million."

*"Locality" can refer to either local governments or the locations in the
Commonwealth where the activities relevant to the regulatory change are most
likely to occur.

68 2.2-4007.04 defines "particularly affected” as bearing disproportionate
material impact.

Agency's Response to Economic Impact Analysis: The State
Council of Higher Education for Virginia concurs with the
economic impact analysis submitted by the Department of
Planning and Budget.

Summary:

Pursuant to Chapter 380 of the 2020 Acts of Assembly, the
proposed amendments require out-of-state postsecondary
schools offering distance education to Virginia citizens to
be certified by the State Council of Higher Education for
Virginia or be participants in a reciprocity agreement to
which the Commonwealth belongs. This action establishes
certification requirements for schools that do not
participate in a reciprocity agreement.

8VAC40-31-125. Certification required for schools offering
distance learning in Virginia.

A. Any degree-granting postsecondary school providing
distance learning to residents of the Commonwealth from a
location outside of the Commonwealth shall be certified to
operate in the Commonwealth or shall be a participant in a
reciprocity agreement to which the Commonwealth belongs, in
accordance with council's authority pursuant to § 23.1-211 of
the Code of Virginia, for the purpose of consumer protection.

B. Any degree-granting postsecondary institution seeking
initial or renewal authorization to offer distance education
programs or courses to residents of the Commonwealth from a
location outside of the Commonwealth that is not a participant
in_a reciprocity agreement to which the Commonwealth
belongs must demonstrate that it meets the following eligibility
criteria:

1. The institution is properly authorized to operate by and in
good standing with the appropriate entity in the state where
the institution has legal domicile.

2. The institution is a United States degree-granting
institution that is accredited by an accrediting agency that is
recognized by the U.S. Department of Education with a
scope of authority, as specified by the U.S. Department of
Education, that includes distance education.

3. The institution is in good standing, including having no
current or pending show cause or probation actions against
it.

4. The institution demonstrates minimum financial stability
to qualify for certification defined as a federal Financial
Responsibility Composite Score of 1.5 or better.

C. An institution certified pursuant to this section shall
provide proof of the following disclosures to Virginia
residents:
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1. A notification that the school is certified to operate by
council.

2. A notification outlining the procedures a student may
follow to file a complaint against the school. The disclosure
must include a statement that if the complaint is not resolved
to the student's satisfaction, the student may contact the

9VAC20-121. Regulated Medical Waste Management
Regulations (adding 9VAC20-121-10 through 9VAC20-
121-420).

Statutory Authority: § 10.1-1402 of the Code of Virginia;
42 USC § 6941 et seq.; 40 CFR Part 257.

Public Hearing Information: No public hearing is currently

council as a last resort. The school must provide contact
information for council and must ensure that the student will
not be retaliated against for filing a complaint.

3. A notification stating that the transferability of credits
earned at the school is at the sole discretion of the receiving
institution.

4. For institutions offering programs or courses leading to or
advertised as leading to professional licensure, a notification
regarding whether completion of the program is sufficient to
meet licensure requirements in Virginia. If the institution is
unable to determine whether a program will meet the
professional licensure requirements in_Virginia, the
notification shall provide current contact information for any

scheduled.
Public Comment Deadline: April 18, 2022.

Agency Contact: Priscilla D. Rohrer, Guidance and Regulation
Coordinator, Department of Environmental Quality, P.O. Box
3000, Harrisonburg, VA 22801, telephone (540) 574-7852,
FAX (804) 698-4178, or email
priscilla.rohrer@deq.virginia.gov.

Basis: Section 10.1-1402 of the Code of Virginia authorizes the
Virginia Waste Management Board to supervise and control
waste management activities in the Commonwealth and to
promulgate regulations necessary to carry out its powers and
duties.

Purpose: The purpose of this regulatory action is to modernize

applicable licensing boards and advise the student or
applicant to determine whether the program meets
requirements for licensure in Virginia prior to enrollment.

D. An institution certified pursuant to this section shall pay a
nonrefundable initial and renewal authorization fee as
provided in 8VAC40-31-260.

E. An institution certified pursuant to this section shall
immediately inform the council and current enrolled students
who are residents of the Commonwealth of any adverse action
by the U.S. Department of Education or by its accrediting
agency that threatens a disruption of the operation of the
institution or exposes students to a loss of course or degree
credit or financial loss.

F. The certificate of authorization for an institution certified
pursuant to this section shall expire on the stated expiration
date. Applications for annual renewals must be submitted to
council at least 90 days prior to the expiration date of the
current authorization.

VAR. Doc. No. R21-5770; Filed December 29, 2021, 2:30 p.m.

* *

TITLE 9. ENVIRONMENT
VIRGINIA WASTE MANAGEMENT BOARD

Proposed Regulation

Titles of Regulations: 9VAC20-120. Regulated Medical
Waste Management Regulations (repealing 9VAC20-120-
10 through 9VAC20-120-1000).

the standards for general handling and treatment of regulated
medical waste (RMW) based on current industry best
management practices. This regulatory action is necessary in
order to update the requirements for RMW transfer stations and
RMW treatment facilities, provide clarity for the regulated
universe, remove redundancies, and eliminate overlap with
other regulations. The goals of this action are to clarify the
requirements for generators and permitted facilities, improve
permitting procedures, and streamline the regulation for ease
of use while still protecting the health, safety, and welfare of
citizens. Proposed validation and operating parameters for
treatment technologies were evaluated during the regulatory
development phase.

Substance: This regulation is for the general handling, storage,
transfer, treatment, and disposal of regulated medical waste.
Rules for packaging, labeling and transporting RMW, as well
as exemptions from regulation, are also included. Additional
substantive revisions include (i) providing conditional
exemptions to encourage safe collection and proper
management of specific types of regulated medical waste, such
as sharps; (ii) clarifying RMW storage requirements for
generators and permitted facilities; (iii) streamlining the permit
structure and clarifying activities exempt from permitting; (iv)
specifying the siting, design, operation, recordkeeping, and
reporting requirements of RMW transfer stations and treatment
facilities; (v) requiring validation and periodic challenge
testing for treatment technologies; (vi) clarifying procedures
for the management of Category A wastes; (vii) improving the
alternate treatment technology petition process; and (viii)
improving regulatory structure, procedures, and use. Currently,
Virginia has 14 regulated medical waste management facilities
that have transfer stations or that treat regulated medical waste.

Issues: The primary advantage of this regulatory action is that
the proposed regulatory action will provide for clarity and
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certainty for the management and treatment of RMW. This is
an advantage to the regulated community, the public, and the
Commonwealth as proper management and treatment of RMW
will provide protections for human health and the environment.
In working with the regulatory advisory panel to develop the
proposed regulation, the agency was careful to provide for
greater clarity for those that implement the regulation. This
proposed regulatory action should pose no disadvantages to the
public or to the Commonwealth.

Department of Planning and Budget's Economic Impact
Analysis:

Summary of the Proposed Amendments to Regulation. The
Virginia Waste Management Board (Board) proposes
numerous changes to the Regulated Medical Waste
Management Regulations, including how the chapter is
organized. Due to the length and complexity of the proposed
changes, instead of amending the current chapter the Board
proposes to repeal chapter 9VAC20-120 and promulgate new
chapter 9VAC20-121, keeping the name Regulated Medical
Waste Management Regulations.

Significant changes include: 1) introducing best management
practices for Category A Waste, 2) requiring that all regulated
medical waste (RMW) transfer stations and treatment facilities
submit new permit applications within six months of the
effective date of the regulation, 3) eliminating the option for an
on-site permit-by-rule, 4) eliminating expiration dates for
permits and renewal requirements, 5) requiring the installation
of a fixed radiation detector, 6) new specification requirements
for cart tippers, slides, or conveyors, 7) new validation testing*
requirements prior to operation of treatment systems or
devices, 8) enhanced periodic challenge testing? requirements,
9) requiring periodic self-inspection of RMW treatment
facilities, 10) requiring RMW generators to maintain shipping
records, 11) eliminating requirement to shred treated RMW,
12) increasing flexibility for treatment facilities to establish
operating parameters specific to the treatment unit and waste
stream rather than defaulting to general regulatory
performance standards for a particular treatment method, 13)
increasing the allowed options for cleaning and disinfection of
reusable containers, 14) increasing the allowed options for
packaging of treated RMW, and 15) longer storage timeframes
for RMW without refrigeration.

Background. The Regulated Medical Waste Management
Regulations establish standards and procedures pertaining to
RMW management, including permit requirements for the
storage, transfer, treatment and disposal of RMW. Rules for
packaging, labeling and transporting RMW, as well as
exemptions from regulation, are also included. Standards for
approved treatment processes are provided as well as
provisions for establishing alternate treatment technologies.

During and after the 2014-2015 Ebola virus disease outbreak,
the Department of Environmental Quality (DEQ) assisted
healthcare facilities and other state and local agencies with
planning for the management of Ebola-contaminated waste,

which is considered a Category A waste. "Category A waste"
means wastes that are contaminated with a Category A
infectious substance and must be packaged and transported in
accordance with the United States Department of
Transportation (USDOT) Hazardous Materials Regulations
(HMR) or an applicable USDOT special permit. "Category A
infectious substance" means an infectious substance in a form
capable of causing permanent disability or life-threatening or
fatal disease in otherwise healthy humans or animals when
exposure to the substance occurs. Category A infectious
substances are defined by 49 CFR 173.134 of the USDOT
HMR.?

Category A waste must be managed in accordance with more
stringent handling, storage, transport, and treatment
requirements than other types of RMW in order to prevent the
spread of highly infectious disease. The existing Regulated
Medical Waste Management Regulations do not specifically
address the management of Category A waste. Therefore,
during the 2014-2015 Ebola virus disease outbreak DEQ relied
on interim guidance from the Centers for Disease Control
(CDC), the federal Environmental Protection Agency,
USDOT, and other entities while working one-on-one with
facilities to ensure that management would protect human
health and the environment.

Following the Ebola virus disease outbreak, the CDC awarded
a grant to the Virginia Department of Health (VDH). Under a
memorandum of understanding, VDH administered the grant
funds to DEQ in 2016 to contract subject matter experts to
perform a systematic review of the Regulated Medical Waste
Management Regulations in order to identify existing
regulatory gaps and propose revisions to address current
industry best management practices for Category A waste and
other types of RMW. The subject matter experts proposed
changes to streamline RMW management requirements for
generators and permitted facilities, update performance
standards for treatment technologies, and clarify specific
protocols for validation and periodic challenge testing. DEQ
received a report with proposed regulatory revisions in 2017
and formed an internal RMW workgroup to evaluate the
proposal prior to submitting the current action.

Estimated Benefits and Costs.

Management of Category A waste. According to DEQ, no
Category A waste has been known to be present in the
Commonwealth, including during the Ebola virus disease
outbreak. The proposed new regulation includes a section,
9VAC20-121-160, on the management of Category A waste.
In addition to stating that, "Every effort shall be made to
minimize the amount of Category A waste generated," the
proposed section delineates the procedures to be followed if it
is present. The proposed text does not introduce substantive
cost, and is beneficial in that facilities would likely be more
knowledgeable on how to most safely handle Category A waste
if it is present.
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Permits. The Board proposes to require that all RMW transfer
stations and treatment facilities in Virginia submit new permit
applications within six months of the effective date of the
regulation. There are four RMW transfer stations and ten
RMW treatment facilities in the Commonwealth. Each of these
14 entities would be required to pay a $390 permit fee. DEQ
estimates that it would take each entity from 24 to 40 hours to
assemble the information necessary to submit the application.
The agency estimates that it would spend approximately 12
hours of staff time per permit application for review and
processing. The Board believes that given the magnitude of
proposed changes, a full review associated with permit
application is necessary.

The current regulation includes a permitting option called on-
site permit-by-rule. The Board proposes to eliminate this
option, which would affect nine of the 14 permitted facilities.
As a result, these facilities would incur additional costs from
the staff time needed to compile additional submission
documents for the permit application. According to DEQ the
facilities should already have all of the information needed to
complete and submit the additional documents. The agency
believes that by eliminating the on-site permit-by-rule option
it would receive better information on treatment units.
Improved information would allow DEQ to better ensure that
RMW is treated effectively and appropriately, and thereby
provide better protections for the public and consistency in
permitting procedures for all fourteen facilities.

Under the current regulation, permits expire and need to be
renewed every ten years. Under the proposed regulation,
permits do not expire and do not need to be renewed. For each
of the 14 RMW facilities and any other future RMW facilities,
this would save $390 in fees and approximately 24 to 40 hours
of staff time in application preparation every ten years. It
would also save approximately 12 hours of DEQ staff time in
application review and processing for each facility every ten
years as well.

Other New Requirements. The proposed regulation requires
that RMW transfer stations and treatment facilities have fixed
radiation detectors in a location as close as practicable to the
incoming waste loads and in proximity to monitor all waste
prior to storage, transfer, or treatment. The fixed radiation
detectors are not required at captive regulated medical waste
management facilities* if the facility demonstrates that there is
no potential for generation or management of radioactive
materials or wastes. Radiation detectors cost from $6,000 to
$8,000 for fixed devices depending on the configuration (floor
mounted or door mounted).®> According to DEQ, a number of
permitted facilities (including at least two state university
hospitals) have already installed fixed radiation detectors.

The proposed regulation includes new specification
requirements for cart tippers, slides, or conveyors to ensure that
movement of RMW is controlled to maintain the integrity of
the RMW packaging (i.e. to avoid damage to packaging that
could cause releases of RMW). Based on a DEQ survey of

treatment facilities, modifications to existing cart tippers, if
needed, may cost anywhere from a nominal maintenance
charge (to adjust hydraulic pressure) up to $2,000 (to install a
non-porous barrier).

"Validation testing" means procedures conducted at the site of
a regulated medical waste treatment facility prior to initial
operation of a treatment system or device, the purpose of which
is to demonstrate, through established operating parameters,
the effective treatment of regulated medical waste. The
proposed regulation includes new validation requirements
prior to operation, with criteria for when repeat validation is to
occur (at least once every five years) to ensure treatment units
are operating effectively. The additional costs for the initial
validation include costs for four to 12 biological indicators for
each of three validation test runs (at $3 to $4 per indicator) and
approximately 8 hours of staff time to complete the testing
(usually 30 to 90 minutes per test plus incubation time for
biological indicators).® These are costs per treatment unit. Of
the ten RMW treatment facilities in the Commonwealth, five
have one unit ($36 to $144 in indicators and 8 hours of staff
time), one has two units ($72 to $288 in indicators and 16 hours
of staff time), two have three units ($108 to $432 in indicators
and 24 hours of staff time), one has four units ($144 to $576 in
indicators and 32 hours of staff time), and one has nine units
($324 to $1,296 in indicators and 72 hours of staff time).

"Challenge Testing" means periodic monitoring or testing of a
regulated medical waste treatment device or system that
employs the use of biological indicators to demonstrate
continued, effective operation of the device or system. The
proposed regulation includes enhanced periodic challenge
testing requirements. The proposed enhanced challenge testing
includes the costs of zero to three additional biological
indicators ($3 to $4 per indicator) per month beyond the
current requirement, depending on the volume of waste treated.
The number of biological indicators required per month
corresponds to the volume of waste treated per load. Staff time
for performing challenge tests is not anticipated to be
lengthened by the use of additional biological indicators.

The proposed regulation also requires that each facility
conduct monthly inspections of all major aspects of facility
operations necessary to ensure compliance with the regulation.
Records of the self-inspections are required to be kept and be
available for review. DEQ estimates that this would take one
hour of one employee's time per month.

Not all generators of RMW are required to maintain records
under the current regulation. The Board proposes to require
that all RMW generators maintain records, including copies of
all shipping papers, specifying the date of shipment, amount of
waste removed from the site, and the names, addresses, and
telephone numbers of the transporter and the destination
facility receiving the shipment for treatment or disposal. Under
both the current and proposed regulations, the records are to be
kept for a minimum of three years following treatment or
shipment.
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All of these new requirements are intended to reduce risk to
health and safety.

Other Eliminated Requirements or Increased Flexibility. The
current regulation requires RMW waste to be shredded to
indicate that it has been treated. According to DEQ, this is no
longer necessary and the Board proposes to eliminate this
requirement. Some facilities have already obtained a variance
from the requirement. For those that still are shredding this
change would be beneficial in that they will not be affected by
down time or the repairs that are required by the shredding
units, including the cost to replace blades and other
components damaged by clogging. In addition, this would
eliminate unnecessary safety and health risks posed to workers
who repair shredders, which typically fail mid-cycle and could
expose workers to pathogens from untreated RMW no longer
contained in intact packaging.

The proposed regulation also introduces potential cost savings
in time and materials by: a) increasing the flexibility for
treatment facilities to establish operating parameters specific
to the treatment unit and waste stream rather than defaulting to
general regulatory performance standards for a particular
treatment method, b) increasing the allowed options for
cleaning and disinfection of reusable containers, c) increasing
the allowed options for packaging of treated RMW, and d)
allowing RMW to be stored for longer timeframes without
refrigeration. All of the above were deemed safe, while
potentially reducing costs.

Businesses and Other Entities Affected. The proposed
amendments primarily affect the ten permitted RMW
treatment facilities and the four permitted RMW transfer
stations in the Commonwealth. RMW generators are also
affected. The ten permitted RMW treatment facilities consist
of four public universities, three hospitals, one state agency,
one private laboratory, and one private treatment business. All
four permitted RMW transfer stations are private entities.
RMW generators include hospitals, doctors' offices, dentists'
offices, clinics, and other healthcare facilities as well as
veterinary establishments, laboratories, research facilities, etc.

Adverse impact is indicated if there is any increase in net cost
or reduction in net revenue for any entity, even if the benefits
exceed the costs for all entities combined. While the benefits
to public health may be large, there would likely be some
increases in net costs for some of the affected entities as
described in the section above. Thus, adverse impact is
indicated for this action.

Small Businesses’ Affected.
Types and Estimated Number of Small Businesses Affected.

Section 2.2-4007.04 of the Code of Virginia defines small
business as "a business entity, including its affiliates, that (i) is
independently owned and operated and (ii) employs fewer than
500 full-time employees or has gross annual sales of less than
$6 million." One or two of the ten permitted RMW treatment
facilities may qualify as a small business. Employment and
revenue data is not available for those entities or the four

permitted RMW transfer stations. Thus it is not known which
if any qualify as a small business. Many, but not all of the
health care facilities are likely small business, but specific data
are not available.

Costs and Other Effects. The costs and other effects as
described in the Estimated Benefits and Costs section of this
report would apply to the affected entities that qualify as small
businesses.

Alternative Method that Minimizes Adverse Impact. There are
no clear alternative methods that both reduce adverse impact
and meet the intended policy goals.

Localities® Affected.® The proposed regulation affects all
localities in that all localities have healthcare facilities. The 14
permitted RMW facilities are located in Arlington,
Charlottesville, Chesterfield, Fairfax, Fredericksburg, Norfolk,
Petersburg, Prince William, Richmond, Roanoke, Sandston,
Sterling, and Warrenton. The proposed amendments do not
introduce costs for local governments.

Projected Impact on Employment. The proposed changes
associated with the repeal of 9VAC20-120 and promulgation
of 9VAC20-121 are not likely to substantially affect total
employment.

Effects on the Use and Value of Private Property.l® The
proposed changes associated with the repeal of 9 VAC 20-120
and promulgation of 9 VAC 20-121 increase some costs and
reduce other costs for the two privately-owned permitted
RMW treatment facilities and four privately-owned permitted
RMW transfer stations. There would likely be some increase
in net costs for some of these firms, which may moderately
reduce their net value.

"Validation testing" means procedures conducted at the site of a regulated
medical waste treatment facility prior to initial operation of a treatment system
or device, the purpose of which is to demonstrate, through established
operating parameters, the effective treatment of regulated medical waste.

Challenge Testing" means periodic monitoring or testing of a regulated
medical waste treatment device or system that employs the use of biological
indicators to demonstrate continued, effective operation of the device or
system.

3See https://www.law.cornell.edu/cfr/text/49/173.134

4"Captive regulated medical waste management facility" means a regulated
medical waste management facility that is located on property owned or
controlled by the generator of all waste managed or disposed of at that facility.

5Source: DEQ

®Ibid

"Pursuant to § 2.2-4007.04 of the Code of Virginia, small business is defined
as "a business entity, including its affiliates, that (i) is independently owned

and operated and (ii) employs fewer than 500 full-time employees or has gross
annual sales of less than $6 million."

8 ocality" can refer to either local governments or the locations in the
Commonwealth where the activities relevant to the regulatory change are most
likely to occur.

8 2.2-4007.04 defines "particularly affected" as bearing disproportionate
material impact.

Wprjvate property is interpreted to include all private assets including private
businesses.
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Agency's Response to Economic Impact Analysis: The
department has reviewed the economic impact analysis
prepared by the Department of Planning and Budget and has
no comment.

Summary:

The proposed regulatory action repeals and replaces
Regulated Medical Waste Management Regulations
(9VAC20-120), which provides for the general handling,
storage, transfer, treatment, disposal of, packaging,
labeling, transporting, and exemptions from all of these
provisions for regulated medical waste (RMW).
Substantive revisions included in the new chapter (i)
provide conditional exemptions to encourage safe
collection and proper management of specific types of
regulated medical waste, such as sharps; (ii) clarify RMW
storage requirements for generators and permitted
facilities; (iii) streamline the permit structure and
clarifying activities exempt from permitting; (iv) specify
the siting, design, operation, recordkeeping, and
reporting requirements of RMW transfer stations and
treatment facilities; (v) require validation and periodic
challenge testing for treatment technologies; (vi) clarify
procedures for the management of Category A wastes;
(vii) improve the alternate treatment technology petition
process; and (viii) improve regulatory structure,
procedures, and use.

Chapter 121
Regulated Medical Waste Management Requlations

Part |
Definitions

9VAC20-121-10. Definitions.

The following words and terms when used in this chapter

"Autoclave" means a wet thermal sterilization process that
uses saturated steam under a specified amount of pressure for
a specified exposure time and at a specific temperature.

"Bioaerosol" means a suspension of airborne particles,
generally comprised of microorganisms (e.q., bacteria, viruses)
or _materials of biological origin released from humans,
animals, plants, soil, water, or other sources. Particles range in
size from very small to very large, and could include liguid
droplets and materials left behind after such droplets evaporate
(known as "droplet nuclei™).

"Bioburden" means the degree of microbial contamination,
including the type and total population of organisms, the
number of spore formers present, and their resistance on any
material and in a given amount of waste material prior to
undergoing treatment.

"Biohazard" means biological substances that pose a threat to
the health of living organisms, primarily that of humans, but
can include substances harmful to animals.

"Biological indicator” means a preparation of a specific
microorganism of a known concentration and resistance to a
specific treatment process or to a known physical or chemical
condition and is used to evaluate the capability of a process to
effectively treat requlated medical waste. "Biological
indicators" include bacterial spores or other microorganisms
inoculated onto carriers (such as spore strips), spore
suspensions, and self-contained biological indicators.

"Biological toxin" or "toxin" means a poison, especially a
protein or conjugated protein produced by certain animals,
plants, and pathogenic bacteria that is highly poisonous for
other living organisms.

"Biologicals"” means any preparations (sera, nonviable

shall have the following meanings unless the context clearly

vaccines, vaccines attenuated in _a manner that prevents

indicates otherwise. Chapter 14 (8 10.1-1400 et seq.) of Title

propagation, antigens, toxins, and antitoxins) derived from a

10.1 of the Code of Virginia defines words and terms that

living organism or its products for use in diagnosis,

supplement those in this chapter. The Solid Waste

immunization, or treatment of human beings or animals.

Management Regulations (9VAC?20-81) define additional
words and terms that supplement those in the statutes and this
chapter. When the statutes, as cited, and the solid waste
management requlations, as cited, conflict, the definitions of
the statutes are controlling.

"Approved sanitary sewer system" means a network of
sewers serving a facility that has been approved in writing by
the Virginia Department of Health, including affiliated local
health departments. Such sewer systems may be approved
septic tank or drainfield systems and onsite treatment systems,
or they may be a part of a collection system served by a VPDES
permitted treatment works.

"Ash" means the residual waste material produced from an
incineration process or any combustion.

"ASTM" means the American Society for Testing and
Materials.

"Blood" means human blood, human blood components (e.qg.,
serum and plasma), and products made from human blood.

"Bloodborne pathogen" means pathogenic microorganisms
that are present in _human blood (including human blood
components and products made from human blood) that can
cause disease in humans.

"Board" means the Virginia Waste Management Board.

"Body fluids" means liguid emanating or derived from
humans, including blood; cerebrospinal, synovial, pleural,
peritoneal, and pericardial fluids; semen and vaginal
secretions; amniotic fluid; and any other body fluids that are
contaminated with blood, mixed or combined with body fluids,
or suspected by the health care professional in charge of being
capable of producing an infectious disease in humans. This
term does not include toenail and skin clippings, breast milk,
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sputum, semen, teeth, sweat, tears, urine, vomitus, or saliva

"Cycle" means the total operating time required for a device

that are not contaminated with visible blood unless

to treat requlated medical waste, and for an autoclave, includes

transmission of an infectious disease is possible as determined

warm-up, residence time, and cool down time.

by a health care professional.

"Calibration" means the demonstration that a measuring

"D-value" or "decimal reduction value" means the thermal
resistance or time in minutes at a specific temperature that is

device produces accurate results within specified limits of its

required for a one-log or 90% reduction of a specific microbial

operating range.
"Captive regulated medical waste management facility"

population under specified treatment conditions.

"Decontamination” means the use of physical or chemical

means a regulated medical waste management facility that is

means to remove, inactivate, or destroy human pathogens on a

located on property owned or controlled by the generator of all

surface or item to the point where they are no longer capable

waste managed or disposed of at that facility.

"Category A infectious substance” means an infectious
substance in a form capable of causing permanent disability or

of transmitting disease and the surface or item is rendered safe
for handling, use, or disposal.

"Department” or "DEQ" means the Virginia Department of

life-threatening or fatal disease in otherwise healthy humans or

Environmental Quality.

animals when exposure to the substance occurs. Category A
infectious substances are defined by 49 CFR 173.134 of the
U.S. Department of Transportation Hazardous Materials

Regulations.

"Category A waste" means wastes that are contaminated with
a Category A infectious substance and must be packaged and
transported in accordance with the U.S. Department of
Transportation Hazardous Materials Regulations or an

"Director" means the Director of the Department of
Environmental Quality or the director's designee.

"Discard" means to throw away or reject. When a material is
soiled, contaminated, or no longer usable, and it is placed in a
waste receptacle for disposal or treatment prior to disposal, it
is considered discarded.

"Discharge” or "waste discharge" means the accidental or

applicable DOT special permit.

"Challenge testing" means periodic monitoring or testing of a
requlated medical waste treatment device or system that
employs the use of biological indicators to demonstrate

intentional spilling, leaking, pumping, pouring, emitting,
emptying, or dumping of requlated medical waste into or on
any land or state waters.

"Disinfectant" means an antimicrobial product used on hard

continued, effective operation of the device or system.

"Closure" means the act of securing a requlated medical waste
management facility and terminating use of the facility for
management of regulated medical waste pursuant to the
requirements of this chapter.

"Container" means any portable enclosure in which a material
is stored, transported, treated, or otherwise handled.

"Contaminated” means the presence or the reasonably

inanimate surfaces and objects to destroy or irreversibly
inactivate infectious agents, such as bacteria, fungi, and
viruses, but not necessarily bacterial spores. There are three
types of disinfectants registered by EPA based on the type of
efficacy data submitted: limited, general or broad-spectrum,
and hospital grade.

"Disinfection” means any procedure that involves the
application of an antimicrobial agent (disinfectant) registered
with EPA that is consistent with its approved use in accordance

anticipated presence of blood or other body fluids, infectious

with the manufacturer's instructions. Disinfection shall not be

agent, biohazard, or biological toxin on an item or surface.

considered a form of treatment, and appropriate handling of

"Cremains" means the ash or bone shadows that remain after
cremation.

"Culture” means an infectious substance containing a
pathogen that is intentionally propagated. "Culture" does not
include a human or animal patient specimen.

"Cultures and stock" means materials derived from the

disinfected materials, as well as health and safety precautions,
shall still be required to achieve protection of public health and
the environment.

"Disposal" means the discharge, deposit, injection, dumping,
spilling, leaking, or placing of any solid waste into or on any
land or water so that such solid waste or any constituent of it
may enter the environment or be emitted into the air or

management (e.q., the systems used to grow and maintain

discharged into any waters, including groundwaters.

infectious agents in vitro, including nutrient agars, gels, broths,
and cell lines) of agents infectious to humans, and associated
biologicals, from medical or pathological laboratories, from
research and industrial laboratories, or from the production of
biologicals and includes discarded live or attenuated vaccines

"Disposal facility" means a facility or part of a facility at
which solid waste is intentionally placed into or on any land or
water, and at which the solid waste will remain after closure.

"Domestic sewage" means untreated sanitary wastes that pass

capable of propagation, or culture dishes and devices used to

through a sewer system.

transfer, inoculate, or mix cultures.
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"Efficacy testing" means testing of a treatment method,

"Household waste" means any waste material, including

system, or device, conducted by a laboratory, independent of

garbage, trash, and refuse, derived from households.

the system manufacturer, in conformance with generally

Households include single and multiple residences, hotels and

recognized scientific principles, microbiologic examinations,

motels, bunkhouses, ranger stations, crew _quarters,

or other pertinent assessments of waste material to establish

campgrounds, picnic grounds, and day-use recreation areas.

operating parameters for effective treatment of requlated

"Household waste" does not include sanitary waste in septic

medical waste.

"Effluent” means liguid waste such as spills, wash water, and
wastewater emanating from requlated medical waste storage,
transfer, and treatment areas.

"Empty" means wastes have been removed from a container

tanks (septage) that is requlated by other state agencies. Waste
generated by a health care professional or nonstationary health
care provider administering care in a household, mobile unit,
or_commercially operated residence, or outpatient recovery
facility that meets the definition of regulated medical waste is
not household waste and must be managed as regulated

using the practices commonly employed to remove materials

medical waste.

of that type such as pouring, pumping, or aspirating.

"EPA" means the U.S. Environmental Protection Agency.

"Inactivated" or "inactivation" means having reached the
point, through autoclaving, incineration, or other validated

"Exposure time" or "residence time" means the length of time
at which the treatment method is held at a specific temperature,
pressure, irradiation level, or chemical concentration for
effective treatment of requlated medical waste.

"Federal agency" means any department, agency, or other
instrumentality of the federal government, any independent
agency, or establishment of the federal government, including
any government corporation and the Government Printing

treatment process, where the waste material is no longer
infectious, does not pose an infection risk, and is not
considered to be a regulated medical waste.

"Infectious agent™ means any organism or agent, including a
synthetic agent, that causes disease or an adverse health impact
in humans or can be transferred to humans, as well as animals
that have an economic impact on human society.

"Infectious substance" means a material known or reasonably

Office.

"Generate" means to cause waste to become subject to
regulation. At the point a requlated medical waste is discarded,
it has been generated. Timeframes associated with storage and

expected to contain a pathogen, including bacteria, viruses,
rickettsiae, parasites, fungi, or prions, that can cause disease in
humans or animals.

"Inner_packaging" means a packaging that is the primary

refrigeration _are linked to the date the waste is placed in

container, such as a red bag or sharps container, for which an

storage, not the date the waste is generated.

"Generator" means any person, by site location, whose act or

outer packaging is required for transport.

"Nonstationary health care provider" means those persons

process produces requlated medical waste identified or defined

who routinely provide health care at locations that change each

in this chapter or whose act first causes a regulated medical

day or frequently. This term includes traveling doctors, nurses,

waste to become subject to this chapter.

"Hazardous material” means a substance or material that has
been so designated under 49 CFR Parts 171 and 173.

"Hazardous waste" means any solid waste defined as a
"hazardous waste" by the Virginia Hazardous Woaste
Management Regulations.

"Health care professional" means a medical doctor or nurse
practicing under a license issued by the Department of Health
Professions.

"Household sharps" means any needles, syringes with
attached needles, lancets, auto injectors, pen needles, and any
other devices that are used to penetrate the skin for the delivery
of medications that are derived from households through self-
care, rather than under the care of a home health care
professional or at a health care facility. "Household sharps" are
sharps that, except for the fact that they are derived from a
household, would otherwise be classified as a requlated
medical waste in accordance with this chapter.

midwives, and others providing care in patients' homes, first
aid providers operating from emergency vehicles, and mobile
blood service collection stations.

"Offsite" means any site that does not meet the definition of
onsite, as defined in this part, including areas of a facility that
are not on geographically contiguous property or outside of the
boundary of the site.

"Onsite” means the same or geographically contiguous
property, which may be divided by public or private right-of-
way, provided the entrance and exit to the facility are
controlled by the owner or the operator of the facility.
Noncontiguous properties owned by the same person but
connected by a right-of-way that he controls and to which the
public does not have access are also considered onsite

property.

"Operating parameters"” means the specific conditions of
pressure, temperature, residence time, chemical concentration,
and other physical or engineering condition established
through efficacy testing of a treatment method and verified
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through validation testing to be effective for treatment of

They require specific inactivation, disposal, and containment

requlated medical waste.

"Outer packaging" means packaging that is the secondary

procedures.
"Process rate" means the maximum rate of waste acceptance

container or the outermost enclosure, such as a disposable or

that a requlated medical waste management facility can

reusable rigid pail, fiberboard carton, drum, or portable bin that

process for transfer, treatment, or storage. This rate is limited

is under normal conditions of use leak-resistant, strong enough

by the capabilities of equipment, personnel, and infrastructure.

to prevent tearing or bursting, puncture resistant, impervious to
moisture, has leak proof sides and bottom, has a tight fitting
cover or is otherwise closable, and is in good repair, of a
composite _or combination packaging together with any
absorbent materials, cushioning and any other components

"Processing"” means preparation, treatment, or conversion of
regulated medical waste by a series of actions, changes, or
functions that bring about a decided result.

"Regulated medical waste" or "RMW" means solid wastes

necessary to contain and protect inner packaging.

"Overpack”" means an enclosure that is used to provide
protection _or _convenience in _handling of a package or to

defined to be regulated medical wastes in Part 1l (9VAC20-
121-90) this chapter.

"Regulated medical waste management facility" means a site

consolidate two or more packages. "Overpack” does not

used for planned transfer, treatment, or disposal of regulated

include a vehicle, freight container, or aircraft unit load device.

medical waste. A regulated medical waste management facility

Examples of overpacks are one or more packages (i) placed or

may consist of more than one transfer, treatment, or disposal

stacked onto a load board such as a pallet and secured by

unit. A requlated medical waste management facility is a type

strapping, shrink wrapping, stretch wrapping, or other suitable

of solid waste management facility.

means; or (ii) placed in a protective outer packaging such as a
box or crate.

"Packaging" means the assembly of one or more containers

"Regulated medical waste transfer station” means a requlated
medical waste management facility where regulated medical
waste is received for the purpose of its subsequent

and any other components necessary to assure compliance with

consolidation, over-packing, storage, trans-loading, or

minimum__ packaging requirements under Regulations

subsequent transfer to another regulated medical waste

Governing the Transportation of Hazardous Materials

management facility for further processing, treatment, transfer,

(9VAC20-110) or this chapter.

"Parametric_controls" or "parametric _monitoring device"
means real time monitoring instrumentation integral to the
treatment unit that is designed to quantitatively measure

or _disposal. Parking a vehicle containing requlated medical
waste during transportation for 24 hours or more is considered
a regulated medical waste transfer station.

"Regulated medical waste treatment facility” means a

operational parameters, such as temperature, pressure, or other

requlated medical waste management facility where regulated

parameter, and provide an electronic or paper record of

medical waste is treated so that it no longer constitutes a threat

measurements that can be correlated to treatment. Parametric

to public health and the environment, and the waste is

controls may be used to regulate or maintain preset operating

subsequently managed as solid waste.

parameters.
"Pathogen” means a microorganism, including bacteria,

"Reusable medical device" means a device, including surgical
forceps, endoscopes, and stethoscopes, that is designed and

viruses, rickettsiae, parasites or fungi, or other agent, such as a

labeled for multiple uses and is reprocessed by thorough

proteinaceous infectious particle (prion), that can cause disease

cleaning followed by high-level disinfection or sterilization

in humans or animals.

"Patient _specimen" means human or animal materials

between patients.
"Sanitizer" means a substance, or mixture of substances, that

collected directly from humans or animals and transported for

reduces the bacterial population in the inanimate environment

research, diagnosis, clinical or investigational activities, or

by significant numbers, (e.q., 3 10910 reduction) or more but

disease treatment or prevention. "Patient specimen” includes

does not destroy or eliminate all bacteria.

excreta, secreta, blood and its components, tissue and tissue
swabs, body parts, and specimens in transport media (e.qg.,
transwabs, culture media, and blood culture bottles) until such
time that the patient specimen is discarded.

"Prion" means a pathogenic agent that is able to cause

"Select agent or toxin" means a subset of biological agents
and toxins that the U.S. Department of Health and Human
Services and U.S. Department of Agriculture have determined
have the potential to pose a severe threat to public health and
safety, to animal or plant health, or to animal or plant products.

abnormal folding of specific normal cellular proteins called

Select agents and toxins are specified under 42 CFR 88§ 73.3

"prion proteins," which are found most abundantly in the brain.

and 73.4, 9 CFR 88 121.3 and 121.4, and 7 CFR § 331.3.

This abnormal folding is associated with neurological disease.
Prions are proteinaceous infectious particles that are highly
resistant to all but the most destructive methods of inactivation.

"Sharps" means needles, scalpels, knives, lancets, syringes
with attached needles, suture needles, pasteur pipettes, broken
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glass, broken rigid plastic, and similar items having a point or

"Treatment"” means any method, technology, or process

sharp edge or that are likely to cause percutaneous injury or

designed to change the character or composition of any

break during transportation and result in a point or sharp edge

requlated medical waste so that it is inactivated and no longer

that may puncture or compromise the integrity of the container.

constitutes a threat to public_health and the environment.

"Sharps drop box" means a secure, tamper-proof sharps
container for the temporary storage of only household sharps

Treatment does not include compaction or disinfection.

"Treatment method" means a process including wet thermal

provided for the convenience of individual home generators

sterilization (such as autoclaving) or dry thermal sterilization,

who choose to transport their own household sharps to the

chemical sterilization, combustion or incineration, and

collection point and where collected sharps are packaged,

alternate technologies used to treat requlated medical waste.

labeled, and managed as requlated medical waste.

"Shipment" means the movement or guantity conveyed by a

"Thermochemical indicator” means a device (e.q., tape, paper
strips, integrators, or small ampoules) that responds to the

transporter of a requlated medical waste between a generator

treatment _process parameters in_some measurable fashion,

and a designated facility or a subsequent transporter.

"Shipping paper" means a shipping order, bill of lading,
manifest, or other shipping document serving a similar purpose

such as changing color or becoming striped when subjected to
temperatures intended to provide sterilization of materials.

"Thermochemical recording device" means a device (e.g.,

thermocouple, wireless data loggers, or chemical monitoring

probes) that reacts in response to one or more critical treatment

and containing the information required by the U.S.
Department  of  Transportation  Hazardous  Materials
Regulations.

"Site” means all land or water and structures, other

appurtenances, and improvements on them used for treating,
storing, and disposing of requlated medical waste. This term

parameters (such as temperature) and yields a quantifiable
value that correlates to microbial lethality or predictable
inactivation of microbial spore populations.

"Unauthorized waste" means waste that is not authorized by

includes adjacent land within the facility boundary used for the

the department to be managed by a requlated medical waste

utility systems such as repair, storage, shipping or processing

management facility. Examples are dependent upon the

areas, or other areas incident to the management of regulated

treatment technology and permit but may include

medical waste.

"Solid waste" means any of those materials defined as "solid
waste" in 9VAC20-81-95 of the Virginia Solid Waste

chemotherapeutic, pathological, pharmaceutical, radioactive,
chemical, hazardous, or other wastes.

"Used health care product” means a medical, diagnostic, or

Management Regulations. Regulated medical waste that has

research device or piece of equipment, or personal care product

been treated in accordance with this chapter is considered solid

used by consumers, medical professionals, or pharmaceutical

waste.

"Spill" _means any accidental or unpermitted discharge,
leaking, pumping, pouring, emitting, or dumping of wastes or
materials that, when spilled, become wastes.

"Spore" means a dormant form of a microorganism that is
more resistant to adverse conditions.

"Sterilize" means to inactivate all microorganisms on

providers that does not otherwise meet the definition of patient
specimen, biological product, or regulated medical waste, but
is_contaminated with potentially infectious body fluids or
materials and is not decontaminated or disinfected to remove
or mitigate the infectious hazard prior to transportation.

"Validation testing" means procedures conducted at the site
of a requlated medical waste treatment facility prior to initial
operation of a treatment system or device, the purpose of which

materials or waste.

"Storage" means the holding, including during transportation,
of requlated medical waste.

"Surrogate waste load"” means a load of noninfectious
material used in validation test runs of treatment units that
represents materials and packaging that would be found in the

is to demonstrate, through established operating parameters,
the effective treatment of requlated medical waste.

"Vector" means a living animal, insect, or other arthropod that
is capable of transmitting a pathogen or infectious disease from
one organism to another.

"VPDES" means Virginia Pollutant Discharge Elimination

requlated medical waste stream to be treated by the facility.

System, the Virginia system for the issuance of permits

"Transportation” or "transport” means the movement of
requlated medical waste by air, rail, highway, or water.

"Transporter" means a person authorized in accordance with
federal and state regulations and engaged in transportation or
movement of requlated waste.

pursuant to the Permit Regulation (9VAC25-31), the State
Water Control Law (8 62.1-44.2 et seq. of the Code of
Virginia), and 8§ 402 of the Clean Water Act (33 USC § 1251

etseq.).
"Waste management” means the entire process of managing

waste from the point of generation to final disposition. For
regulated medical waste, the process includes collection and
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segregation,  characterization,  classification, packaging,

application by (insert date six months after the effective date

labeling, processing, staging, storing, decontamination,

of this regulation) to come into compliance with this chapter.

treatment, transportation, and disposal, as well as monitoring

of waste management operations and sites to ensure that the

management of these wastes is protective of human health and

9VAC?20-121-50. Prohibitions.

A. No person shall operate any requlated medical waste

the environment.

"Waste management facility” means all contiguous land and
structures, other appurtenances, and improvements on them

management facility for the transfer, treatment, or disposal of
regulated medical waste without a permit from the director.

B. No person shall allow requlated medical waste to be stored,

used for treating, storing, or disposing of waste.

"Z-value" means the temperature change required for the D-
value to change by 1 log (i.e., by a factor of 10) for a specific

disposed, or otherwise managed on the person's property
except in accordance with this chapter.

C. It shall be the duty of all persons to manage their regulated

microbial population under specified treatment conditions.

medical waste in a legal manner. Untreated regulated medical

Part 11
General Information

9VAC20-121-20. Purpose.

The purpose of this chapter is to establish standards and
procedures pertaining to requlated medical waste management
in the Commonwealth of Virginia in order to protect the public
health and public safety, and to enhance the environment and
natural resources.

9VAC?20-121-30. Administration.

A. The Virginia Waste Management Board promulgates and
enforces regulations that it deems necessary to protect the
public health and safety, the environment, and natural
resources.

B. The director is authorized and directed to administer this
chapter in accordance with the Virginia Waste Management
Act (88 10.1-1400 through 10.1-1457 of the Code of Virginia).

C. Nothing in this chapter shall limit or affect the power of
the director, by the director's order, to prohibit storage,
transfer, treatment, or disposal of any waste or require special
handling requirements the director determines are necessary to
protect the public health or the environment.

9VAC20-121-40. Applicability.

A. This chapter applies (i) to all persons who generate or
transport, store, transfer, process, treat, dispose, or otherwise
manage requlated medical waste; own or operate a requlated
medical waste management facility; or allow a regulated
medical waste management facility to be operated on their
property in the Commonwealth of Virginia; and (ii) to those
who seek approval to engage in these activities, except those
specifically exempted or excluded elsewhere in this chapter. A

"person” may include an individual, firm, company,
corporation, partnership, association, state or federal
government and any agency thereof, municipality,

commission, political subdivision of a state, or any interstate
body.
B. All existing regulated medical waste management facilities

must comply with this chapter. Existing facilities, including
those with an existing permit, must submit a complete permit

waste, including its packaging, shall not be used, reused, or
reclaimed.

D. No person shall:

1. Allow requlated medical waste to drain or discharge into
surface waters except when treated onsite and discharged
into surface water as authorized under a Virginia Pollutant
Discharge Elimination System (VPDES) Permit (9VAC25-

31).

2. Cause the discharge of pollutants into waters of the United
States, including wetlands, that violates any requirements of
the Clean Water Act (33 USC § 1251 et seq.), including the
VPDES requirements and Virginia Water Quality Standards

9VAC25-260).

3. Cause the discharge of a nonpoint source of pollution to
waters of the United States, including wetlands, that violates
any requirement of an area wide or statewide water quality
management plan that has been approved under § 208 or 319
of the Clean Water Act (33 USC § 1251 et seq.) or violates
any requirement of the Virginia Water Quality Standards

(9VAC25-260).

4. Allow regulated medical waste to be deposited in or to
enter any surface waters, groundwaters, or storm drains.

E. Any person who violates subsection A, B, C, or D of this
section shall immediately cease the activity of improper
management and shall initiate waste removal, cleanup, or
closure.

9VAC?20-121-60. Enforcement and appeal.

A. All administrative enforcement and appeals taken from
actions of the director relative to the provisions of this chapter
shall be governed by the Virginia Administrative Process Act
(8 2.2-4000 et seq. of the Code of Virginia).

B. The Virginia Waste Management Board or the director
may _enforce the provisions of this chapter utilizing all
applicable procedures under the law. The powers of the board
and the director include those established under Chapter 11.1
(8 10.1-1182 et seq. of the Code of Virginia); in Article 8
(8 10.1-1455 et seq.) of Chapter 14 of Title 10.1 of the Code of
Virginia; and particularly in § 10.1-1186 of the Code of
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Virginia. These sections describe the right of entry for

D. Generators of requlated medical waste and regulated

inspections; the issuance of orders, penalties, injunctions; and

medical waste management facilities may be subject to the

other provisions and procedures for enforcement of this

general industry standard for occupational exposure to

chapter.
9VAC?20-121-70. Public participation and information.
A. All permits for requlated medical waste management

facilities are subject to public participation, as specified in Part
V (9VAC20-121-300 et seq.) of this chapter.

B. Modifications to regulated medical waste management
facility permits shall be subject to public participation in
accordance with Part V (9VAC20-121-300 et seq.) of this

chapter.
C. Dockets of all permitting actions, enforcement actions, and

bloodborne pathogens in 16VAC25-90-1910.1030 (29 CFR
1910.1030).

E. Persons transporting regulated medical waste are subject
to the federal requirements in the U.S. Department of
Transportation Hazardous Material Regulations at 49 CFR
Parts 171 through 180.

F. Facilities managing select agents or toxins are subject to
the Regulations for Disease Reporting and Control (12VAC5-
90) as administered by the Virginia Department of Health.
Facilities that possess, use, or transfer select agents or toxins
are _also subject to registration, reporting, inactivation,

administrative actions relative to this chapter shall be available

destruction, and compliance with the U.S. Department of

to the public for review, consistent with the Virginia

Health and Human Services and U.S. Department of

Administrative Process Act, Virginia Freedom of Information

Agriculture's Federal Select Agent Program and the federal

Act (8 2.2-3700 of the Code of Virginia), and the provisions of

select agent requlations at 7 CFR Part 331, 9 CFR Part 121,

this chapter.
D. Public participation in the compliance evaluation and

and 42 CFR Part 73.

G. If there is a conflict between provisions of this chapter and

enforcement programs is encouraged. The department will:

adopted regulations of another agency of the Commonwealth,

1. Investigate all citizen complaints and provide written
responses to all signed, written complaints from citizens,
concerning matters within the board's purview;

2. Not oppose intervention by any citizen in a suit brought
before a court by the department as a result of the
enforcement action; and

3. Provide notice on the department's internet website and
provide at least 30 days of public comment on proposed
settlements of civil enforcement actions, except where the
settlement requires some immediate action. Where a public
comment period is not held prior to the settlement of an
enforcement action, public notice will still be provided
following the settlement.

9VAC?20-121-80. Relationship to other bodies of requlation.

A. The Solid Waste Management Regulations (9VAC20-81)
address other requirements for solid waste management. If
there is a conflict between the provisions of this chapter and
the solid waste management regulations, this chapter is

controlling.

B. Reqgulated medical waste management facilities must also
comply with any applicable sections of the Hazardous Waste
Management Regulations (9VAC20-60). If there is a conflict
between the provisions of this chapter and the hazardous waste
management regulations, 9VAC20-60 is controlling.

C. Intrastate shipment of hazardous materials is subject to the
Regulations Governing the Transportation of Hazardous
Materials (9VAC20-110). If there is a conflict between the
provisions of this chapter and the hazardous materials
transportation requlations, 9V AC20-110 is controlling.

the provisions of these regulations are set aside to the extent
necessary to allow compliance with the regulations of the other
agency. If neither requlation controls, the more stringent

standard applies.

H. Nothing in this chapter either precludes or enables a local
governing body to adopt ordinances. Compliance with one
body of requlation does not ensure compliance with the other,
and normally, both bodies of regulation must be fully complied
with.

I. The Financial Assurance Requlations for Solid Waste
Disposal, Transfer, and Treatment Facilities (9VAC20-70)
shall be applicable in all parts to regulated medical waste
management facilities. Nothing in this chapter governing
requlated medical waste management shall be considered to
delete or alter any requirements of the department as set out in
Financial Assurance Requlations for Solid Waste Facilities.

J. The U.S. Nuclear Regulatory Commission, 10 CFR,
requlates management of radioactive materials. The Virginia
Department of Health has established other requirements in
accordance with Title 32.1 of the Code of Virginia. No
requlated medical waste containing radioactive materials,
regardless of amount or origin, shall be treated unless its
management and treatment are in full compliance with these
two bodies of requlations and are deemed by both regulations
to represent no threat to public health and the environment.

9VAC20-121-90. Identification of requlated medical waste.

A. A solid waste is a regulated medical waste subject to this
chapter if it meets the criteria under subsection B of this
section, unless specifically excluded or exempted by
subsection C or D of this section. Claims that materials are not
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requlated medical wastes or are conditionally exempt from
regulation shall demonstrate that the material meets the terms
of an exemption. In doing so, appropriate documentation shall
be provided to demonstrate that the material is not a requlated
medical waste or is exempt from regulation.

B. A solid waste is a requlated medical waste if it meets either
of the two criteria of this subsection:

1. The solid waste is suspected by the health care
professional in charge of being capable of producing an
infectious disease in _humans. A solid waste shall be
considered to be capable of producing an infectious disease
if it has been or is likely to have been contaminated by an
organism likely to be pathogenic to healthy humans, such
organism _is not routinely and freely available in the
community, and if such organism has a significant
probability of being present in sufficient quantities and with
sufficient virulence to transmit disease. If the exact cause of
a_patient's illness is unknown, but the health care
professional in charge suspects a contagious disease is the
cause, the likelihood of pathogen transmission shall be
assessed based on the pathogen suspected of being the cause
of the illness.

2. The solid waste or solid waste stream is identified in the

following list:
a. Discarded cultures, stocks, specimens, vaccines, and
associated items likely to have been contaminated by them
are regulated medical wastes if they are likely to contain
organisms likely to be pathogenic to healthy humans.
Wastes from the production of biologicals and antibiotics
likely to have been contaminated by organisms likely to
be pathogenic to healthy humans are regulated medical
wastes;

b. Wastes consisting of human blood or body fluids,
containers of human blood or body fluids, and items
contaminated with _human blood or body fluids are
requlated medical waste. Human blood and body fluids
solidified by absorbent gel, powder, or similar means are
also requlated medical waste.

c. Human pathological and anatomical waste, including
tissues, organs, body parts, and other pathological or
anatomical wastes;

d. Sharps likely to be contaminated with organisms that
are pathogenic to healthy humans, and all needles,
scalpels, lancets, syringes with attached needles, suture
needles, regardless of whether they have been used in
patient care, are regulated medical wastes. This also
includes sharps generated through veterinary practice,
acupuncture needles, and household sharps collected in a
sharps drop box;

e. When animals are intentionally infected with organisms
likely to be pathogenic to healthy humans for the purposes
of research, in vivo testing, production of biological
materials, or any other reason, the animal carcasses, body

parts, bedding material, and all other wastes likely to have
been contaminated are requlated medical wastes when
discarded, disposed of, or placed in storage;

f. Wastes that are contaminated with a Category A
infectious substance are requlated medical waste that shall
be managed in accordance with 9VAC20-121-160;

g. Any residue or contaminated soil, water, or other debris
resulting from the cleanup of a spill of any regulated
medical waste; and

h. Any solid waste contaminated by or mixed with
requlated medical waste, including solid wastes that are
packaged as regulated medical wastes.

C. The following materials are not solid wastes or regulated

medical wastes:

1. Domestic sewage, including wastes that are not stored and
are disposed of in a sanitary sewer system (with or without

grinding).

2. Any mixture of domestic sewage and other wastes that
pass through a sewer system to a wastewater treatment
works permitted by the State Water Control Board or the
Virginia Department of Health.

3. Sanitary waste from septic tanks (septage) and sewage
holding tanks that is regulated by other state agencies.

4. Human remains when:

a. Under the control of a licensed physician or dentist,
when the remains are being used or examined for medical
purposes and are not solid wastes;

b. Provided to qualified educational programs as
anatomical gifts;

c. Removed during a medical procedure and retained by
the patient for religious or other purposes provided that the
remains _are not a source of disease transmission, as
determined by a health care professional; and

d. Properly interred in a cemetery or in preparation by a
licensed funeral director or embalmer for such interment
or cremation.

5. Individual human and animal cremains.

6. Dead or diseased animals subject to regulation by the
Virginia Department of Agriculture and Consumer Services.

7. Bed linen, instruments, medical care equipment, and other
materials that are routinely cleaned and reused for their
original purpose are not subject to this chapter until they are
discarded and are a solid waste unless a health care
professional has determined these items to be to be capable
of producing an infectious disease in humans in accordance
with 9VAC20-121-90 B 1. These items do not include
reusable carts or containers used in the management of
requlated medical waste, which shall be managed in
accordance with 9VAC20-121-130.
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8. Used health care products and reusable medical devices,
being returned to a manufacturer or third party for
reprocessing (cleaning and disinfecting or sterilizing) and
reuse if packaged and labeled in accordance with 49 CFR
173.134(b)(12)(ii)(A) through (D) and reprocessed in
accordance with applicable U.S. Food and Drug
Administration requirements. Used health care products and
contaminated medical devices or equipment being sent
offsite for recycling or disposal are regulated medical waste
and shall be managed in accordance with this chapter. These
items do not include reusable carts or containers used in the
management of requlated medical waste, which shall be
managed in accordance with 9VAC20-121-130.

9. The following items while in use: samples for laboratory

demonstration in _accordance with the requirements of
9VAC20-81-97.

2. Household waste, including household sharps. Household
sharps shall be placed in an opaque, leak proof, puncture
resistant container that is closed, tightly sealed, and labeled
for home use before being mixed with other solid wastes or
disposed. Household sharps may be placed in U.S. Food and
Drug  Administration-cleared  sharps  containers _if
specifically designed and labeled for home use. Household
sharps containers shall be labeled "HOUSEHOLD SHARPS
— DO NOT RECYCLE" or "HOME GENERATED
SHARPS — DO NOT RECYCLE" printed in large legible
text and permanent ink. Household sharps centrally
collected in a sharps drop box shall be managed as requlated

tests, patient specimens, and criminal evidence items taken

medical waste in accordance with 9VAC20-121-300 E 1.

during enforcement procedures that meet the definition of

Medical waste generated by a health care professional

requlated medical waste. Once these items are no longer

administering care in a household is requlated medical waste

needed for their intended purpose, they shall be managed as

and must be managed in accordance with this chapter.

requlated medical waste unless exempt under 9VAC20-121-
90 D.

10. Tissue blocks of organs or tissues (except those

3. Toenail and skin clippings, breast milk, sputum, semen,
teeth, sweat, tears, urine, vomitus, or saliva, unless
contaminated with visible blood or a health care professional

associated with prions) that have been fixed in paraffin or

has determined these items to be capable of producing an

similar embedding materials for cytological or histological

infectious disease in humans in accordance with 9VAC20-

examinations. Once these items are no longer needed for

121-90B 1.

their intended purpose, they shall be managed as solid waste.

D. The following solid wastes are not regulated medical

4. Dental amalgam managed in accordance with the Dental
Rule (40 CFR Part 441).

wastes for purpose of this chapter:

1. Wastes that have been treated in accordance with this

5. Meat or other food items being discarded because of
spoilage, contamination, or recall.

chapter are no longer regulated medical waste and may be
used, reused, or reclaimed in accordance with the provisions
of the Virginia Solid Waste Management Regulations
(9VAC20-81), provided the following requirements are met:

a. Treated waste that was once regulated but is no longer
regulated medical waste shall not be packaged as requlated
medical waste. Solid waste packaged as regulated medical
waste is requlated medical waste.

b. If the solid waste is no longer requlated medical waste
because of treatment, the generator and the permitted
treatment facility shall maintain a record of the treatment
for three years after treatment. Generators treating
requlated medical waste onsite shall maintain records in
accordance with applicable provisions of Part V
(9VAC20-121-300 et seq.) of this chapter. Generators
shipping requlated medical waste offsite for treatment

6. The following discarded items, when they are unused or
expired: health care products, medical equipment, medical
devices, or other materials, unless a health care professional
has determined these items to be to be capable of producing
an_infectious disease in _humans in accordance with
9VAC20-121-90 B 1. This does not apply to unused or
expired sharps, which are a requlated medical waste in
accordance with 9VAC20-121-90 B 2 d.

7. Used products for personal hygiene, such as diapers, facial
tissues, underpads, adult incontinence products, sanitary
napkins, and feminine hygiene items, unless a health care
professional has determined these items to be capable of
producing an infectious disease in_humans in accordance
with 9VAC20-121-90 B 1.

8. The following discarded items when they are empty: urine

shall maintain records in accordance with 9VAC20-121-

collection bags and tubing, suction canisters and tubing, IV

100 1.

c. The generator or proposed user of treated regulated
medical waste may request that the department make a
case-specific_determination that the solid waste may be
beneficially used in a manufacturing process to make a
product or as an effective substitute for a commercial
product. The requestor shall submit a beneficial use

solution bags and tubing, colostomy bags, ileostomy bags,
urostomy bags, plastic fluid containers, enteral feeding
containers and tubing, hemovacs, urine bottles, and urine
specimen cups, unless the items are subject to regulation
under 16VAC25-90-1910.1030 (29 CFR 1910.1030) or a
comparable state or federal standard.
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9. The following discarded items: urinary catheters, suction

catheters, plastic cannula, 1V spikes, nasogastic tubes,

Part 111
Standards for Management of All Regulated Medical Waste

oxygen tubing and cannula, ventilator tubing, enema bags

and tubing, enema bottles, thermometer probe covers,

irrigating feeding syringes, and bedpans or urinals, unless

the items are subject to 16\VAC25-90-1910.1030 (29 CFR

9VAC20-121-100.
requirements.

A. Any person or facility handling, generating, storing,

General handling and generator

1910.1030) or a comparable state or federal standard.

10. Items such as bandages, gauze, or cotton swabs or other
similar absorbent materials, unless at any time following use
the items are saturated or would release human blood or

transporting, transferring, treating, or disposing of regulated
medical waste shall comply with the general management
requirements of this section.

B. Regulated medical waste shall be identified and segregated

human body fluids in a liquid or semiliguid state if

from other waste, including radioactive waste, hazardous

compressed. ltems that contain or that are caked with dried

waste, and other solid waste, at the point of origin or as soon

human blood or human body fluids and are capable of

as practicable after generation. If practical, requlated medical

releasing these materials during handling are requlated

waste shall also be segregated based on the anticipated

medical waste. An item would be considered caked if it

treatment method.

could release flakes or particles when handled.

11. Human blood and body fluids when solidified by

C. All generators must comply with the packaging, labeling,
storage, reusable container, spill cleanup, transportation, and

absorbent gel, powder, or similar means as part of a spill

Category A waste management requirements for regulated

cleanup at establishments engaged in operations other than

medical waste outlined in Part 111 (9VAC20-121-100 et seq.)

health care or management of requlated medical waste. This

of this chapter, as applicable.

category includes waste generated by stores, markets, office
buildings, restaurants, businesses, schools, manufacturers,
and commercial or industrial operations.

12. Waste generated from the care of an animal at a

D. Anyone handling or packaging requlated medical waste
and loading, unloading, or handling containers of requlated
medical waste shall wear appropriate personal protective
eqguipment in accordance with the standards for occupational

household or a farm when care is provided by the owner of

exposure to bloodborne pathogens in the general industry

the animal. Waste generated by a veterinarian, such as

standard in 16VVAC25-90-1910.1030 (29 CFR 1910.1030).

sharps, must be managed as regulated medical waste.

13. Waste from cosmetology, ear and body piercing, nail

E. All requlated medical waste shall be handled in a manner
that maintains the integrity of the packaging at all times,

salons, and tattoo establishments, except for sharps and

prevents damage, leakage, and spills and provides protection

unabsorbed human blood or body fluids.

14. Plant or animal wastes, such as bat guano, removed from

from the elements, vectors, and trespassers.

F. Trash chutes shall not be used to manage regulated medical

construction or demolition projects when actions are taken

waste. If slides, cart tippers, conveyors, or similar equipment

to _avoid worker exposure, including use of appropriate

are used to move regulated medical waste from the point of

personal protective equipment, and the waste is managed in

generation to storage areas, between containers, or to vehicles

accordance with any applicable best management practice,

or_treatment devices, the movement and impact shall be

special handling, and other precautions for processing or

controlled to maintain the integrity of the regulated medical

disposal.

15. Waste from food, drug, and cosmetics testing
laboratories  (except  research  laboratories)  using
microbiological methods for the detection of human
infectious agents, microbial toxins, or chemical residuals as

waste packaging and prevent damage, leaks, and spills. Waste
shall not be thrown, dumped, walked upon, or handled in any
other manner that could result in spills or releases of regulated
medical waste or damage to the packaging.

G. Except in accordance with 9VAC20-121-240 B, requlated

part of routine quality assurance testing of food, drugs, or

medical waste shall not be manually or mechanically

cosmetic products.

16. Wastes requlated by the Virginia Department of Health,
the State Water Control Board, the Air Pollution Control
Board, Department of Agriculture and Consumer Services,
Federal Drug Administration, U.S. Department of
Agriculture, or any other state or federal agency with such

compacted, compressed, or subjected to violent mechanical
stress _prior _to treatment; however, after regulated medical
waste is fully treated and is no longer regulated medical waste,
it may be compacted in a closed container in a safe and sanitary
manner.

H. All regulated medical waste generated shall either be

authority.

treated onsite in accordance with Part IV (9VAC20-121-200 et
seq.) of this chapter or packaged, labeled, and transported
offsite to a facility permitted to receive the waste for transfer,
treatment, or disposal.
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I. Generators of requlated medical waste are subject to the

1. When requlated medical wastes are first discarded, they

following recordkeeping requirements:

a. The generator shall maintain all records of onsite
treatment or shipment offsite for a minimum of three years
following treatment or shipment. All records shall be
available for review by the department upon request.

b. Generators treating regulated medical waste onsite,

shall be placed directly in bags or containers meeting the
requirements of the standards for occupational exposure to
bloodborne pathogens in the general industry standard in
16VAC25-90-1910.1030 (29 CFR 1910.1030). The general
industry standard requires the packaging to be closable,
constructed to contain all contents and prevent leakage of
fluids, labeled, and closed prior to removal. Red bags shall

requlated medical waste transfer stations, and all other

be used for the packaging of all requlated medical waste

regulated medical waste treatment or disposal facilities shall

except as provided in subdivision 2 of this subsection.

maintain records in accordance with applicable provisions of
Part V (9VAC20-121-300 et seq.) of this chapter.

c. Generators shipping regulated medical waste offsite for

2. Sharps shall be placed directly in puncture resistant
containers as required by the general industry standards in
16VAC25-90-1910.1030(d)(4)(iii)(A). Sharps containers

transfer, treatment, or disposal shall maintain records,

must _not be filled beyond the fill line indicated on the

including copies of all shipping papers, specifying the date

container.

of shipment, amount of waste removed from the site, and the
names, addresses, and telephone numbers of the transporter
and the destination facility receiving the shipment for
treatment or disposal.

d. If regulated medical waste is received from offsite,

3. Waste packages must not be overfilled. As a bag or
container becomes full at the point of generation, and prior
to moving, it shall be closed, capped, or sealed so that no
waste materials can leak, spill, or protrude during handling,
storage, or transport.

records shall be maintained for three years following receipt
of the waste and shall include the date of receipt, name of
each offsite generator (except for generators of household
sharps using sharps drop boxes), amount of waste received,
and dates of subseguent treatment or shipment offsite.

9VAC?20-121-110. Packaging and labeling of regulated
medical waste.

A. All requlated medical waste shall be appropriately

4. Once closed, capped, and sealed, bags and containers of
requlated medical waste shall not be opened, unsealed,
unpackaged, or repackaged. If damage, spills, or outside
contamination of the requlated medical waste packaging
occurs, the bag or container shall be placed in a secondary
packaging that meets all requirements of this subsection.

5. All requlated medical waste packaging shall be labeled.
The label shall be securely attached to or printed on

packaged, labeled, and managed as required by this section.

B. The generator of regulated medical waste is responsible for
the packaging and labeling of regulated medical waste.
Contractors or other agents may provide services to the
generator, including packaging and labeling of requlated
medical waste; however, no contract or other relationship shall
relieve the generator of the responsibility for packaging and
labeling the requlated medical waste as required by this

chapter.

C. No person shall receive for transportation, transfer,
storage, or treatment any regulated medical waste that is not
packaged and labeled in accordance with this chapter.
Contractors or other agents may package or label requlated
medical wastes to comply with this chapter, so long as the
packaging and labeling is performed onsite where the requlated
medical waste was generated and no transportation, storage,
treatment, or disposal occurs prior to the packaging. Nothing
in this section shall prevent the proper repackaging and further
transportation of regulated medical waste that has spilled
during transportation.|

D. All requlated medical waste shall be packaged and labeled
onsite prior to storage, treatment, transport, or other
management and at a minimum must conform with the

following:

packaging. The label may be a tag or sticker securely affixed
to the package. Permanent ink shall be used to complete the
information on the label. The label and the information
provided on the label must be clearly legible. The following
information shall be included:

a. The name, address, and business telephone number of
the generator. For hospitals, the label shall identify the
specific department or lab where the waste originated;

b. The words "Regulated Medical Waste," "Biohazard," or
"Infectious Waste" in large print; and

c. The universal biohazard symbol.

)
E. When regulated medical waste is conveyed in reusable

carts or containers, the waste in the cart or container shall be
packaged and labeled in accordance with this section.

F. When not being filled and prior to moving, wheeled carts
and other items used to move requlated medical waste shall be
secured, locked, or sealed so that no waste materials can leak
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and labeled with the universal biohazard symbol or color-

5. Meets the packaging and labeling requirements of

coded red to indicate that the contents contain requlated

9VAC20-121-110; and

medical waste.

G. Wheeled carts and roll-off containers shall not be used for

6. Meets the requirements of 9VAC20-121-130 when
requlated medical waste is stored in reusable carts or

the holding of liguids, sharps, animal carcasses or body parts,

containers.

and human anatomical waste, including tissues, organs, or
body parts, unless the requlated medical waste is:

1. Properly contained in rigid containers capable of retaining

C. Requlated medical waste transfer stations, treatment

facilities, and generators of 250 gallons or more of regulated

medical waste per calendar month are subject to the following

liquids with enough absorbent material to absorb all liguid

storage requirements:

present, and
2. Separated from other types of requlated medical waste by

1. All requlated medical waste shall be stored on surfaces
that are cleanable and impermeable to liquids. Carpets and

a leak-proof rigid barrier, divider, or separate compartment.

floor coverings with cracks or gaps shall not be used in

H. Prior to transporting requlated medical waste offsite for
treatment, transfer, or disposal, waste shall be packaged and
labeled for transportation in accordance with the standards of
49 CFR Part 173 of the U.S. Department of Transportation

storage areas. Where tile floors are used and seams are
present in the tile, the floor must be sealed with wax or other
floor coatings in order to meet this requirement.

2. In areas used to store regulated medical waste, all floor

Hazardous Materials Regulations or packaged in accordance

drains shall discharge directly to an approved sanitary sewer

with an exemption approved by the U.S. Department of

system, and all ventilation shall discharge so as to minimize

Transportation.
9VAC?20-121-120. Storage of requlated medical waste.

A. The requirements of this section apply to storage of
requlated medical waste, including storage (i) in soiled utility

human exposure to the waste.

3. Signage shall be displayed to indicate any areas used to
store regulated medical waste.

D. All reqgulated medical waste shall be stored in accordance

rooms and other accumulation areas; (ii) at a generating

with the following timeframes:

facility; (iii) during transportation; (iv) at a requlated medical
waste transfer stations; and (v) at a requlated medical waste
treatment or disposal facility. This section also applies to areas
used to transfer a load of regulated medical waste from one
vehicle to another or when a vehicle containing requlated
medical waste is parked for 24 hours or more during

transportation.
B. All requlated medical waste shall be stored in a manner

1. Generators of less than 250 gallons of regulated medical
waste per calendar month shall arrange for the removal of all
requlated medical waste stored onsite at least once per
calendar month and provide shipment to a facility permitted
to receive it for transfer, treatment, or disposal. No regulated
medical waste shall be stored onsite for more than 45
calendar days, and no more than 250 gallons of requlated
medical waste shall be stored onsite at any given time.

that:

1. Maintains the integrity of the packaging at all times,
prevents damage, leakage, and spills and provides protection

Records shall be maintained in accordance with 9VAC20-
121-100 1.

2. Generators of 250 gallons or more of regulated medical

from the elements, vectors, and trespassers;

2. Maintains the packaging in an upright and stable
configuration to minimize the potential for spills. If
packages or containers are stacked, except during transport,
the top of the stacked containers must not be more than six

feet above the level of the floor. The integrity of the

containers _must not be compromised by the stacking

arrangement;
3. Is clean and orderly and located in areas free of standing

liquid and debris;
4. Provides security from unauthorized access and protects

waste per calendar month shall arrange for the removal of all
requlated medical waste stored onsite at least once per
calendar week and provide shipment to a facility permitted
to receive it for transfer, treatment, or disposal. No requlated
medical waste shall be stored onsite for more than 10
calendar days. Records shall be maintained in accordance
with 9VAC20-121-100 1.

3. Requlated medical waste treatment facilities shall provide
treatment or removal of all requlated medical waste stored
onsite on at least a weekly basis. No regulated medical waste
shall be stored onsite for more than 10 calendar days.
Records shall be maintained in accordance with 9VAC20-

workers and the general public. Regulated medical waste

121-340.

shall be stored in areas where access is limited to only those

persons specifically designated to manage regulated medical

waste;

4. Requlated medical waste transfer stations shall store
unrefrigerated requlated medical waste onsite for no more
than seven calendar days. All requlated medical waste stored
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for more than seven calendar days must be refrigerated and

surfaces of the container. At least one of the following methods

stored in an ambient temperature between 35°F and 45°F

shall be used for disinfection:

(2°C and 7°C). No regulated medical waste shall be stored
onsite for more than a total of 15 calendar days. Records
shall be maintained in accordance with 9VAC20-121-340.

5. Regulated medical waste transfer stations and treatment
facilities shall clearly demonstrate the length of time that
regulated medical waste is accumulated onsite by marking
the outer packaging in permanent ink or maintaining an
inventory, barcode, or other recordkeeping system.

E. Except in accordance with a permit:

1. No more than 25% of the requlated medical waste stored
onsite_each _month shall be generated or received from
offsite, except for emergency cleanups conducted in
accordance with 9VAC20-121-300 E 5 and household
sharps collected at sharps drop boxes in accordance with
9VAC20-121-300 E 1;

2. Regulated medical waste shall not be treated onsite; and

3. Regulated medical waste that is stored on a loading dock
or in areas designated for loading shall be packaged, marked,
and labeled for transport and shall not be stored in loading
areas for more than 24 hours.

9VAC?20-121-130. Reusable container requirements.

A. The requirements of this section shall be implemented
whenever requlated medical waste is conveyed in reusable
carts or containers.

B. The waste in the cart or container shall be packaged and
labeled in accordance with 9VAC20-121-110.

C. Reusable carts and containers must be constructed of
smooth, easily cleanable materials that are impervious to
liquids and made of materials designed to withstand exposure
to hot water or chemical disinfectants. A plastic bag shall not
be reused.

D. Use of reusable carts and containers and any automated or
mechanical cleaning and disinfection systems shall maintain
the integrity of the packaging at all times, prevent damage,
leakage, and spills and provide protection from the elements,
vectors, and trespassers.

E. Persons cleaning and disinfecting reusable carts and
containers _shall wear appropriate personal protective

equipment.

F. Immediately following each time a container is emptied
and prior to being reused, all reusable carts and containers,
including reusable suction canisters and fluid carts that receive
blood, shall be both thoroughly cleaned and disinfected.
Cleaning shall be conducted with detergent and water using an
agitation method or by pressure and movement to remove all
waste and visible contamination from all inner and outer

1. Utilizing an EPA-reqgistered general or broad-spectrum
disinfectant following manufacturer's label instructions;

2. Exposure to heated rinse water at a minimum of 180°F
(82°C) and a maximum 195°F (90°C) for a minimum of 15
seconds, or until the surface reaches a temperature of 160°F

(71°C); or
3. Immersion in or rinsing with, one of the following
chemical sanitizers for a minimum of three minutes:
a. Hypochlorite solution (500 ppm available chlorine);
b. Phenolic solution (500 ppm active agent);
c. lodophor solution (100 ppm available iodine);
d. Quaternary ammonium solution (400 ppm active
agent); or

e. Other organic, plant-based, or nonchemical disinfectant
registered by EPA.

G. All wash water from cleaning and disinfection shall be
contained and discharged directly to an approved sanitary

sewer system.

H. Reusable carts and containers shall not be reused if there
are cracks, holes, damage, or other defects, including to a lid
or_locking mechanism or if contamination or waste residuals

are present.

I. Reusable carts or containers used for the holding or storage
of regulated medical waste shall not be used for any other

purpose.

J. When reusable carts or containers containing regulated
medical waste are used for offsite transport, all aspects of the
cart _or_container management shall comply with federal
Department  of  Transportation  Hazardous  Material
Regulations, 49 CFR Parts 171 through 180, as applicable.

K. Reusable carts or containers that are damaged, defective,
or ready to be discarded shall not be disposed of as solid waste
unless they are cleaned and disinfected in accordance with this
section, and all requlated medical waste labeling is removed or
covered, prior to disposal. Containers unable to be cleaned and
disinfected must be treated as regulated medical waste.

9VAC?20-121-140. Management of spills of regulated
medical waste.

A. Any person or facility handling, generating, storing,
transporting, transferring, treating, or disposing of requlated
medical waste shall immediately address all spills of requlated
medical waste, incidents or emergencies, maintenance events,
and nonconformances that could have an impact on the
management of requlated medical waste at the facility.

B. Anyone handling regulated medical waste shall maintain a
spill containment and cleanup kit onsite within the vicinity of
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any area where requlated medical waste is managed, and the

mycobacteria _in _accordance with manufacturer's label

location of the kit shall provide for rapid and efficient cleanup

instructions, unless it can be demonstrated that an alternate

of spills anywhere within the area. All vehicles transporting

EPA-reqgistered disinfectant is protective of human health

requlated medical wastes are required to carry a spill

and the environment and is appropriate for the type of

containment and clean up Kit in the vehicle whenever requlated

requlated medical waste managed and surfaces being

medical wastes are conveyed. A spill containment and cleanup

disinfected.

kit shall consist of at least the following items:

1. Material designed to absorb spilled liquids, and the

5. Take necessary steps to replenish the spill containment
and cleanup Kit.

amount of absorbent material shall be that having a capacity,
as rated by the manufacturer, of one gallon of liquid for
every cubic foot of requlated medical waste that is normally
managed in the area for which the kit is provided or 10

9VAC20-121-150. Transportation of requlated medical
waste.

A. The requirements of this section apply to the transportation

gallons, whichever is less;

2. In a sprayer capable of dispersing its charge in a mist and
a stream at a distance, at least one gallon of an EPA-
registered hospital grade disinfectant effective against

of requlated medical waste including by intermediate
transporters and generators who transport their own waste
offsite.

B. All transporters of requlated medical waste must comply

mycobacteria, unless it can be demonstrated that an alternate

with the general handling requirements in 9VAC20-121-100.

EPA-registered disinfectant is protective of human health
and the environment and is appropriate for the type of
requlated medical waste managed and surfaces being
disinfected;

3. Enough red plastic bags to double enclose at least 150%

C. Regulated medical waste shall be transported in
accordance with the applicable requirements for shipping
papers, packaging, labeling, marking and vehicle placarding in
accordance with the U.S. Department of Transportation
Hazardous Materials Regulations, 49 CFR Parts 171 through

of the maximum load managed (up to a maximum of 500

180. No person shall transport or receive for transport any

bags) that meet the applicable requirements of 49 CFR Part

regulated medical waste that is not packaged and labeled fully

173, including the ASTM 125 pound drop test for filled bags

in_accordance with the U.S. Department of Transportation

(D959) or an exemption approved by the U.S. Department

Hazardous Materials Regulations. Reusable carts or containers

of Transportation and are accompanied by seals and labels.

used to transport requlated medical waste shall meet the

These bags shall be large enough to overpack any box or

requirements of the U.S. Department of Transportation

container normally used for regulated medical waste

Hazardous Materials Regulations and must be sealed, puncture

management by that generator, handler, or facility;

4. Appropriate personal protective equipment, such as

resistant, and leak proof.

D. Transportation of regulated medical waste shall maintain

puncture and leak resistant gloves, safety glasses or face

the packaging in _an upright and stable configuration to

shield, protective coveralls or bib, protective footwear, and

minimize the potential for spills. The integrity of the containers

mask or respiratory protection as needed; and

5. For vehicles only, a first aid kit, fire extinguisher,

must not be compromised by the stacking arrangement.

E. All vehicles and equipment used in the transportation of

boundary marking tape, lights, and other appropriate safety

requlated medical waste must have access control that limits

equipment.

C. Following any spill or release of regulated medical waste
or its discovery, the following procedures shall be

implemented:
1. Take appropriate precautions to ensure personnel do not

come into contact with any contaminants by wearing
appropriate personal protective equipment.

2. Repackage spilled regulated medical waste in accordance

access to those persons specifically designated to manage
regulated medical waste, and the cargo carrying body must be
secured except when loading and unloading.

F. Surfaces of vehicles and equipment used to transport
requlated medical waste must be clean and impermeable to
liquids if those areas are involved with the management of the
waste. Carpets and floor coverings with cracks or gaps shall
not be used. Vehicles used to transport regulated medical waste
shall be clean and maintained in an orderly condition, free of

with the packaging requirements in 9VAC20-121-110.

3. Transport any requlated medical waste by a transporter
that meets the requirements of 9VAC20-121-150.

4. Clean and disinfect all areas and materials having been
contacted by requlated medical waste using an EPA-
registered hospital grade disinfectant effective against

standing liquid and debris, in those areas involved with the
management of the waste.

G. Storage, transport, and transfer to, from, and between
vehicles and equipment shall be under a cover or packaged in
a container that protects the waste from the elements and over
a floor or bermed pavement that will contain leaks and spills
of liquid from the waste. All effluent, wash water, and other
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runoff shall discharge directly to or through a holding tank to

waste are specified in Sections 3 and 5 of Managing Solid

an_approved sanitary sewer system. A cover, floor, or

Waste Contaminated with a Category A Infectious Substance.

pavement is not required if the activity is transient in nature,

In_addition to the general management requirements for

such as in the case of spill cleanup or collection of waste

requlated medical waste in Part 111 (9VAC20-121-100 et seq.),

packages from professional offices for transport.

H. All vehicles transporting requlated medical waste must
carry a spill containment and cleanup Kit in the vehicle as

all Category A waste shall be handled in accordance with the
following additional requirements:

1. Every effort shall be made to minimize the amount of

specified in 9VAC20-121-140 B, whenever regulated medical

Category A waste generated. Category A waste shall be

wastes are conveyed. Following a spill of regulated medical

physically separated, if practical, from other types of waste

waste or its discovery, the procedures specified in 9VAC20-

at the point of origin. When other types of requlated medical

121-140 C shall be implemented.

I. Any vehicle parked 24 hours or more during transport will
be considered a regulated medical waste transfer station
subject to the requirements of Part 1V (9VAC20-121-200 et
seq.) of this chapter. Unless exempt under 9VAC20-121-300
E, no storage during transport will be allowed without a permit
issued in accordance with the procedures in Part V (9VAC20-

waste are mixed with Category A waste, the mixture shall be
managed as Category A waste. Category A waste not
suitable for conventional treatment methods, such as
batteries, electronics, and oxygen cylinders, shall be
segregated from other waste at the point of generation for

special handling.
2. All handling, storage, transfer, and treatment of Category

121-300 et seq.) of this chapter.

J. All vehicles and equipment used to transport regulated
medical waste must be thoroughly cleaned and disinfected
before being used for any other purpose and prior to any
transfer of ownership. Disinfection shall include using an
EPA-reqgistered hospital grade disinfectant effective against
mycobacteria _in _accordance with manufacturer's label

A waste must be conducted in areas with cleanable and
impermeable surfaces. Carpets and floor coverings with
cracks or gaps shall not be used. Where tile floors are used
and seams are present in the tile, the floor must be sealed
with wax or other floor coatings in order to meet this

requirement.
3. Equipment and handling techniques that could potentially

instructions, unless it can be demonstrated that an alternate

cause bioaerosols, such as cart tipping, slides, conveyors,

EPA-reqgistered disinfectant is protective of human health and

and mechanical cleaning or disinfection systems, shall not

the environment and is appropriate for the type of regulated

be used for Category A waste unless the movement and

medical waste managed and surfaces being disinfected. Any

impact is controlled to maintain the integrity of the

areas of vehicles or equipment that are visibly contaminated,

packaging, prevent exposure to the waste, and any aerosol,

or that become contaminated as a result of a spill, must be

bioaerosol, or mist caused by the process is collected and

immediately decontaminated in accordance with 9VAC20-

treated or filtered.

121-140.

K. Transport of requlated medical waste by the United States

4. Category A waste shall not be conveyed in reusable carts
or containers unless the containers are subsequently cleaned

Postal Services that fully complies with 39 CFR 111 shall be

and disinfected in accordance with 9VAC20-121-130 using

considered to be transportation in compliance with this chapter

an EPA-registered disinfectant appropriate for the type of

1. The generator maintains a complete and legible copy of

Category A waste managed and materials being disinfected.

5. All spills of Category A waste shall be cleaned and

the manifest or mail disposal service shipping record for a

disinfected in accordance with 9VAC20-121-140 using an

period of three years. Disposer's certification and other

EPA-reqgistered disinfectant appropriate for the type of

tracking items must be completed and shown on the copy;

2. The addressee is a facility permitted by all the appropriate

Category A waste managed and materials being disinfected.

6. Category A waste shall be stored in accordance with the

agencies of the Commonwealth or the host state; and

3. No package shall be more than 35 pounds by weight.

L. Category A waste shall be managed in accordance with the
requirements of 9VAC20-121-160.

9VAC?20-121-160. Management of Category A waste.

A. Category A waste shall be managed in accordance with the
requirements of this section.

B. Overarching Planning Considerations and Waste
Generator Information and Responsibilities for Category A

requirements of 9VYAC20-121-120 B and C. Packages or
containers of Category A waste shall not be stacked.

7. A generator storing 250 gallons or more of Category A
waste shall notify the department within 24 hours of
exceeding 250 gallons. At least once per calendar week,
accumulated Category A waste shall be treated onsite in
accordance with this section or shipped offsite to a facility
permitted to receive it for treatment or disposal. No Category
A waste shall be stored onsite for more than 10 calendar days
unless an extended storage timeframe is approved by the
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department. Records shall be maintained in accordance with

7. The owner or operator shall provide a certification that the

9VAC20-121-100 1.

8. The regulated medical waste transfer station or treatment
facility shall notify DEQ of receipt of any Category A waste
in accordance with 9VAC20-121-340.

C. Waste Transporter Information and Responsibilities for

requlated medical waste management plan demonstrates
protocols specific to the Category A waste stream to be
treated and meets all additional standards of Part Il
(9VAC20-121-100 et seq.) and Part IV (9VAC20-121-200
et seq.), as applicable, in accordance with 9VAC20-121-330.
The plan shall specify if and how management protocols for

Category A waste are specified in Section 6 of Managing Solid

Category A waste differ from existing protocols for

Waste Contaminated with a Category A Infectious Substance.

routinely received requlated medical waste, including how

Packaging and labeling of Category A waste for transport must

treated wastes will be disposed. The certification shall also

comply with the more stringent packaging standards of 49 CFR

include a statement that the emergency contingency plan has

Parts 171 through 180 of the HMR, or may require a DOT

been provided to the local police and fire departments, local

special permit for an exception to the HMR requirements to

emergency _manager, and local emergency health

allow for alternative packaging to accommodate the waste.

D. Waste Treatment Information and Responsibilities for

coordinator.

E. Final Disposal Information and Responsibilities for

Category A waste are specified in Section 7 of Managing Solid

Category A waste are specified in Section 8 of Managing Solid

Waste Contaminated with a Category A Infectious Substance.

Waste Contaminated with a Category A Infectious Substance.

In addition to the general treatment requirements for requlated

Category A waste shall be disposed of in accordance with the

medical waste in Part IV (9VAC20-121-200 et seq.), all

following requirements:

Category A waste shall be treated in accordance with the
following additional requirements:

1. A facility shall only receive Category A waste for

1. Category A waste that has been treated in accordance with
the special requirements of this section is no longer Category
A waste or regulated medical waste. Category A waste

processing or_treatment upon specific approval from the

treated in accordance with this section is solid waste and

director or by specific provisions within the facility's permit.

shall be disposed of at a permitted solid waste disposal

2. Prior to treatment of any Category A waste, the facility
shall notify DEQ and conduct additional validation testing
in_accordance with 9VAC20-121-260 and an approved
treatment plan that is specific to the Category A waste

facility, provided the disposal is in accordance with the Solid
Waste Management Regulations (9VAC20-81) and the

facility's permit.
2. Category A waste not treated in accordance with this

stream and packaging types that will be received.

3. The treatment method and operating parameters shall be
appropriate and effective for the type of Category A waste
being managed. Treatment units that employ a mechanical
process, such as grinding or shredding, prior to treatment or
integral to the treatment unit, may not be appropriate for
Category A waste streams. The facility shall demonstrate
that the process prevents employee exposure to the waste;
contains any aerosol, bioaerosol, or mist caused by the
process; and treats or filters any air evacuated from the
chamber during processing.

4. The facility shall not receive or treat Category A waste
until _the department has reviewed and approved the
validation results, operating parameters, and protocols to be
used for the treatment unit.

5. Treatment of Category A waste shall only be in
accordance with the operating parameters and protocols
approved by the department.

6. Challenge testing shall be performed and documented for
every load containing Category A waste. The facility may
request an alternate challenge test frequency once a high
level of confidence is established that the Category A waste
is being effectively treated.

chapter shall not be transported to, received for transport, or
disposal by, or disposed of in, any solid waste management

facility.

Part IV
Standards for Regulated Medical Waste Transfer Stations and
Treatment Facilities

9VAC?20-121-200. General and applicability.

A. Any person who designs, constructs, or operates any
requlated medical waste transfer station or treatment facility
not otherwise exempt under 9VAC20-121-300 E shall obtain a
permit-by-rule pursuant to this chapter prior to operation and
comply with the requirements of this part. Further, all
applications pursuant to this chapter shall demonstrate specific
means proposed for compliance with requirements set forth in

this part.

B. All facilities, except exempted facilities, shall be
maintained and operated in accordance with the permit-by-rule
status pursuant to this chapter. All facilities shall be maintained
and operated in accordance with the approved design and
intended use of the facility.

C. Hazardous wastes shall not be managed or disposed in
facilities subject to this regulation unless specifically
authorized by the facility permit or the director and managed
in_accordance with 9VAC20-60. Any material from a state
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other than Virginia that is classified as a hazardous waste in

medical waste and the cleaning and disinfection of reusable

that state shall be managed as hazardous waste in accordance

containers. These areas shall not be carpeted or have floor

with 9VAC20-60.
9VAC?20-121-210. Siting requirements.

A. The siting of all requlated medical waste transfer stations
or treatment facilities shall be governed by the standards as set
forth in this section. These facilities shall:

1. Be adjacent to or have direct access to roads that are paved

coverings with cracks or gaps. Where tile floors are used and
seams are present in the tile, the floor must be sealed with
wax or other floor coatings in order to meet this requirement.

7. Bermed pavement, a liguid retaining lip, or equivalent
controls at loading docks and near rolling or bay doors to
contain potential leaks and spills of regulated medical waste
or other liguids.

or surfaced and capable of withstanding anticipated load
limits;

2. Not be sited or constructed in areas subject to base floods;

8. Floors sloped or graded to drain such that all effluent,
wash water, and other runoff from storage and processing
areas, treatment equipment, waste compactors, and reusable

3. Shall not be closer than:
a. 50 feet to any property boundary;
b. 50 feet to any perennial stream or river;
c. 200 feet to any residence or recreational park area; or

d. 200 feet to any health care facility, school, or similar
type public institution, unless the facility is located at the

container cleaning and disinfection areas is contained and
discharged directly to an approved sanitary sewer system.

9. Ventilation that discharges to minimize human exposure
to the waste.

10. A water supply shall be provided for cleaning purposes.

11. Fire alarm and protection systems capable of detecting,

health care facility, school, or similar type public

controlling, and extinguishing any and all fires.

institution.

B. The site of a regulated medical waste transfer station or

12. Fixed radiation detectors in a location as close as
practicable to the incoming waste loads and in an appropriate

treatment facility shall provide room to minimize traffic

geometry to monitor all waste prior to storage, transfer, or

congestion and allow for safe management of regulated

treatment. A fixed radiation detector is not required at

medical waste and safe operation of the facility.

9VAC?20-121-220. Design and construction requirements.

A. The design and construction of all requlated medical waste
transfer stations or treatment facilities shall be governed by the
standards as set forth in this section. These facilities shall have:

1. An access road suitable for loaded collection vehicles in
all weather conditions from the entrance to the unloading or
receiving area of the facility.

2. Onsite queuing capacity for the expected traffic so that the
waiting collection vehicles do not back up onto the public
road.

3. Unloading and loading areas of an adequate size and
design to facilitate efficient transfer of requlated medical
waste to and from collection vehicles and the unobstructed
movement of vehicles.

4. Access controls such as perimeter security fencing, gates,
locks, badge systems, or other controls to limit access to
areas used to store, transfer, or treat requlated medical waste
to _only those persons specifically designated to manage
requlated medical waste.

5. Adequate lighting so that operating personnel can exercise
site_control. Lighting may be provided by portable
eguipment as necessary.

6. Covered areas with cleanable and impermeable surfaces
for handling, storage, transfer, and treatment of requlated

captive regulated medical waste management facility if the
facility demonstrates that there is no potential for generation
or management of radioactive materials or wastes.
Demonstration shall include a certification that there is no
radiation producing equipment or material onsite.

B. Effluent, wash water, and other runoff from the facility
shall not be permitted to drain or discharge into surface waters
except when authorized under a VPDES permit issued
pursuant to 9VAC25-31.

C. Slides, cart tippers, conveyors, and similar equipment used
to _move regulated medical waste must be designed and
constructed such that the movement and impact is controlled
to_maintain the integrity of the packaging at all times and
prevent damage, leakage, and spills. Trash chutes shall not be
used to manage regulated medical waste.

D. Any areas used for the storage of requlated medical waste
shall be designed in accordance with 9VAC20-121-120 and
have sufficient storage capacity for the maximum anticipated
storage amount based on the amount of daily incoming waste
and maximum length of time in storage.

E. All facilities that manage reusable containers or carts for
requlated medical waste shall have designated areas for manual
or mechanical cleaning and disinfection that comply with the
requirements of 9VAC20-121-130.
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9VAC?20-121-230. Operation requirements.

A. The operation of requlated medical waste transfer stations
or treatment facilities shall be governed by the standards as set
forth in this section.

B. The requlated medical waste transfer station or treatment
facility shall maintain and operate in accordance with a
regulated medical waste management plan that meets all
requirements of 9VAC20-121-330. This plan shall be reviewed
and recertified annually, within one year from the date of the

transfer, or treatment capacity. The amount of requlated
medical waste received and stored at the facility shall not
exceed the permit process rate and designed storage capacity.

K. Regulated medical waste transfer stations and treatment
facilities requlated under this part shall implement an
unauthorized waste control program in accordance with their
written plan _as required by 9VAC20-121-330 and the
following provisions:

1. Prior to managing regulated medical waste or using

last certification, to ensure consistency with current operations

process eqguipment, and at least annually, within one year

and requlatory requirements, and shall be made available for

from the date of the last training, the facility shall provide

review by the department upon request. If the applicable

training to staff to recognize, segregate, properly manage,

standards of this chapter and the facility's operations plan

document, and report receipt of waste not authorized to be

conflict, this chapter shall take precedence.

C. The facility must operate to comply with the general

managed by the facility's permit.

2. If unauthorized waste is observed in the waste delivered

handling requirements of 9VAC20-121-100.

D. All requlated medical waste shall be packaged, labeled in
accordance with  9VAC20-121-110 and managed in

to the facility prior to unloading, the owner or operator must
refuse to accept the waste.

3. If the unauthorized waste is observed in the waste at the

accordance with the storage conditions and timeframes

facility or delivered to the facility, the owner or operator

required by 9VAC20-121-120. The facility shall employ

shall segregate it, notify the generator (if applicable),

methods to track and document specific _incoming waste

document the incident in the operating record, make

throughout the duration of storage, treatment or transfer, and

necessary arrangements to have the material managed in

shipment offsite.

E. All facilities that manage reusable carts or containers for
regulated medical waste shall comply with the requirements of
9VAC20-121-130 and maintain onsite an adeguate water
supply and sufficient guantity of detergent and EPA-registered

accordance with applicable federal and state laws, and notify
the department of the incident to include the means of proper
handling, in accordance with the reporting procedures of
9VAC20-121-340.

4. Any unauthorized waste accepted by the owner or

disinfectant or other approved materials, as applicable.

F. Except for reusable containers authorized by the
department to be opened, requlated medical waste containers
must not be opened or unpackaged unless approved as part of
the consolidation or treatment process.

G. The facility shall immediately address all spills of

operator shall be managed in accordance with applicable
federal or state laws and regulations. The facility must
carefully store the waste in a designated storage area within
the facility separate from untreated requlated medical waste
and treated regulated medical waste. Unauthorized waste
that has been segregated and stored shall be adequately
secured and contained to prevent leakage or contamination

requlated medical waste, incidents or emergencies,

to the environment. The facility shall have the unauthorized

maintenance events, and nonconformances that could have an

waste removed or properly managed as soon as practicable,

impact on the management of requlated medical waste. Spill

but no later than 10 calendar days after discovery or an

containment and cleanup Kits shall be maintained as required

alternate timeframe as approved by the department for

by 9VAC?20-121-140 B, and immediately following a spill of

certain _waste types. Handling and management of the

requlated medical waste or its discovery, the procedures

unauthorized waste, including segregation, removal, and

specified in 9VAC20-121-140 C shall be implemented.

H. Damaged or leaking packages of requlated medical waste

shall either be properly repackaged prior to storage and

subsequent shipment offsite or contained and treated onsite

within 24 hours if the facility is permitted for treatment

transportation, shall be by a person authorized to manage
such waste and shall be transferred, treated, or disposed of
at_a permitted waste management facility approved to
receive it.

5. The facility must maintain a record of all unauthorized

operations.
I. Transportation of requlated medical waste is subject to the

requirements of 9VAC20-121-150.

J. Waste must not be accepted unless it is allowed in

accordance with the permit-by-rule issued and the regulated

medical waste management plan and there is sufficient storage,

waste accepted at the facility, the date accepted, the type of
waste, date of transfer, treatment, or disposal, management
method, and the name, address, and telephone number of the
final treatment or disposal facility.

L. Radiation detection equipment shall be operated and
maintained in a manner that ensures all incoming waste is
screened and the measurements are meaningful and fulfill the
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objectives for detecting radiologically contaminated waste. |If

perform and in sufficient numbers for the complexity of the site

fixed radiation detectors become inoperable, repairs shall be

shall be on the site whenever it is in operation.

made as soon as practicable, and appropriate portable
equipment shall be used to screen incoming waste loads until
the equipment is repaired.

M. Untreated waste, radioactive waste, hazardous waste, and
any unauthorized waste must be segregated and stored in
clearly identified containers. Category A waste shall be
managed in accordance with the requirements of 9VAC20-
121-160.

N. The facility shall be operated to maintain the design and

T. Safety hazards to operating personnel shall be controlled
through an active safety program consistent with the
requirements of 29 CFR Part 1910, as amended.

U. Each facility shall conduct monthly inspections of all
major aspects of facility operations necessary to ensure
compliance with the requirements of this chapter. Records of
these inspections must be maintained in the operating record
and available for review in accordance with 9VAC20-121-340.
If a deficiency or release is identified during an inspection, the

construction standards as required by 9VAC20-121-220.

O. All areas used to transfer or treat requlated medical waste
shall have prominent signage or markings displayed on the
door or access point to indicate that the space is used to manage
regulated medical waste, and those areas shall be secured to
prevent unauthorized access.

P. Floors and areas used for the handling, tipping, storage,
transfer, or treatment of requlated medical waste and reusable
container cleaning must be kept clean, in an orderly condition,

owner or operator must document it on the self-inspection
checklist, provide a remedy for the issue as soon as feasible,
and document repairs and remedial actions, including the date
implemented. The following aspects of the facility shall be
inspected on a monthly basis whenever the facility is in

operation:

1. Each component of the processing equipment, treatment
system, and infrastructure;

2. Spill containment and cleanup Kit and any other

and free of standing liquid and debris.

Q. Effluent, wash water, and other runoff from facility floors,

decontamination materials;

3. Safety and emergency equipment, including radiation

storage and processing areas, treatment equipment, waste

detection equipment, fire alarm and protection systems, fire

compactors, and reusable container cleaning and disinfection

extinguishers, eyewash stations, or other equipment;

areas shall be contained and discharged directly to an approved
sanitary sewer system. Effluent, wash water, and other runoff
from the facility shall not be permitted to drain or discharge

4. Waste storage areas and loading and unloading areas;

5. All floors and floor drains and any areas and inventory for

into surface waters except when authorized under a VPDES

managing, cleaning, and disinfecting reusable carts or

permit issued pursuant to 9VAC25-31.

R. All infrastructure and equipment shall be properly

containers;

6. Proper use of personal protective equipment by all

maintained and operated as designed and approved in the

employees;

facility's permit. Facility maintenance must include annual
calibrations of parametric _controls, including recording
devices and temperature and pressure gauges; overall cleaning
(the facility, vehicles, and processing systems); servicing of
exhaust lines and drains; ensuring the proper functioning of
pressure and safety valves, and water, steam, disinfectant and
electrical lines; replacing gaskets as needed to ensure a
complete seal at all times; ensuring floor drains are maintained
such that liquid is free-draining at all times; and maintaining
proper_functioning of mechanical waste handling systems,
conveyors and shredders, HEPA, and other ventilation and
filtration devices, and radiation monitoring devices, as

applicable.

S. Adequate numbers and types of properly maintained
equipment shall be available for operation. Provision shall be
made for substitute equipment to be available, except for
treatment units which must be approved by the department, or
the emergency contingency plan implemented to achieve
compliance with this chapter, as applicable, within 24 hours
should the former become inoperable or unavailable. Operators
with training appropriate to the tasks they are expected to

7. Monitoring for pests and vermin, litter, blowing debris,
odor, dust, breached containers, and spills; and

8. Any areas in which significant adverse environmental or
health consequences may result if breakdown occurs.

V. Prior to managing regulated medical waste or using
process equipment, and at least annually, within one year from
the date of the last training, the facility shall provide all
operators with training on the procedures for managing
regulated medical waste specific to the transfer or treatment
process used, including:

1. General handling of regulated medical waste and use of
personal protective equipment;

2. Packaging, labeling, and storage of requlated medical
waste;

3. Cleaning and disinfection of reusable containers;

4. Facility housekeeping and management of spills;
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5. Overall process and mechanical operation of any

shall be done with safe and sanitary methods. Nothing in this

equipment used, including operation of any treatment units

section shall prevent the use of devices that grind, shred, or

and procedures for conducting periodic challenge testing;

compact to reduce volume at the point of generation and

and

6. Emergency contingency plan procedures, in case of
system failure or other emergency.

W. The facility shall retain records in accordance with

prior to enclosing the regulated medical waste in plastic bags
and other required packaging; however, the waste remains
regulated medical waste. The facility shall demonstrate that
devices are constructed and operated in a manner that
prevents employee exposure to the waste; contains any

9VAC20-121-340. Records shall be retained for three years

aerosol, bioaerosol, or mist caused by the process; and treats

and available for review as requested by the department.
9VAC20-121-240. Treatment standards.

A. Prior to disposal or recycling, all requlated medical waste,
including its packaging, must be treated by a department
approved requlated medical waste treatment process. Any
method used for the treatment of requlated medical waste must
be verifiable to render the waste noninfectious in a manner that
is protective of human health and the environment. Untreated
regulated medical waste shall not be recycled or disposed of in
a solid waste landfill or other solid waste management facility.

B. The requirements in this subsection are applicable to all
treatment methods. Additional requirements are provided in
subsections C through | of this section and are dependent on
the type of treatment used.

1. The treatment method and operating parameters shall be

appropriate _and effective for the type of waste being

managed.
a. Human pathological and anatomical waste, including
tissues, organs, body parts, and other related waste and
animal carcasses shall not be treated by a noncombustion
process unless approved by the department. Alkaline
hydrolysis is an alternative treatment process that may be
considered for treatment. Pathological waste in a liquid
fixative may require special management, such as
decanting the liquid for separate disposal, incineration, or
management as hazardous waste if applicable.

b. Thermally resistant waste, including solidified liquids
and bulk animal bedding, requires approval of treatment
operating parameters on a case-by-case basis.

c. Category A waste shall be managed in accordance with
the requirements of 9VAC20-121-160.

d. Waste contaminated with toxins and toxin waste
solutions (depending on the toxin) can be inactivated by
incineration or extensive autoclaving, or by soaking in
suitable decontamination solutions. Toxin inactivation
procedures shall not be assumed to be 100% effective
without validation using specific toxin bioassays.

2. Treatment equipment shall include built-in automatic
controls and fail safe mechanisms to ensure the waste cannot
bypass the treatment process.

3. Size reduction, grinding, shredding, or puncturing of
containers is permissible if integral to the treatment unit and

or_filters any air evacuated from the chamber during
processing. Appropriate _means must _be employed to
appropriately protect workers and contain the waste when
unloading requlated medical wastes from such a device.

4. If grinding, shredding, or size reduction or puncturing of
packaging takes place prior to treatment, it shall occur in a
closed unit immediately preceding the treatment unit. If
grinding, shredding, or size reduction takes place following
treatment, it must occur within 24 hours of leaving the
treatment unit. Transfer from a grinder or shredder to or from
a treatment unit shall be under forced draft ventilation that
removes fumes from the operations area to a safe discharge.

5. All process units for the preparation or treatment of
regulated medical waste shall be in closed vessels designed
to operate under a negative pressure atmospheric control that
filters all vents, discharges, and fugitive emissions of air
from the process units through a high efficiency particulate
air (HEPA) filter with efficiency of 99.97% for 0.3 microns.
Proper installation of filters shall be documented. Air and
gases which have themselves been sterilized by the process
are not required to pass through a filter.

6. All effluent must be discharged to an approved sanitary
sewer system. Effluent from the facility shall not be
permitted to drain or discharge into surface waters except
when authorized under a VPDES permit issued pursuant to
9VAC25-31.

7. Only the types of reqgulated medical waste specified in the
facility's permit shall be treated using the approved treatment
unit. Treatment methods include:

a. Autoclaves (steam sterilization);
b. Microwaves;

c. Dry heat treatment;

d. Chemical treatment;

e. Alkaline hydrolysis;

f. Incineration; and

g. Alternate treatment technologies as reviewed and
approved by the department in accordance with this

chapter.

8. Prior to operation of any treatment unit, the facility must
conduct validation testing in accordance with 9VAC20-121-
260 and an approved treatment plan to establish the
appropriate operating parameters for effective treatment of
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requlated medical waste. The results of the testing must be
submitted to the department for review and approval in
accordance with 9VAC20-121-320. The facility shall not
receive or treat requlated medical waste until the department
has approved the validation results, operating parameters,
and protocols to be used for the treatment unit. Revalidation
shall be conducted as required by 9VAC20-121-260.

9. Treatment units shall operate in accordance with the
specified operating parameters and protocols set forth in
subsections C through | of this section or alternate standards
established through validation testing and approved by the
department. Records of treatment shall be maintained in
accordance with 9VAC20-121-340.

10. Periodic challenge testing shall be performed under full
loading in accordance with 9VAC20-121-270 to evaluate the
effectiveness of each treatment unit and treatment method.

11. Effective treatment of requlated medical waste must

260 D 7 (for validation) and 9VAC20-121-270 B (for
periodic challenge testing).

13. Parametric_controls shall be used to monitor critical
operational treatment parameters and provide a record of
measurements that can be correlated to effective treatment.

14. Door alignment, gaskets, locking mechanisms, and other
components of any treatment unit that utilizes a pressure
vessel (such as an autoclave) shall achieve a complete seal
during operation to prevent leaking of steam, liquid, or waste
and avoid decreases in pressure or temperature that could
cause isolated cold spots inside the unit.

15. In the event of power failure, interrupted, or incomplete
treatment cycle, the facility shall investigate the cause of the
failure and make any necessary repairs to resolve the issue
prior to the next treatment cycle. Any waste in the treatment
unit shall either be removed and managed as regulated
medical waste or subjected to another full treatment cycle

achieve a 6 1og10 or greater reduction of the viable spore

once repairs are made.

concentrations of the most appropriate bacterial species for
the treatment method. Effective treatment is demonstrated
by no growth in all treated biological indicators and growth
in all untreated biological indicators during validation and
periodic challenge testing.

12. The selection of the most appropriate biological indicator
to utilize during validation and challenge testing of a

16. Reusable treatment carts and containers (such as
autoclave carts) shall be clean and free of treated waste
residuals before reuse.

C. The requirements in this subsection are applicable to

autoclave treatment methods.

1. All autoclaves shall be operated at 100% saturated steam

treatment process shall be supported by referenced

conditions at a minimum operating temperature of 250°F

standards, guidelines, or information from peer reviewed

(121°C) at no less than 15 pounds per square inch of gauge

journals related to the process.

a. Biological indicators shall utilize spores from one of the
following bacterial species:

(1) Geobacillus stearothermophilus (G.s.);
(2) Bacillus atrophaeus (B.a.);
(3) Bacillus subtilis (B.s.);

(4) Other Bacillus species or spore forming bacteria from
domestic or international culture collections; or

(5) Organisms that demonstrate the necessary resistance

pressure. Autoclaves shall maintain the minimum operating
temperature and pressure for an uninterrupted cycle of 90
minutes. Alternate combinations of operating temperatures,
pressures, and cycle times may be demonstrated through
validation testing to achieve a reliable and complete Kill of
all microorganisms in regulated medical waste at design
capacity. Longer steam sterilization times are required when
a load contains a large guantity of liquid.

2. All autoclaves shall be equipped with continuous time,
temperature, and pressure monitoring and recording.

for the treatment method, as approved by the department.

b. The facility shall use commercially prepared biological
indicators, such as spore strips, spore suspensions, and
self-contained biological indicators.

c. Biological indicators shall be placed in the most

3. For vacuum autoclaves, pre-vacuum cycles shall be
conducted such that all system air is fully evacuated a
minimum of three times at the beginning of each treatment
cycle and held with all air evacuated to ensure adequate
steam exposure throughout the waste.

challenging location during validation and periodic
challenge testing. Indicator ports, chambers, or other
mechanisms shall be used for placement of the biological
indicator when placement directly into the waste may be

4. For gravity autoclaves, pressure pulsing must be
performed to evacuate all air in the unit.

5. Validation and periodic challenge testing shall be

compromised by the treatment method, such as when

performed using biological indicators utilizing spores from

shredding, grinding, or other mechanism is used. Ports and

the bacterial species Geobacillus stearothermophilus.

chambers shall be accessible by the operator.

d. When using the appropriate biological indicator, the
number to be used shall be based upon the amount of
waste to be processed in accordance with 9VAC20-121-

D. The requirements in this subsection are applicable to

microwave treatment methods.
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1. Microwaving treatment shall incorporate pretreatment by

concentration and treatment time operating parameters shall

shredding and steam injection or induction.

2. All microwaves shall be operated between 203°F and
212°F (95°C and 100°C) for a minimum of 45 minutes.

be demonstrated through validation testing in the presence
of the maximum anticipated organic waste content.

2. The facility shall maintain registration for the chemical

Alternate operating temperatures and cycle times may be

used in the treatment system in accordance with the Federal

demonstrated through validation testing.

3. Microwave radiation power of the treatment process shall

Insecticide, Fungicide, and Rodenticide Act, if required.

3. Containers holding chemicals shall be labeled in

be at least six units each having a power of 1,200 watts or

accordance with 40 CFR 156 (Labeling Requirements for

the equivalent power output.

4. Each microwave treatment unit shall be equipped to sense,
display, and continuously record the temperature at the start,
middle, and end of the treatment chamber.

5. Process temperatures at the exposure chamber entry and
exit and the waste flow rate shall be continuously monitored,
displayed, and recorded.

6. Validation and periodic challenge testing shall be
performed using biological indicators utilizing spores from
the bacterial species Bacillus atrophaeus.

E. The requirements in this subsection are applicable to dry
heat treatment methods.

1. Dry heat systems shall be operated per the following

Pesticides and Devices), and the facility shall maintain
Safety Data Sheets for all chemicals related to the chemical

treatment system.
4. Validation and periodic challenge testing shall be

performed using biological indicators utilizing spores from
the bacterial species Bacillus subtilis or Bacillus atropheus.

G. The requirements in this subsection are applicable to
alkaline hydrolysis treatment methods. Alkaline hydrolysis is

a_process by which heat and pressure dissolve and sterilize

requlated medical waste in a strong solution of sodium or

potassium hydroxide (NaOH or KOH, respectively).

1. Alkaline hydrolysis shall only be used for treatment of
human pathological and anatomical waste, including tissues,
organs, body parts, other related waste, and animal

operational standards:

a. Temperature of not less than 320°F (160°C) for 120
minutes;

b. Temperature of not less than 340°F (170°C) for 60

carcasses.

2. Systems that operate above atmospheric pressure must
employ a dissolution chamber that is a certified pressure
vessel by the American Society of Mechanical Engineers'

minutes; or

c. Temperature of not less than 360°F (180°C) for 30
minutes.

Alternate operating temperatures and cycle times may be
demonstrated through validation testing.

2. Each treatment unit shall be equipped to sense, display,
and continuously record the temperature of the treatment
chamber.

3. Unless otherwise approved by the department, no
treatment unit employing dry heat as the main treatment
process shall have a treatment chamber capacity greater than
1.0 cubic foot in volume.

4. Validation and periodic challenge testing shall be
performed using biological indicators utilizing spores from
the bacterial species Bacillus atrophaeus.

F. The requirements in this subsection are applicable to
chemical treatment methods.

1. Operating standards for chemical treatment systems are
dependent on the chemical concentration and exposure time.
Facilities wishing to employ a chemical treatment system
shall submit an alternate treatment technology petition per
9VAC20-121-250 to justify the proposed operating
parameters. Once the petition is approved, chemical

(ASME).

3. Operating parameters for alkaline hydrolysis systems vary
depending on the amount of requlated medical waste to be
treated and the type of contamination:

a. To inactivate microbial pathogens, the waste must be
heated to 212°F (100°C), and pressurized at 15 pounds per
square inch for three hours;

b. To destroy transmissible spongiform encephalopathy
(TSE), including bovine spongiform encephalopathy, the
waste must be heated to 300°F (150°C) and pressurized at
70 pounds per square inch for six to eight hours.

c. Chemical concentration and treatment time shall be
demonstrated through validation testing in the presence of
the worst case organic material waste content.

4. Treatment shall ensure the complete dissolution of all
tissue remains, if applicable, and any solids left shall be
disposed of at a solid waste management facility permitted

5. Validation and periodic challenge testing shall be
performed using biological indicators utilizing spores from
the bacterial species Geobacillus stearothermophilus.

H. The requirements in this subsection are applicable to
incineration treatment methods.
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1. All incinerators shall be permitted under requlations of the
State Air Pollution Control Board and be in compliance with
the requlations of that body.

2. All combustible regulated medical waste shall be
converted by the incineration process into ash that is not
recognizable as to its former character.

3. Analysis of ash and air pollution control residues:

a. Incinerator bottom ash and residues collected from air
pollution control equipment shall be collected separately
in leak resistant containers with runoff controls to prevent
releases from the ash storage. Incinerator bottom ash and
air_pollution control residues shall be stored separately
until sample testing per subdivision 3 b of this subsection
is performed and the waste streams are determined to be a
solid waste.

b. Testing requirements:

(1) Representative samples consisting of 250 milliliters of
each waste stream shall be collected once every eight
hours of operation of a continuously fed incinerator and
once every batch or 24 hours of operation of a batch fed
incinerator. Samples shall be collected during each 1,000
hours of operation or quarterly, whichever is more often,
and samples shall be thoroughly mixed and seven random

municipal solid waste or incinerator ash, provided the
disposal is in accordance with the Solid Waste
Management Regulations (9VAC20-81).

e. A log shall document the ash sampling, to include the
date and time of each sample collected; the date, time, and
identification number of each composite sample; and the
results of the analyses, including laboratory identification.
Results of analyses must be returned from the laboratory
and recorded within four weeks following collection of the
composite sample. The results and records described in
this part shall be maintained for a period of three years,
and shall be available for review.

I. Alternate treatment technologies as reviewed and approved
by the department. All alternate treatment technologies
approved by the director shall conform to the general treatment
standards in subsection B of this section and any additional
requirements the department imposes at the time of approval.

1. Any person who desires to use a chemical treatment
technology per subsection F of this section or treatment
technology, other than those described in subsections C, D,
and E or subsections G and H of this section, shall petition
the director for a review under 9VAC20-121-250.

2. If the director finds that the technology and application is

portions of equal volume shall be composited into one

in accordance with this part, the department may consider

sample for laboratory analysis. This sample shall be tested

the facility for permitting.

in_accordance with the methods established by the
Virginia Hazardous Waste Management Regulations
(9VAC20-60) for determining if a solid waste is a

9VAC?20-121-250. Alternate treatment technologies.
A. In_ accordance with 9VAC20-121-240 |, chemical

hazardous waste.

(2) In addition to subdivision 3 b (1) of this subsection,
composite samples of incinerator bottom ash shall be
tested for total organic content.

c. If ash or air pollution control residues are found to be
hazardous waste (based on a sample and a confirmation
sample) the waste ash shall be managed of as a hazardous
waste in_accord with the Virginia Hazardous Waste
Management Regulations (9VAC20-60). The operator
shall notify the department within 24 hours. No later than
15 calendar days following, the permittee shall submit a

treatment and other alternate treatment technologies may be
approved for permitting if the department reviews the process
and determines that the technology provides treatment in
accordance with this chapter and protects public health and the
environment, and if the department establishes appropriate
conditions for their siting, design, and operation. This section
establishes the criteria, protocols, procedures, and processes to
be used to petition the director for review and to demonstrate
the suitability of the proposed technology for the treatment of
requlated medical waste.

B. Alternate treatment technologies are subject to the general

plan for treating and disposing of the waste on hand at the

treatment standards of 9VAC20-121-240 and the additional

facility and all unsatisfactorily treated waste that has left

requirements of this section. To ensure effectiveness of the

the facility. The permittee shall include with the plan a

proposed chemical or alternate treatment technology, the

description of the corrective actions to be taken to prevent

applicant must demonstrate effective microbial and bacterial

further unsatisfactory performance. No ash or air pollution

inactivation at a 6 logl0 or greater reduction for the

control _residues subsequently generated from the

microorganisms and spores listed in subsections C and D of

incinerator waste stream found to be hazardous waste shall

this section through validation testing that meets the

be sent to a nonhazardous solid waste management facility

requirements of 9VAC20-121-260.

in_the Commonwealth unless written approval of the
director is obtained in accordance with Solid Waste
Management Regulations (9VAC20-81).

d. If ash or air pollution control residues are found not to
be hazardous waste by analysis, they may be disposed of
in_a solid waste landfill that is permitted to receive

C. Microbial inactivation shall be demonstrated using one or
more _representative _microorganisms from each microbial
roup:

1. For vegetative bacteria: either Staphylococcus aureus
(ATCC 6538) or Pseudomonas aeruginosa (ATCC 15442).
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2. For fungi: either Candida albicans (ATCC 18804),
Penicillium chrysogenum (ATCC 24791), or Aspergillus
niger.

3. For viruses: either Polio 2 or Polio 3, or MS-2
Bacteriophage (ATCC 15597-B1).

4. For parasites: either Cryptosporidium spp. oocysts or
Giardia spp. Cysts.

5. For Mycobacteria: _either Mycobacterium terrae,
Mycobacterium phlei, Mycobacterium bovis (BCG) (ATCC

35743).

D. Bacterial inactivation shall be demonstrated for chemical,
thermal, and irradiation treatment systems using spores from
either B. stearothermophilus (ATCC 7953) or B. subtilis

(ATCC 19659).

E. For those treatment processes that can maintain the
integrity of the biological indicator carrier (i.e., ampules,
plastic strips) of the desired microbiological test strain,
biological indicators of the required strain and concentration
shall be used to demonstrate effective treatment. Effective
treatment is demonstrated by no growth in all treated biological
indicators and growth in all untreated biological indicators
during validation and periodic challenge testing.

F. For those treatment mechanisms that cannot ensure or
provide integrity of the biological indicator (i.e., chemical
inactivation or grinding), quantitative measurement of
effective treatment requires a two-step approach: Step 1,
"Control"; Step 2, "Test." The purpose of Step 1 is to account

a. Use microbial cultures of the same concentration as in
Step 1.

b. Add suspension to the standardized medical waste load
that is to be processed under normal operating conditions
with the addition of the microbial inactivation agent.

c. Collect and wash waste samples after processing to
recover the biological indicator organisms in the sample.

d. Plate recovered microorganism suspensions to quantify
microbial recovery.

3. From data collected from Step 1 and Step 2, the level of
microbial and bacterial inactivation shall be calculated based
on the:

a. Number of viable "Test" microorganisms (in_colony
forming units per gram of waste solids) introduced into the
treatment unit

b. Number of "Control" microorganisms (in colony
forming units per gram of waste solids) that were not
recovered after processing, and

c. Number of viable "Test" microorganisms (in _colony
forming units per gram of waste solids) recovered in
treated processed waste residue.

G. To initiate the technology review process the applicant
shall complete and submit DEQ Form RMWTP-01,
Application for Evaluation and Approval of Requlated
Medical Waste Treatment Technology to the department. The
application shall be accompanied by:

1. A detailed description of the chemical or alternate

for the reduction of test microorganisms due to loss by dilution

treatment technology. The description must include:

or physical entrapment.

1. Step 1 is:

a. Use microbial cultures of a predetermined concentration
necessary to ensure a sufficient microbial recovery at the
end of this step.

b. Add suspension to a standardized medical waste load
that is to be processed under normal operating conditions
without the addition of the microbial inactivation agent
(i.e., heat, chemicals).

c. Collect and wash waste samples after processing to
recover the biological indicator organisms in the sample.

d. Plate recovered microorganism suspensions to quantify
microbial _recovery. (The number of viable

a. A discussion of operating procedures and conditions,
including, as applicable, treatment times, pressure,
temperatures, chemical concentrations, irradiation doses,
feed rates, and wasteload composition;

b. A discussion of parametric controls, verifying effective
treatment, and ensuring operator noninterference; and

c. A discussion of waste residues and by-products
generated and methods of disposal or recycling.

d. The description shall be accompanied by the
manufacturer's operations manual or equipment usage
instructions, equipment specifications, and maintenance
manual.

2. Documentation demonstrating the chemical or alternate

microorganisms recovered serves as a baseline quantity

treatment _technology meets microbial and bacterial

for comparison to the number of recovered

inactivation criteria specified under subsections B through F

microorganisms from wastes processed with the microbial

of this section. The documentation must include a

inactivation agent).

e. The required number of recovered viable indicator
microorganisms from Step 1 must be equal to or greater
than the number of microorganisms required to
demonstrate a 6 10g10 or greater reduction.

2. Step 2 is:

description of the test procedures and calculations used in
fulfilling required performance standards verifying effective
treatment, of user verification methodology, and of
microbial culturing protocols that ensure traceability, purity
and concentration, and copy of all test results.

Volume 38, Issue 12

Virginia Register of Regulations

January 31, 2022

1294



Regulations

3. A chemical management plan describing all chemicals to

B. Prior to validation testing, the owner or operator shall

be stored on site and include copies of Safety Data Sheets

submit _to the department a treatment plan containing the

for all chemicals used for requlated medical waste treatment

information required by 9VAC20-121-330 E. The plan shall

and EPA pesticide reqgistration, if applicable.

4. Documentation providing occupational safety and health
assurance.

H. The applicant shall demonstrate that all required surrogate

demonstrate that the validation protocols for each treatment
unit meet the standards of this section and shall indicate any
additional protocols specific to the requlated medical waste to
be treated, such as the use of packaging types that may affect
treatment of the waste. Validation testing must be conducted in

pathogens and resistant bacterial endospores are inactivated to

accordance with an approved treatment plan and the

criteria_specified in subsections B through F of this section

requirements of this section. The validation test results and

under the representative surrogate waste load compositions.

operating parameters must be submitted to the department for

I. The applicant shall demonstrate where the relationship
between effective treatment, biological indicator data, and data
procured from real-time parametric monitoring devices for the

review prior to acceptance of regulated medical waste for
treatment.

C. To demonstrate reproducibility, a minimum_of three

treatment unit.

J. The review of the application will occur in accordance with
this subsection.

1. After receiving an application that includes the
information and demonstrations required in subsections A
through | of this section, the department will perform an
administrative _review and determine whether the
information received is sufficient to approve the proposed
chemical or alternate treatment technology. If the
information is deemed to be insufficient, the department will
request that additional information be furnished.

2. The applicant may submit the additional information
requested or may demonstrate that the additional
information should not be required. If the department agrees
that the additional information is not required, the
department will determine if the application is complete.

3. After the application is deemed complete, the director may
then issue a treatment technology approval. The approval
shall be issued under the conditions specified in the
manufacturer's instructions and equipment specifications,
operating procedures, and conditions as outlined in the
application, including, as applicable, treatment times,
temperatures, pressure, chemical concentrations, irradiation
doses, feed rates, and waste load composition. Any
significant revision to these conditions will require

separate treatment runs must be performed on three separate
days, using three distinct loads, during which the department
is present to witness at least one complete validation test run.
All test runs shall meet the following requirements:

1. Operating parameters used during the tests must be
consistent with the parameters that will be used during
routine operation of the treatment process (e.q., cycle
duration, temperature, pressure, chemical concentration,
irradiation exposure time, or other treatment parameters as

applicable).

2. Surrogate waste load composition (e.g., porosity, liguids,
solids, moisture content, organic matter, thermal resistance,
and type of packaging or containers) and wasteload
configuration (e.qg., packing density and orientation) used
during the tests must be consistent with the waste properties
and loading process that will be used during routine
operation. The surrogate waste load shall represent the most
difficult waste anticipated to be treated during routine

operation.

3. The weight and volume of the surrogate waste loads used
during the tests must be consistent with the amount of waste
that will be treated during routine operation. Validation
testing must be performed at the treatment unit's full capacity
unless an alternate load size is approved.

D. To assess treatment performance, the system must employ

reapplication for approval in accordance with this section.

commercially-prepared biological indicators from the same lot

4. Following technology approval, any facility wishing to
use the approved technology to treat requlated medical waste
shall apply for and obtain the necessary permits in
accordance with Part V (9VAC20-121-300 et seq.).

9VAC?20-121-260. Validation testing.

A. Prior to using any treatment system, the facility must
conduct validation testing that employs the use of process
controls, biological indicators, and process monitoring to
establish operating parameters to demonstrate effective
treatment of requlated medical waste.

or batch, each containing spores that demonstrate the necessary
resistance for the treatment method, as determined by the
department. The indicators must:

1. Have a minimum concentration of 6 1og10 spores per
biological indicator. The concentration must be higher and
more thermally resistant than the bioburden routinely
associated with the waste;

2. Include a supplier's certificate of performance (or
certificate of analysis) that identifies the organism (genus,
species, strain, and population) and, for thermal treatment
systems (including autoclaves), the D-value and Z-value.
The D-value must be 1.5 to 3.0 minutes, unless otherwise
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approved by the department, and the Z-value must be no less

9. Biological indicators in the form of paper strips must not

than 50°F (10°C);

3. Be appropriate for the type of waste and device (i.e., self-
contained, suspension, or spore strip), including the shelf
life, the carrier material and primary packaging, the culture
medium (for self-contained biological indicators) and the

be used in devices or areas where fluids can pool or puddle
around the indicator. Self-contained biological indicators
with vent caps must not be used where liquids may
accumulate and contaminate the indicators.

10. Qualitative or quantitative biological indicators shall be

media, growth, and culture conditions (for non-self-

used provided the operator or vendor of the technology

contained biological indicators);

4. Be compatible with the treatment process and have a
resistance relative to the temperature, pressures, conditions,
chemicals, or irradiation used in the process; the infectious
agents on a substrate; the type and density of the waste to be
treated; and its packaging;

5. Be placed in a carrier system (e.qg., net bags, wrapped in a

provides evidence from such sources as peered reviewed
journals that support the use of that particular indicator.
Biological indicators requiring microbial bioassay to
confirm effective treatment must be quantitatively analyzed
after the treatment cycle. All self-contained biological
indicators used for test runs must be evaluated for growth
(e.q. qualitatively analyzed for color change) following
incubation _in _accordance with the manufacturer's

paper towel and encased in cotton batting or inside tennis

instructions.

balls, socks, or alloy containers with holes in them) designed
to _mimic the thermal resistance of the waste before
placement into the package to be treated. Materials used to
hold biological indicators must be similar to the waste to be
treated, provide effective protection from damage or
breakage or from otherwise being compromised, be loose in

E. Concurrent with biological indicators, the process must
employ devices or instrumentation that demonstrates the
treatment unit is achieving critical operating parameters for
effective treatment. Process monitoring shall include:

1. Thermochemical indicators (e.q., tape, paper strips, or

the bulk of the waste, and be easily retrievable at the end of

integrators) that demonstrate that the waste has been

each validation test run. Indicators shall not be placed in

exposed to a certain temperature or chemical concentration;

carrier_systems that would enhance treatment or produce
erroneous results (such as metal containers that would

conduct heat);

6. Be placed throughout the waste load during each

2. Thermochemical recording devices (e.g., wireless data
loggers, thermocouples, or chemical monitoring probes) that
are placed in or on waste packages and that provide a
measurable record of actual treatment conditions of the

validation test at the coldest or most challenging locations

waste; and

within the treatment unit, where the sum of all influences on
the_microorganisms results in_minimal inactivation for a
defined waste load;

7. Be used in accordance with the quantity specified as

3. Parametric controls or monitoring devices integral to the
treatment system that record critical operational treatment
parameters and provide a record of measurements that can
be correlated to effective treatment.

follows, for each test run:

a. Three biological indicators per cycle for 0 to 110 pounds
of waste per load;
b. Five biological indicators per cycle for 111 to 550

F. Effective treatment of regulated medical waste must
achieve a 6 10910 or greater reduction of the viable spore
concentrations of the most appropriate bacterial species for the
treatment method. Effective treatment is demonstrated by no

pounds of waste per load;

c. Seven biological indicators per cycle for 551 to 1,100
pounds of waste per load;

d. Nine biological indicators per cycle for 1,101 to 1,650
pounds of waste per load;

e. Eleven or more biological indicators per cycle, as
determined by the department, for greater than 1,650
pounds of waste per load; and

f. One or more biological indicators from the same lot or
batch to be left untreated and used as a control;

8. Be stored in accordance with the manufacturer's
specifications when not in use. Expired biological indicators
shall not be utilized.

growth in all treated biological indicators and growth in all
untreated biological indicators during each test run. In certain
situations where the waste poses a greater risk (e.q., a higher
bioburden waste), the department may require a greater
reduction.

G. The facility shall submit to the department for approval a
summary of the validation test results demonstrating the
treatment _ effectiveness and _ specifying the operating
parameters based on the results of all validation test runs. The
report shall describe the results of all validation test runs,
including:

1. Date and time of all test runs, including the operator's
name and cycle start and end times;

2. Surrogate waste load composition, configuration, and
size;
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3. Number, type, batch or lot number, expiration date, and

2. Periodic challenge testing must include at least one-third

placement of biological indicators, thermochemical

of the number of appropriate biological indicators that are

indicators, and thermochemical recording devices; and

4. Results of all methods used to monitor operating
parameters achieved throughout the treatment cycle and the
accuracy of parametric monitoring devices, including copies
of charts, graphs, or other read-outs from the treatment

required for the validation test, or two indicators, whichever
is greater, unless otherwise determined by the department.
One or more additional biological indicators from the same
lot or batch shall be left untreated and used as a control.

3. The results of all periodic challenge testing shall be

equipment and growth results of all treated indicators and

maintained for three years in accordance with 9VAC20-121-

untreated controls.

H. Validation testing must be repeated when any of the
following occurs:
1. Failure of any treatment process to achieve operational

parameters, such as time, temperature, or pressure during
validation testing;

2. Failure to achieve microbial inactivation in any biological
indicator during any treatment cycle during validation

testing;

3. Failure of the untreated control indicator to show growth
of the viable spore concentration;

4. Any modifications to any of the treatment process
operational parameters, bioburden, waste mass, chemical
type, concentration, irradiation or exposure time, type of
waste to be treated, or mechanical or engineering changes to
the treatment system from those assessed during the

validation testing;

5. A failure identified in subdivision 1, 2, or 3 of this
subsection during periodic challenge testing as identified by
biological or process monitoring that occurs three or more
times in a calendar year or during the first 30 days of actual

operation:;

6. A treatment device has been operational without a repeat
validation for at least five years; or

7. A treatment device has not been used for at least one year.
9VAC?20-121-270. Periodic challenge testing.

A. After initial validation testing and during routine
operation, a regulated medical waste treatment facility shall
perform periodic challenge testing under full loading to
evaluate the effectiveness of each treatment device in
accordance with procedures outlined in the facility's approved

treatment plan.

B. Periodic challenge testing shall be performed in
accordance with the following requirements:

1. Biological indicators shall be used to periodically
challenge test a load of requlated medical waste and must
comply with all requirements of 9VAC20-121-260 D, with
the exception of the quantity of biological indicators
required under 9VAC20-121-260 D 7.

340 and shall include:

a. Date and time of all challenge tests, including the
operator's name and cycle start and end times;

b. Number, type, batch or lot number, expiration date, and
placement of biological and thermochemical indicators;
and

c. Results of all methods used to monitor operating
parameters achieved throughout the treatment cycle,
including copies of charts, graphs, or other read-outs from
the treatment equipment and growth results of all treated
indicators and untreated controls.

4. Effective treatment of requlated medical waste must be
demonstrated by a 6 logl0 or greater reduction of spore
concentrations in all biological indicators in each periodic
challenge test. A challenge test is considered a failure if any
of the following occurs:

a. Failure of any treatment process to achieve operational
parameters such as time, temperature, or pressure;

b. Failure to achieve microbial inactivation in any
biological indicator during any treatment cycle. All
biological indicators must show passing results (no growth
in the viable spore concentration) after treatment or the
challenge test is considered a failure; or

c. Failure of the untreated control indicator to show growth
of the viable spore concentration.

C. Any regulated medical waste treated during or after a
challenge test shall be stored temporarily until challenge test
results are obtained. Regulated medical waste shall not be
shipped offsite until the challenge test is complete and shows
passing results for all biological indicators.

D. Unless otherwise approved by the department, for the first
30 days of actual operation, each treatment unit shall undergo
challenge testing twice per day. The first load of each day shall
be used for one of the required challenge tests.

E. Following the first 30 days of actual operation, periodic
challenge testing must be conducted at a minimum of once per
week or every 40 hours of operation, whichever is greater.

F. After six months of successful operation with no challenge
test failures in weekly or 40- hour testing, challenge testing
shall be conducted at least once per month.

G. Any challenge test failures during the first six months of
actual operation shall require a return to daily challenge testing
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for at least 30 operating days. After the first six months of

treated waste. The agreement shall specify and include the

actual operation, any challenge test failure shall require a

following:

return to challenge testing once per week or every 40 hours of
operation, whichever is greater.

H. Following any challenge test failure:

1. The waste shall continue to be managed as regulated
medical waste and shall be retreated, stored temporarily until

1. A description of how the treated waste will be packaged
and transported to each solid waste management facility,
including the types and colors of bags or containers used,
and any special labeling if applicable;

2. The type of regulated medical waste treated, treatment

retreatment, or diverted to another approved facility for

method, and name, address, and telephone number of the

treatment or disposal. Requlated medical waste shall not be

treatment facility; and

considered treated until a subsequent challenge test is
conducted with passing results;

2. The facility shall evaluate and correct any issues with the

3. The name, address, and telephone number of any transfer
stations or other intermediate facilities or locations where
the treated waste will be transferred or temporarily stored

treatment cycle and unit prior to treating any additional

prior to transport to a permitted solid waste disposal facility.

waste;

3. The facility shall notify the department of the failure in

E. If treated residuals are determined to be hazardous, then
the waste must be managed in accordance with the Virginia

accordance with 9VAC20-121-340; and

4. The facility shall increase the frequency of challenge

Hazardous Waste Management Regulations (9VAC20-60).
9VAC?20-121-290. Closure requirements.

testing in accordance with subsection G of this section.
9VAC?20-121-280. Disposal of treated requlated medical

A. The owner or operator of a regulated medical waste
management facility shall close the facility in a manner that

waste.

A. Regulated medical waste that has been treated in
accordance with this part is no longer a requlated medical
waste. Treated requlated medical waste is a solid waste.
Treated waste may be compacted in a closed container in a safe
and sanitary manner.

B. Treated waste shall be disposed of at a permitted solid
waste disposal facility in accordance with the Solid Waste
Management Regulations (9VAC20-81) and the solid waste
disposal facility's permit. Regulated medical waste not treated
in accordance with this chapter remains a regulated medical
waste and shall not be transported to, received for transport or
disposal by, or disposed in any solid waste management

facility.
C. Where non-bulk treatment is used, treated waste shall be

minimizes the need for further maintenance, and controls,
minimizes, or eliminates, to the extent necessary to protect
human health and the environment, the post-closure escape of
requlated medical waste, uncontrolled effluent, surface runoff,
or waste decomposition products to the groundwater, surface
water, or atmosphere.

1. When a unit that has been used for regulated medical
waste _management is to cease operations involving
regulated medical waste, the unit and all related equipment,
structures, and surfaces shall be thoroughly cleaned and
disinfected. Cleaning shall be conducted with detergent and
water. At a minimum, disinfection shall include using an
EPA-reqgistered hospital grade disinfectant effective against
mycobacteria _in _accordance with manufacturer's label
instructions, unless it can be demonstrated to the satisfaction
of the department that an alternate EPA-reqgistered

placed in sealed bags or containers that allow for visible

disinfectant will be protective of human health and the

assessment of treatment, such as clear bags or bags marked

environment and is appropriate for the type of requlated

with sterilization indicators. The bags shall not be red in color.

medical waste managed and surfaces being disinfected.

Opaque bags and bags with special labels are permissible if
agreed upon in writing by the solid waste management facility
receiving the treated waste. Treatment cart liners that are
resistant to treatment conditions (such as temperature) may be
used to package treated waste. Where bulk treatment is used

2. All requlated medical waste, materials contaminated with
waste constituents, and treatment residue shall be removed
and disposed of in accordance with this chapter.

B. Closure plan and modification of plan.

and the solid waste is immediately placed or compacted in
closed bulk solid waste management containers that are more
than 64 gallons in volume, the repackaging of the solid waste
in bags is not required. Treated waste shall not be repackaged
as requlated medical waste.

D. The requlated medical waste treatment facility shall have
a_written agreement with each permitted solid waste
management facility that will transfer, store, or dispose of the

1. The owner or operator of a regulated medical waste
management facility shall have a written closure plan that
meets the requirements of 9VAC20-121-330 G.

2. The owner or operator may amend the closure plan at any
time during the active life of the facility. The owner or
operator shall so amend the plan any time changes in
operating plans or facility design affects the closure plan.
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The amended closure plan shall be placed in the operating

2. Any change in design or process of a requlated medical

record.

3. The owner or operator shall submit to the department the
amended closure plan that was placed in the operating

waste management facility that will, in the opinion of the
department, result in a substantially different type of facility.

D. The director may grant a variance from any provision

record.

4. At least 180 days prior to beginning closure of each unit,
the owner or operator shall notify the director of the intent

contained in this part to a permittee provided the requirements
of Part VI (9VAC20-121-400 et seq.) of this chapter are met.

E. The following requlated medical waste management

to close.

5. The owner or operator shall provide to the department a
certification that the facility has been closed in accordance
with the closure plan.

C. The owner or operator shall complete closure activities in
accordance with the closure plan and within six months after
receiving the final volume of wastes. The director may approve
a longer closure period if the owner or operator can
demonstrate that the required or planned closure activities will
take longer than six months to complete, and that the owner or
operator has taken all steps to eliminate any significant threat
to human health and the environment from the unclosed but

inactive facility.

D. The owner or operator shall post one sign notifying all
persons of the closing and providing a notice prohibiting
further receipt of waste materials. The sign shall remain in
place until closure activities are complete. Further, suitable
barriers shall be installed at former accesses to prevent new
waste from being delivered.

E. The department shall inspect the facility to confirm that the
closure is complete and adequate in accordance with this
chapter. The department shall notify the owner of a closed
facility in writing if the closure is satisfactory, or if
unsatisfactory, shall require any necessary construction or such
other steps as may be necessary to bring unsatisfactory sites
infto _compliance with this chapter. Notification by the
department that the closure is satisfactory does not relieve the
operator of responsibility for corrective action to prevent or
abate problems caused by the facility.

Part V
Permitting of Regulated Medical Waste Management
Facilities

9VAC?20-121-300. Applicability.

A. Any facility operated for the transfer or treatment of
regulated medical waste that is not exempt in accordance with
this chapter, must hold a permit-by-rule from the department
prior to commencement of operations.

B. Each requlated medical waste management facility permit-
by-rule shall be limited to one site and shall be nontransferable
between sites.

C. A new permit-by-rule is required when there is:

1. Any new regulated medical waste management facility; or

activities are conditionally exempt from the requirements of
this part provided no open dump, hazard, or public nuisance is
created and wastes are managed in accordance with the
requirements promulgated by other applicable state or federal
requlations or the conditions provided in this section.

1. Household sharps may be collected in a sharps drop box
located in a public restroom, airport, train station, health
clinic, pharmacy, health department, police or fire station,
community organization building, permitted solid waste
management facility, or other location as a convenience to
the public, as long as the following requirements are met:

a. Sharps drop boxes shall only receive household sharps
from individual home generators who choose to transport
household sharps to the drop box. Sharps drop boxes shall
not receive waste from collection vehicles or other entities
that have collected waste from more than one real property
OWner;

b. All owners and operators of sharps drop boxes must
comply with the general handling, packaging and labeling,
storage, reusable container, spill cleanup, transportation,
and Category A waste management requirements for
requlated medical waste outlined in Part 11l (9VAC20-
121-100 et seq.) of this chapter; and

c. Collected sharps shall be treated or disposed of as
requlated medical waste in accordance with this chapter.
Untreated sharps shall not be recycled or disposed of in a
solid waste landfill or other solid waste management
facility. Collected sharps that are shipped offsite as part of
a_mail-back program shall be transported in accordance
with the requirements of 39 CFR 111 and 9VAC20-121-
150 K.

2. Facilities that employ a treatment method to treat
requlated medical waste onsite but subsequently package,
label, and transport the waste offsite to be further managed
as requlated medical waste are exempt from permitting in
accordance with this chapter, but are subject to all other
standards outlined in Part 111 (9VAC20-121-100 et seq.) for
the management of requlated medical waste.

3. Treatment systems (such as an effluent decontamination
system) used to treat industrial or domestic sewage
discharges in _compliance with federal, state, or local
pretreatment requirements as applicable. If the treatment
unit separates solids from liquids prior to discharge, the
solids shall be managed as requlated medical waste unless it
meets an exemption in accordance with this chapter.
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4. Combustion of up to 10% by weight of regulated medical
waste in a Virginia Solid Waste Management Regulations
(9VAC20-81) permitted solid waste incinerator, thermal
treatment, or waste to energy facility. Regulated medical
waste must be an approved supplemental waste or included
in an approved material review process in accordance with
the State Air Pollution Control Board regulations and
management of the requlated medical waste prior to addition
to the incinerator, thermal treatment, or waste to energy unit
must be in accordance with this chapter.

5. Temporary offsite storage of requlated medical waste
generated from an emergency cleanup for up to 72 hours,
including in a locked vehicle, prior to transporting directly
to a requlated medical waste management facility permitted
to receive the waste for treatment, transfer, or disposal,
provided that all requlated medical waste is:

a. Generated from an emergency or unplanned sudden or
nonsudden spill or release of regulated medical waste
requiring immediate response in order to protect human
health or the environment, and the regulated medical
waste was not generated by a health care professional or
nonstationary health care provider;

b. Collected from not more than one individual reqgulated
medical waste generator and is not received from
collection vehicles or other entities that have collected
waste from more than one real property owner;

c. Managed, stored, and transported in accordance with all
requirements of Part I11 (QVAC20-121-100 et seq.) of this
chapter, except for the storage timeframe which shall be
no more than 72 hours; and

d. Not a Category A waste, hazardous waste, or
radioactive waste.

9VAC?20-121-310. Permits by rule and emergency permits.

A. This subsection contains the requirements for permits-by-
rule. The owner or operator of a facility described in
subdivision A 1 of this section shall be deemed to have a
requlated medical waste management facility permit if (i) the
owner or operator submits the completed DEQ Form RMW
PBR, Requlated Medical Waste Management Facility Permit-
by-Rule Form, and all required information and attachments as
detailed in subdivision A 2 of this section, and (ii) the
department acknowledges completeness of the submittal per
subdivision A 4 of this section.

1. Except for exempt facilities described in 9VAC20-121-
300 E, the owner or operator of the following regulated
medical waste management facilities shall apply for a
permit-by-rule:
a. Regulated medical waste transfer stations as defined by
this chapter, including when a vehicle transporting
regulated medical waste will be parked for 24 hours or
more during transport;

b. Facilities treating requlated medical waste employing a
treatment method described in 9VAC20-121-240; and

c. Facilities treating regulated medical waste employing an
alternate treatment method as described in 9VAC20-121-
250.

2. The owner or operator of a regulated medical waste

management facility shall submit the following information

and documentation to the department:

a. To initiate the permit-by-rule application process, any
person who proposes to establish a new requlated medical
waste management facility, or modify an existing
requlated medical waste management facility shall file a
notice of intent with the director stating the type of facility
for_which the permit-by-rule application is made, the
precise location of the proposed facility, and the intended
use of the facility. The notice shall be in letter form and be
accompanied by the following documents:

(1) A disclosure statement (DEQ Forms DISC-01 and
DISC-02) identifying all key personnel as required by
8§ 10.1-1408.1 of the Code of Virginia.

(2) A copy of the certification for at least one operator
licensed by the Board for Waste Management Facility
Operators as required by 8§ 10.1-1408.2 of the Code of
Virginia.

(3) A certification (DEQ Form CERT-01) from the
governing body of the county, city, or town in which the
facility is to be located stating, without qualifications,
conditions, or reservations, that the location and operation
of the facility are consistent with all applicable ordinances.
No certification shall be required for the application for a
modification to an existing permit-by-rule.

(4) The results of the public participation effort conducted
in _accordance with the requirements contained in
subdivision A 3 of this section;

b. A certification that the facility meets the siting
standards, as applicable, of 9VAC20-121-210;

c. A certificate signed by a professional engineer that the
facility has been designed and constructed in accordance
with the design and construction standards, as applicable,
of 9VAC20-121-220;

d. Design plans certified by a professional engineer
consisting of at least the following:

(1) A title sheet indicating the facility name, who prepared
the plans, the person for whom the plans were prepared, a
table of contents, and a location map showing the location
of the site and area to be served.

(2) An exterior site plan identifying building dimensions
of the transfer or treatment facility and the location of
property boundaries and building setbacks, fencing,
loading or unloading areas, vehicle staging and gueuing
locations, and parking areas.
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(3) An interior site plan identifying location and size of all
receiving, storage, temporary storage, including storage
areas to be used to segregate unauthorized waste,
radioactive waste, hazardous waste, and other untreated
waste from treated waste, and processing areas, and
location of treatment units, reusable container washing
stations, and floor drains.

(4) A process flow diagram for all treatment units
showing, piping and instrumentation, vents, and liquid
discharge locations;

e. Documentation of the authorization to discharge into an
approved sanitary sewer system or publicly or privately
owned treatment works;

f. A certification that the facility meets the standards of
Part 111 (9VAC20-121-100 et seq.) and Part IV (9VAC20-
121-200 et seq.), as applicable, in a regulated medical
waste management plan to be maintained in the operating
record in accordance with 9VAC20-121-330. The
certification shall also include a statement that the
emergency contingency plan has been provided to the
local police and fire departments, local emergency
manager, and local emergency health coordinator;

g. Alternate treatment technologies shall provide a copy of
the treatment technology approval;

h. A treatment plan for each treatment unit in accordance
with 9VAC20-121-330 E;

i. For treatment facilities, a written agreement in
accordance with 9VAC20-121-280 D with each permitted
solid waste management facility that will transfer, store,
or dispose of treated waste;

i. A closure plan in accordance with 9VAC20-121-330 G;

k. Demonstration of legal control over the site for the
permit life;

I. A certification from the State Corporation Commission
that the business entity pursing the permit-by-rule status is
a valid entity, authorized to transact its business in
Virginia. This requirement does not apply to those
facilities owned solely by governmental units;

m. Closure cost estimates and proof of financial
responsibility as required by the Financial Assurance
Regulations for Solid Waste Disposal, Transfer, and
Treatment Facilities (9VAC?20-70). Proof of financial
responsibility must be for the entity identified in
subdivision A 2 | of this section. For treatment facilities,
proof of financial responsibility is required prior to
department approval to begin operation in accordance
with 9VAC20-121-320; and

n. The applicable permit fees under the provisions of
9VAC20-90.

. Public participation.

a. The applicant for a new requlated medical waste transfer
station or treatment facility shall publish a notice once a

week for two consecutive weeks in a major local
newspaper of general circulation of the intent to construct
and operate a facility eligible for a permit-by-rule. The
notice shall include:

(1) A statement of the applicant's intent to apply for a
permit-by-rule to operate a regulated medical waste
transfer station or treatment facility;

(2) A brief description of the proposed facility and its
location;

(3) A statement that the purpose of the public participation
is to identify issues of concern, to facilitate
communication and to establish a dialogue between the
applicant and persons who may be affected by the facility;

(4) _Announcement of a 30-day comment period, in
accordance with subdivision A 3 d of this section;

(5) Announcement of the date, time, and location for a
public meeting to be held in accordance with subdivision
A 3 c of this section;

(6) The name, address, and telephone number of the
OWner's or operator's representative who can be contacted
by interested persons to answer questions or receive
comments on the siting and operation of the proposed
regulated medical waste facility; and

(7) Location where copies of the documentation to be
submitted to the department in support of the permit-by-
rule notification can be viewed and copied in accordance
with subdivision A 3 b of this section.

b. The owner or operator shall place a copy of the
documentation and support documents in a location
accessible to the public in the vicinity of the proposed
facility.

c. The owner or operator shall hold a public meeting not
earlier than 14 days after the publication of the notice
required in subdivision A 3 a of this section and no later
than seven days before the close of the 30-day comment
period. The meeting shall be held to the extent practicable
in the vicinity of the proposed facility at a time convenient
for the public.

d. The public shall be provided 30 days to comment on the
technical and the regulatory aspects of the proposal. The
comment period will begin on the date the owner or
operator publishes the first notice in the local newspaper.

e. The requirements of this section do not apply to the
owners or operators of a requlated medical waste
treatment unit that has received a permit from the
department based on the requlations promulgated by the
State Air Pollution Control Board or State Water Control
Board that required facility-specific public participation

procedures.
4. Upon receiving the certifications and other required

documents, including the results of the public meeting and
the applicant's response to the comments received, the
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department shall conduct a completeness review and

stream, and adding a new treatment unit. \Whenever

respond within 30 days.

a. If the applicant's submission for a regulated medical
waste transfer station is administratively complete, the
applicant shall be deemed to operate under permit-by-rule
status.

b. If the applicant's submission for a treatment unit is
administratively complete, the applicant shall be deemed
to operate under permit-by-rule status and granted

modifications in the design or operation of the facility affect
the provisions of the closure plan, the owner or operator shall
revise the closure plan and submit to the department a new
certificate and documentation required under subdivision A
2 of this section, as applicable. Should there be an increase
in the closure costs, the owner or operator shall submit a new
proof of financial responsibility as required by 9VAC20-70.

7. The director may terminate a requlated medical waste

authorization to initiate validation testing in accordance

management facility's coverage under a permit-by-rule and

with an approved validation protocol and 9VAC20-121-

require closure of the facility when the director finds that:

320. The facility shall not accept requlated medical waste
for treatment until the results of validation testing and
operating parameters are submitted and approved by the
department.

c. If the applicant's submission is administratively
incomplete, the department will respond with a letter
stating that the facility will not be considered to have a
permit-by-rule or initiate the validation protocol until the
missing certifications or other required documentation is
submitted. At the time of the initial receipt or at a later
date, the director may require changes in the documents
designed to assure compliance with this chapter. Should
such changes not be accomplished by the facility owner or
operator, the facility will not be deemed to have a
regulated medical waste management facility permit.

5. A permit-by-rule shall not be transferred by the permittee
to a new owner or operator. However, when the property
transfer takes place without proper closure, the new owner
shall notify the department of the sale and fulfill all the
requirements contained in subdivision A 2 of this section.
Upon presentation of the financial assurance proof required
by Financial Assurance Regulations for Solid Waste
Disposal, Transfer, and Treatment Facilities (9VAC20-70)
by the new owner, the department will release the former
owner from the closure and financial responsibilities and
acknowledge existence of the new permit-by-rule in the
name of the new owner.

6. The owner or operator of a facility operating under a
permit-by-rule_may modify its design and operation by
furnishing the department a new certificate and applicable
permit fees under the provisions of 9VAC20-90. For
modifications of design, the new certificate shall be prepared
by a professional engineer and shall include new
documentation required under subdivision A 2 of this
section, as applicable, and subdivision A 3 of this section.
For modifications to the operations, the owner or operator
shall submit to the department a new certificate and
documentation required under subdivision A 2 of this
section, as applicable. For treatment units, a new treatment
plan _and revalidation with department approval to begin
operation will be required for design and operation changes
that include changing the treatment unit type, changing the
treatment unit operating parameters, changes in waste

a. As a result of changes in key personnel, the
requirements necessary for a permit-by-rule are no longer
satisfied:;

b. The applicant has knowingly or willfully
misrepresented or failed to disclose a material fact in the
disclosure statement or any other report or certification
required under this chapter or has knowingly or willfully
failed to notify the director of any material change to the
information in the disclosure statement;

c. Any key personnel have been convicted of any of the
crimes listed in 8§ 10.1-1409 of the Code of Virginia,
punishable as felonies under the laws of the
Commonwealth or the equivalent under the laws of any
other jurisdiction or has been adjudged by an
administrative agency or a court of competent jurisdiction
to have violated the environmental protection laws of the
United States, the Commonwealth, or any other state, and
the director determines that such conviction or
adjudication is sufficiently probative of the permittee's
inability or unwillingness to operate the facility in a lawful
manner; or

d. The operation of the facility is inconsistent with the
facility's requlated medical waste management plan or the
requirements of Part IV (9VAC20-121-200 et seq.) of this

chapter.

B. Notwithstanding any other provision of this chapter, in the
event the director finds an imminent and substantial
endangerment to human health or the environment, the director
may issue a temporary emergency permit to a facility to allow
transfer, treatment, or storage of requlated medical waste. Such

permits:

1. May be issued to allow:

a. Transfer, treatment, or storage of requlated medical
waste at a nonpermitted facility;

b. Transfer, treatment, or storage of types of regulated
medical waste not covered by the permit for a facility with
an effective permit;

c. Treatment of regulated medical waste by a new or
temporary treatment unit or treatment unit or method not
covered by the permit for a facility with an effective
permit; or
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d. Temporary transfer, treatment, or storage activities not

B. Following approval by the department of the validation

covered by the permit for a facility with an effective

results, a requlated medical waste treatment facility may begin

permit.

2. If oral, the emergency permit shall be followed within five
calendar days by a written emergency permit.

3. Shall not exceed 90 days in duration.

4, Shall clearly specify:
a. The requlated medical wastes to be received;

b. The manner and location of their transfer, treatment,
storage, or disposal; and

c. For emergency treatment units, the treatment plan in
accordance with 9VAC20-121-330 E.
5. Shall be accompanied by a public notice including:

a. Name and address of the office granting the emergency
authorization;

b. Name and location of the facility so permitted:;
c. A brief description of the wastes involved;

d. A brief description of the action authorized and reasons
for authorizing it; and

e. Duration of the emergency permit.

6. Shall incorporate, to the extent possible and not
inconsistent with the emergency situation, all applicable
requirements of this chapter, and shall include the applicable
permit fees under the provisions of 9VAC20-90.

7. For emergency treatment units, the facility shall not accept
requlated medical waste for treatment until the results of
validation testing and operating parameters are submitted
and approved by the department.

8. Any permit issued under this subsection may be renewed
not more than three times if necessary and with appropriate
justification. Each such renewal shall be for a period of not
more than 90 days.

9VAC20-121-320. Effect of the permit.
A. A requlated medical waste treatment facility will be

approved to perform its validation protocol following

determination of a complete permit-by-rule application in

accordance with the procedures outlined in 9VAC20-121-310.

Before receipt of waste by the facility, the permittee must:

1. Arrange for a department representative to inspect the site

to observe at least one validation test run and perform

validation testing in accordance with approved protocols.

2. Submit to the department for approval a summary of the

validation test results demonstrating the treatment

effectiveness and specifying the operating parameters based

on the results of all validation test runs. The report shall

include the results of all validation test runs.

receiving and treating requlated medical waste as defined in
the permit-by-rule. The facility shall comply with the operating
parameters necessary to achieve treatment. A requlated
medical waste treatment facility shall not receive or treat
regulated medical waste until the department has approved the
validation results and operating parameters to be used for the
treatment unit.

C. Each facility permitted to accept regulated medical waste
requires periodic inspection and review of records and reports.
By accepting coverage under a permit-by-rule in accordance
with 9VAC20-121-310, the owner or operator agree to the
specified periodic inspections.

D. Compliance with a valid permit-by-rule and this chapter
during its term constitutes compliance for purposes of
enforcement with the Virginia Waste Management Act.
However, a permit-by-rule may be modified or terminated for
cause as set forth in 9VAC20-121-310 A6and A 7.

E. A permit-by-rule does not convey any property rights or
any sort or any exclusive privilege.

F. A permit-by-rule does not authorize any injury to persons
or _property or invasion of other private rights or any
infringement of federal, state, or local law or requlations.

G. A permit-by-rule may be transferred by the permittee to a
new owner or operator only if the permit-by-rule has been
terminated and reissued or modified to identify the new owner
or operator and incorporate such other requirements as may be
necessary. Upon presentation of the financial assurance proof
required by 9VAC20-70 by the new owner, the department will
release the old owner from the old owner's closure and
financial responsibilities and acknowledge existence of the
new or modified permit-by-rule in the name of the new owner.

9VAC?20-121-330. Requlated medical waste management
plan.

A. All permitted requlated medical waste management
facilities, such as requlated medical waste transfer stations or
treatment_facilities, shall prepare and maintain a written
requlated medical waste management plan. The plan shall
include a certification page signed by a responsible official.
This signature shall certify the plan meets the requirements of
this chapter. The plan shall be maintained in the operating
record and shall be made available for review by the
department upon request. The plan shall include, at a
minimum, the items in subsections B through G of this section.

B. A written waste acceptance plan, which includes, at a
minimum:

1. Types and gquantities of requlated medical waste to be
managed, including sources of the waste and proposed
service areas (if waste is accepted from offsite). The plan

shall identify:
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a. Acceptable waste types for treatment onsite (if

3. Procedures to detect and address any unauthorized waste

applicable); and

b. Acceptable wastes types to be transferred to another
approved facility for treatment or management offsite. The
plan shall include a description of the offsite facility that
will receive the waste, including name, address, and
telephone number for the receiving facility and how
specific waste types will be managed.

2. Protocols for identification and segregation of requlated
medical waste from other types of waste, including
radioactive wastes, hazardous wastes, and other solid waste.
The plan shall include a description of how incoming waste
will be monitored to detect the presence of radioactive
materials and actions that will be taken to verify the source

of any alarm.

3. Procedures for handling Category A waste in accordance
with 9VAC20-121-160.

4. Facilities that accept regulated medical waste from offsite
shall include the following:

a. A description of onsite traffic control, schedules, and

discovered at the facility, including the protocol for
identifying and contacting the generator and to prevent
recurrence.

4. Procedures for containing and storing each type of
unauthorized waste, such as radioactive or hazardous waste,
until it is removed for proper management, including
designated storage locations, storage timeframes, packaging,

and labeling.
5. Instructions for documenting and notifying the

department of receipt and ultimate disposition of
unauthorized waste.

D. A written operations plan that includes, at a minimum:

1. A general description of the overall process and
equipment used. The plan shall include the following: hours
of operation; process rate; procedures for daily startup;
methods, containers, and other devices for the collection,
off-loading, tipping, and conveyance of regulated medical
waste from the point of generation or receipt to areas for
processing; normal loading, unloading, and waste handling

routing for waste delivery vehicle flow and methods of

procedures; and timeframes for transfer or treatment.

enforcement of traffic flow plans for the waste delivery
vehicles;

b. Procedures for arrival confirmatory inspections of each
delivery vehicle and their loads to ensure that the waste
has been packaged and transported in accordance with the
U.S. Department of Transportation Hazardous Materials
Regulations and this chapter;

c. A description of how the waste will be off-loaded,
weighed, and compared to the shipping paper that
accompanies the waste and how any discrepancies will be
resolved; and

d. For each generator or customer, the facility shall
maintain _a signed certificate, contract, or equivalent
document for each load or inclusive of all loads received
from the generator in which the generator affirms that the
loads do not contain unauthorized waste.

5. Procedures for handling reqgulated medical waste received
from onsite or offsite that is not packaged, labeled, or
marked correctly; leaking, dented, ripped, torn, bulging, or
otherwise damaged; or not accompanied by a shipping

paper.

C. A written description of the procedures for the detection
and management of unauthorized waste in accordance with

9VAC20-121-230 K. The plan shall contain, at a minimum:

1. A list of unauthorized waste types that are not acceptable
for management at the facility.

2. Methods used by the operator to prevent management of
unauthorized wastes, such as routine monitoring and
observation of incoming waste, generator agreements, and
informational materials.

2. Protocols for packaging and labeling requlated medical
waste for treatment onsite or transport offsite, including
protocols for labeling or marking wheeled carts, containers,
conveyance systems, or other items used for moving
regulated medical waste.

3. Procedures for temporary onsite storage of requlated
medical waste until it is collected for treatment onsite or
transport offsite. The plan shall identify each storage
location and capacity, the maximum length of time the waste
will be stored, and procedures used to document compliance
with required storage timeframes.

4. Methods and equipment used to empty, clean, and
disinfect reusable containers in accordance with 9VAC20-
121-130, including types and quantities of reusable
containers and disinfectant to be used, disinfection
procedures utilized between uses, and final disposal in case
of damage or wear and tear. The plan shall also include a
description of appropriate personal protective equipment,
such as puncture and leak resistant gloves, safety glasses or
face shield, protective coveralls or bib, protective footwear,
and mask or respiratory protection as needed, used to protect
personnel when cleaning and disinfecting reusable
containers.

5. Procedures for spill prevention and response and how
spilled waste will be collected, packaged, and the spill area
decontaminated in accordance with 9VAC20-121-140. This
includes locations and contents of all spill containment and

cleanup kits.

6. Names, addresses, and telephone number of final
treatment or ultimate disposal facilities to be used for
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untreated waste and treated residues, facility-generated

inventory will be managed and methods used to track, link,

wastes, unauthorized waste, hazardous waste, radioactive

and document specific_incoming waste loads to specific

waste, and other waste bypassed or disposed.

7. A description of equipment and procedures used to control

outgoing waste loads.

15. A description of the type and estimated daily quantity of

access to areas used for the storage, transfer, and treatment

any facility-generated waste residues and procedures for

of requlated medical waste. The plan shall identify all entry

handling and disposal of the residues.

and exit points where access is controlled.

8. Methods and equipment used for routine cleaning and

E. A written treatment plan for each unit used to treat

regulated medical waste that meets the standards of 9VAC20-

disinfection of facility equipment, floors, vehicles, and other

121-240 and 9VAC20-121-250 and includes at a minimum:

surfaces that come into contact with requlated medical
waste.

9. Measures used to control and monitor for fire, dust, noise,
litter, odors, vectors, and blowing debris at the facility.

10. Collection and management of effluent, wash water, and
other runoff from facility floors, storage and processing
areas, waste compactors, and reusable container cleaning
and disinfection areas, including location and discharge of
drains.

11. Identification of all appropriate personal protective
equipment, such as puncture and leak resistant gloves, safety
glasses or face shield, protective coveralls or bib, protective
footwear, and mask or respiratory protection as needed, and
when the items are used to protect personnel managing
requlated medical waste at the facility. The plan shall also
include a description of donning and offing procedures for
personal protective equipment.

12. A self-inspection plan that at a minimum includes copies
of the inspection checklists that comply with 9VAC20-121-
230 U of this chapter along with a description of the types of
potential problems and corrective actions that may result
from the inspections.

13. A schedule and description of initial and annual refresher
training to be provided to employees in-person, in a
language they can understand, including interactive training,
and the types and numbers of adequately trained personnel.
Initial training shall be provided within seven working days
of employment, and annual refresher training shall be
provided within one year from the date of the last training.
Training shall include:

a. Operational procedures in accordance with 9VAC20-
121-230 V;

b. Protocols to recognize, manage, document, and report

1. A detailed description of the treatment technology to be
used, including:
a. An overview of the treatment process and description of
the treatment unit, including manufacturer, model name or
number, and treatment capacity;

b. Procedures for equipment startup and shut down
including warm-up, loading and unloading wastes, and
anticipated load size during routine operation;

c. A description of built-in automatic controls and fail safe
mechanisms to ensure the waste cannot bypass the
treatment process;

d. If applicable, methods used to grind, shred, or puncture
containers or packaging before, during, or after treatment,
along with the methods to prevent exposure to the waste;
contain any aerosol, bioaerosol, or mists caused by the
process; and treat or filter any air evacuated from the
chamber during processing;

e. If applicable, methods to transfer from a grinder or
shredder to or from a treatment unit under forced draft
ventilation that removes fumes from the operations area to
a safe discharge;

f. Methods for maintaining negative pressure atmospheric
control in the vessel and filtering all vents, discharges, and
fugitive emissions of air from the process units through a
high efficiency particulate air (HEPA) filter with
efficiency of 99.97% for 0.3 microns. Installation and
maintenance of filters shall be specified;

g. Methods to manage effluent including location and
discharge of drains; and

h. A description of preventative maintenance that is
performed on the treatment unit, including on engineering
and electronic controls.

2. ldentification of acceptable waste types to be treated and

unauthorized waste in accordance with 9VAC20-121-230

a listing of types of wastes that shall not be treated.

K;
c. Procedures for retraining staff when noncompliance or
other incidents occur; and

d. Any other specialized waste training specific to the job

3. Treatment unit operating parameters (e.g., cycle duration,
temperature, pressure, chemical concentration, irradiation
exposure time, or other treatment parameters as applicable)
and a description of how the operating parameters will be

function.

14. Procedures for recordkeeping in accordance with
9VAC20-121-340. The procedures shall address how

monitored and recorded, including number, type, and
location of parametric monitoring devices, thermochemical
indicators, and thermochemical recording devices, as
applicable for routine operation.
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4. ldentification of the biological indicators to be used and
documentation that lack of growth in the treated indicator
corresponds to a 6 logl0 reduction of viable spores. An
explanation of why each indicator is suitable for the
treatment process and wastes to be treated, including
referencing any standards, quidelines, or information from
peer reviewed journals, shall be included. The facility shall

also specify the:

a. Type of biological indicators (spore strip, suspension,
or_self-contained), including a copy of the supplier's
certificate of performance (or certificate of analysis) that
identifies the organism (genus, species, strain, and
population), purity, and for thermal treatment systems
(including autoclaves) the D-value, and Z-value;

b. Estimated shelf life and storage conditions to be
maintained;

c. Culture medium, incubation procedures, and incubation
time (for self-contained biological indicators) and the
media, growth, and culture conditions (for non-self-
contained biological indicators), including how the results
are to be interpreted and recorded;

d. Carrier system or material and primary packaging;

e. Relative resistance to temperature, pressure, chemicals,

e. Identification of who will conduct the validation testing.

7. A detailed description of the periodic challenge testing
procedures used to evaluate the effectiveness of each
treatment _device under full loading, which meets the
standards of 9VAC20-121-270 and includes:

a. Frequency of challenge testing to be performed;

b. Number, type, and location or placement of biological
and thermochemical indicators, and other methods used to
monitor operating parameters;

c. A description of how the results will be interpreted and
documented;

d. Procedures used to address challenge test failures,
including evaluating and correcting any issues with the
treatment cycle and unit, and management of untreated
regulated medical waste to include temporary storage or
diversion to another approved facility for treatment or
disposal; and

e. Procedures for reporting failing results of challenge
testing to the department in accordance with 9VAC20-
121-340.

8. Identification of all appropriate personal protective
equipment, such as puncture and leak resistant gloves, safety

irradiation, infectious agents, or any other conditions used

glasses or face shield, protective coveralls or bib, protective

in the treatment process; and

f. Number, location, and placement of untreated (control)
and treated indicators relative to the coldest spot in the
treatment unit as identified by the manufacturer.

5. Number, type, and placement of thermochemical
indicators, including a description of how results will be
interpreted and recorded.

6. A validation plan that includes a detailed description of
the validation testing protocol used to demonstrate effective
treatment by each treatment unit that meets the standards of
9VAC20-121-260 and includes:

a. Surrogate waste load composition, including packaging
type, porosity, relative percentages of inorganic and
organic components, moisture content, thermal resistance,
and a relative breakdown of solid components, such as
blood culture bottles, plastics (including suction
canisters), microbiological waste, and sharps;

b. Load configuration including packing density,
orientation, and load size;

c. Number, type, and location or placement of biological
indicators; thermochemical indicators; thermochemical
recording devices; and any other methods used to monitor
operating parameters and accuracy of parametric
monitoring devices during validation runs to ensure that
the gauge or electronic read-out is a true reflection of
conditions inside the treatment unit;

d. A description of how the results will be interpreted and
documented; and

footwear, and mask or respiratory protection as needed, and
when the items are used to protect personnel.

9. Safety procedures used to minimize occupational
exposure and prevent physical injury to operators during
loading, unloading, and treatment cycle.

10. Procedures for handling and disposing of treated wastes,
including packaging, labeling, and transport.

11. A copy of the written agreement with each permitted
solid waste management facility that will transfer, store, or
dispose of the treated waste in accordance with 9VAC20-
121-280 D.

F. A written emergency contingency plan that describes the
organized, planned, coordinated courses of action to be
followed in the event of emergencies and nonoperation. In
addition to submission to the department, the plan shall be
provided to the local police and fire departments, local
emergency manager, and local emergency health coordinator.
The plan shall include:

1. Procedures to minimize hazards to human health and the
environment from utility failure, fires or explosions, spills,
leaks and releases, and exposure to requlated medical waste.

2. A description of the actions facility personnel shall take
in the event of various emergency situations (fire, explosion,
catastrophic loss, temporary shutdown, release of requlated
medical waste or requlated medical waste constituents, or
other incident that could threaten human health or the
environment), including evacuation procedures.
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3. A list of available fire protection and emergency

4. A schedule for final closure including, as a minimum, the

equipment, and appropriate uses, such as fire extinguishers,

anticipated date when wastes will no longer be received, the

emergency safety showers, eye wash stations, spill control

date when completion of final closure is anticipated, and

materials, and alarm systems.

4. Procedures to be employed in the event of equipment
breakdown or maintenance events, including standby

intervening milestone dates that will allow tracking of the
progress of closure; and

5. Actions necessary for facility abandonment or uses other

equipment, extension of operating hours, or diversion of

than for requlated medical waste management.

waste to another facility.

5. A list of onsite and offsite backup equipment with names

9VAC20-121-340. Recordkeeping and reporting required
of a permittee.

and telephone numbers where offsite equipment may be
obtained.

6. Provisions for loading, unloading, storage, transfer,

A. Regulated medical waste management facilities having
coverage under a permit-by-rule shall maintain and retain
records and reports as required by this chapter.

treatment, or other disposal capabilities to be used during
emergency situations, including when the facility downtime
exceeds 24 hours.

7. The designation of alternate treatment areas or plans for
transfer of stored waste in the event facility or system
downtime exceeds 72 hours.

8. Procedures for spill cleanup and decontamination

B. A facility shall retain records whenever monitoring is
required.

1. The facility shall retain records of all monitoring
information, including all calibration and maintenance
records and all original recordings for continuous
monitoring instrumentation, for at least three years from the
sample or measurement date. The director may request that

following a release of requlated medical waste.

9. A description of arrangements made with the local police

this period be extended.

2. Records of monitoring information shall include:

and fire department that allow for immediate entry into the
facility by their authorized representatives should the need
arise, such as in the case of response personnel responding
to an emergency situation.

10. The telephone numbers for local fire and police
departments.

11. An identification of personnel designated as emergency
coordinators. A list of names, addresses, and phone numbers
(office_and home) of all persons qualified to act as an
emergency coordinator for the facility. Where more than one
person is listed, one shall be named as primary emergency

a. The date, exact place, and time of sampling or
measurements;

b. The name of the individuals who performed the
sampling or measurements;

c. The date analysis were performed;

d. The name of the individuals who performed the
analysis;
e. The analytical technigues or methods used; and

f. The results of such analyses.

C. The facility must maintain _accurate written records as

coordinator and the other shall be listed in the order in which

required by this chapter. Records shall include all records

they will assume responsibility as alternates. The emergency

required by the facility permit, this chapter, or other applicable

coordinator must be onsite or on-call and is responsible for

requlations. Records must be maintained at the facility or

responding to emergencies and coordinating emergency

another location approved by the department for at least three

response measures.

12. A description of where and how emergency response
information will be posted.

G. A written closure plan that identifies the steps necessary to
completely close the facility or unit at its full operation under
the permit conditions, which includes:

1. Procedures for removal of requlated medical waste,
treated residue, and other materials for proper treatment or

disposal;
2. Methods for cleaning and disinfecting the unit or facility

years from the date of the record, sample or measurement date,
treatment date, shipping date, or receipt date. The department
may request that this period be extended. Records shall be
available for review by the department as requested.

D. The facility shall maintain a regulated medical waste
management plan in the operating record in accordance with
9VAC20-121-330.

E. The owner or operator of a regulated medical waste
management facility under a permit-by-rule that transfers or
treats regulated medical waste, except for a captive requlated
medical waste management facility, shall submit a Solid Waste

and all related equipment, structures, and surfaces;

3. A description of any sampling to be conducted to ensure
the facility has been decontaminated;

Information and Assessment report to the department by
March 31 of each year in accordance with 9VAC20-81-80.
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F. A disclosure statement identifying all key personnel as

L. Written documentation of all training received by each

required by § 10.1-1408.1 of the Code of Virginia shall be on

employee, including the date and topics of the training, shall

file with the department and updated on a quarterly basis as

be maintained in the facility's operating record.

necessary. At least one operator listed as key personnel on the
facility's disclosure statement shall be licensed by the Board
for Waste Management Facility Operators as required by
§ 10.1-1408.2 of the Code of Virginia.

G. If requlated medical waste is received from offsite, records

M. A requlated medical waste management facility shall be
subject to the following reporting requirements. The facility
shall report to the department any noncompliance, emergency,
or unusual condition that may endanger health, the
environment, or the facility's operation. Any information shall

shall be maintained for three years following receipt of the

be provided orally within 24 hours from the time the permittee

waste and shall include the date of receipt, name of each offsite

becomes aware of the circumstances. A written submission

generator, transporter, type and quantity (weight or volume) of

shall also be provided within five working days of the time the

waste received, and dates of subsequent treatment onsite or

facility becomes aware of the circumstances. The written

shipment offsite. The facility shall maintain _a signed

report shall contain a description of the circumstances and its

certificate, contract, or equivalent document for each load or

cause; the period of occurrence, including exact dates and

inclusive of all loads received from offsite in which the

times; and if the circumstance has not been corrected, the

generator_affirms that the load does not contain hazardous

anticipated time it is expected to continue. It shall also contain

waste or radioactive materials, unless the facility is permitted

steps taken or planned to reduce, eliminate, and prevent

to receive those types of wastes.

H. If requlated medical waste is shipped or transferred offsite,
the facility shall maintain records, including copies of all
shipping papers, specifying the date of shipment, type, and
guantity (weight or volume) of waste removed from the site
and the names, addresses, and telephone numbers of both the
transporters _and the destination facility receiving the
shipments for treatment or disposal.

I. A requlated medical waste treatment facility shall maintain
an onsite treatment log at each treatment unit that is complete
for the preceding three-year period. The log shall record the
date, start time, end time, and operator of each treatment cycle;
the type and quantity (weight or volume) of requlated medical
waste treated onsite; monitoring records for the operating
parameters (e.g. time, temperature, pressure, and chemical

reoccurrence of the circumstances resulting in _an unusual
condition or noncompliance, to include retraining of staff as
necessary. Reportable conditions include:

1. Any interruption to operations that requires
implementation of the facility's emergency contingency
plan or diversion of requlated medical waste to another
management facility;

2. Releases or discharges of regulated medical waste from a
fire, explosion, storm, or other emergency that could
endanger human health or the environment outside the
facility;

3. Unauthorized discharge of effluent, wash water, waste, or
other pollutant to surface water (i.e., offsite, natural water
body or tributary, including wetlands);

4. Spills of regulated medical waste in _any areas not

concentration) achieved throughout each treatment cycle; and

protected from the elements, such as outside of a building;

the results of all validation and periodic challenge testing.
Monitoring records shall include original recordings for
continuous _monitoring _instrumentation and parametric
controls as well as the results of all biological and
thermochemical indicators. Where multiple treatment units are
used, a working log can be maintained at each unit and such

5. Storage of requlated medical waste beyond capacity or
storage timeframes;

6. Failing results of periodic challenge testing;
7. Receipt or discovery of unauthorized waste;
8. Receipt of Category A waste; and

logs periodically consolidated at a central location as long as
the records distinguish which treatment unit is applicable to
each record. The consolidated logs shall be retained for three
years and be available for review.

J. The facility shall retain records of all unauthorized waste in
accordance with 9VAC20-121-230 K.

K. The facility must maintain a record of self-inspections in
an inspection log. The log must include the date and time of
the inspection, the name of the inspector, a description of the
inspection, including the identity of the specific equipment and
structures inspected, observations recorded, and the date and
nature of any remedial actions implemented or repairs made.

9. Shipment of regulated medical waste offsite in

inappropriate packaging.

N. Copies of all reports required and records of all data used
to complete the permit-by-rule application must be retained for
at least three years from the date of the report or application.
The director may request that this period be extended.

0. When the permittee becomes aware that the permittee
failed to submit any relevant facts or submitted incorrect
information in a permit-by-rule application or in any report to
the department, the permittee shall promptly submit such
omitted facts or the correct information with an explanation.
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Part VI
Variance Application Procedures

9VAC20-121-400. General.

A. Any person affected by this chapter may apply to the
department for a variance from any requirement of this chapter.

9VAC?20-121-420. Administrative procedures.

A. Persons requesting variance from a provision of this
chapter shall submit an application for such variance in
accordance with this section.

1. All applications submitted to the director shall include:

Variance determinations shall be subject to the provisions of
the Virginia Administrative Process Act (§ 2.2-4000 et seq. of
the Code of Virginia).

B. The department shall not accept any variance application
relating to:

1. Equivalent testing or analytical methods contained in EPA
Publication SW-846;

2. A change in the requlatory requirements that the applicant
is currently violating until such time as the violation has
been resolved through the enforcement process.

9VAC?20-121-410. Variance to requirements.

A. The director may grant a variance from any regulation
contained in Part 111 (Q9VAC20-121-20 et seq.) through Part V
(9VAC20-121-300 et seq.) of this chapter to an applicant if the
applicant demonstrates to the satisfaction of the director that:

1. a. Strict application of the requlation to the facility will
result in undue hardship that is caused by the applicant's
particular situation;

b. The alternate is equally protective of human health and
the environment as that provided for in the requlations; or

c. Technical conditions exist that make a strict application
of the requlation difficult to achieve; and

2. Granting the variance will not result in an unreasonable
risk to the public health or the environment.

B. Effects of the decisions.

1. When the director renders a decision under this section in
accordance with the procedures contained in 9VAC20-121-
420, the director may:

a. Deny the application;
b. Grant the variance as requested; or
c. Grant a modified or partial variance.

2. When a variance is granted, the director may:
a. Specify the termination date of the variance; or
b. Include a schedule for:

(1) Compliance, including increments of progress, by the
facility with each requirement of the variance; and

(2) Implementation by the facility of such control
measures as the director finds necessary in order that the
variance may be granted.

a. The applicant's name and address;

b. A statement of applicant's interest in the proposed
action;

c. A description of the desired action and a citation to the
requlation from which a variance is requested:;

d. A description of the need and justification for the
proposed action;
e. The duration of the variance, if applicable;

f. The potential impact of the variance on public health or
the environment;

g. Other information believed by the applicant to be
pertinent; and

h. The following statements signed by the applicant or his
authorized representative:

"| certify that | have personally examined and am familiar
with the information submitted in this application and all
attached documents, and that, based on my inquiry of
those individuals immediately responsible for obtaining
the information, | believe that the submitted information
is true, accurate, and complete. | am aware that there are
significant penalties for submitting false information,
including the possibility of fine and imprisonment."

2. In addition to the general information required of all
applicants under this part:

a. To be successful the applicant shall address the
applicable standards and criteria;

b. An explanation of the applicant's particular situation
that prevents the facility from achieving compliance with
the cited requlation; and

c. Other information as may be required by the
department.

B. The variance application shall be processed in accordance
with this subsection.

1. After receiving an application that includes the
information required in subsection A of this section, the
director will determine whether the information received is
sufficient to render the decision. If the information is
deemed to be insufficient, the director will request that
additional information be furnished.

2. The applicant may submit the additional information
requested or may demonstrate that the additional
information should not be required. If the director agrees that
the additional information should not be required, the
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director will act in accordance with subdivision 3 of this DOCUMENTS INCORPORATED BY REFERENCE
subsection. (9VAC20-121)

3. After the application is deemed complete:

a. The director will make a tentative decision to grant or
deny the variance request.

b. If the variance request is tentatively denied, the director
will offer the applicant the opportunity to withdraw the
request, submit additional information, or proceed with
the evaluation.

c. The director will issue a notice tentatively granting the
variance request. Notification of this tentative decision
will be provided by newspaper advertisement in the
locality where the applicant is located. The director will
accept comment on the tentative decision for 30 days.

d. After evaluating all public comments, the director will,
within 15 days after the expiration of the comment period:

Managing Solid Waste Contaminated with a Category A
Infectious Substance (August 2019), approved for publication
by the National Security Council (NSC)-led Domestic
Resilience Group (DRG) on August 19, 2019.

VA.R. Doc. No. R19-5395; Filed January 5, 2022, 3:35 p.m.

Proposed Regulation

Title of Regulation: 9VAC20-160. Voluntary Remediation
Regulations (amending 9VAC20-160-10, 9VAC20-160-30,
9VAC20-160-65, 9VAC20-160-70, 9VAC20-160-90
through 9VAC20-160-120; adding 9VAC20-160-57;
repealing 9VAC20-160-55, 9VAC20-160-60).

Statutory Authority: § 10.1-1232 of the Code of Virginia.
Public Hearing Information: No public hearing is currently

(1) Notify the applicant of the final decision; and

(2) Notify all persons who commented on the tentative
decision.

C. Decision resolution.

1. In the case of a denial, the applicant has a right to request
a formal hearing to challenge the rejection.

2. If the director grants a variance request, the notice to the
applicant shall provide that the variance may be terminated
upon a finding by the director that the applicant has failed to
comply with any variance requirements.

NOTICE: The following forms used in administering the
regulation have been filed by the agency. Amended or added
forms are reflected in the listing and are published following
the listing. Online users of this issue of the Virginia Register
of Regulations may also click on the name to access a form.
The forms are also available from the agency contact or may
be viewed at the Office of Registrar of Regulations, 900 East
Main Street, 11th Floor, Richmond, Virginia 23219.

FORMS (9VAC20-121)
Solid Waste Management Facility Permit Applicant's

Disclosure Statement (Cover Sheet), DEQ Form DISC 01 (rev.

9/2020)
Solid Waste Management Facility Permit Applicant's

Disclosure Statement - Key Personnel Statement, DEQ Form

DISC 02 (rev. 9/2020)
Local Government Certification Request, DEQ Form CERT

01 (rev. 8/2018)
Regulated Medical Waste Management Facility Permit-by-

Rule Form, DEQ Form RMW PBR (eff. 1/2022)

Application for Evaluation and Approval of Regulated

Medical Waste Treatment Technology, DEQ Form RMWTP

01 (rev. 9/2018)

scheduled.
Public Comment Deadline: April 18, 2022.

Agency Contact: Meade Anderson, Voluntary Remediation
Program and Brownfields Program Manager, Department of
Environmental Quality, 1111 East Main Street, Suite 1400,
P.O. Box 1105, Richmond, VA 23219, telephone (804) 659-
1341, FAX (804) 698-4178, or email
j.meade.anderson@deq.virginia.gov.

Basis: Section 10.1-1232 of the Code of Virginia directs the
Virginia Waste Management Board to promulgate regulations
that facilitate voluntary cleanup of contaminated sites where
remediation is not clearly mandated by federal or state law or
other applicable authority. Section 10.1-1402 of the Code of
Virginia authorizes the board to promulgate and enforce
regulations necessary to carry out its powers and duties, the
intent of the Virginia Waste Management Act, and the federal
acts.

Purpose: The goal of the Voluntary Remediation Program
(VRP) is to facilitate the remediation of sites where
remediation is not clearly mandated by the Comprehensive
Environmental Response, Compensation and Liability Act (42
USC 8§ 9601 et seq.) (CERCLA), the Resource Conservation
and Recovery Act (42 USC § 6901 et seq.) (RCRA), the
Virginia Waste Management Act (8 10.1-1400 et seq. of the
Code of Virginia), the State Water Control Law (§ 62.1-44.2 et
seq. of the Code of Virginia), or other applicable authority. The
remediation of sites protects the health, safety, and welfare of
citizens as well as resolving environmental liability issues
while facilitating redevelopment of sites and economic
development. Currently, sites enrolled prior to July 1, 2014, are
not assessed annual fees for their continued participation in the
VRP. Some of these sites have been enrolled in the VRP for
over 23 years, and agency staff are continuing to expend time
to oversee the activities of the site. Agency personnel costs for
some individual sites are estimated to have cost the agency as
much as $150,000. The purpose of thisamendment is to require
all sites enrolled in the program to pay an annual registration
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fee to defray a portion of the department's costs of the program.
VRP registration fees are proposed to increase and be annually
adjusted for inflation. Additional proposed amendments
include revisions to the definitions, clarifications of public
notice requirements, and clarification to the language of the
eligibility and waiver requirements to encourage additional
sites participation in the program.

Substance: Sites are eligible for participation in the program if
remediation has not been clearly mandated by the U.S.
Environmental Protection Agency, the department, or a court
pursuant to the CERCLA, the RCRA, the Virginia Waste
Management Act, the Virginia State Water Control Law, or
other applicable statutory or common law or jurisdiction of the
statutes listed in clause has been waived. The agency proposes
requiring all sites continuing to participate in the program to
pay annual fees. The agency proposes raising the registration
fee amount and adjusting the fees annually for inflation. The
annual registration fee will defray a portion of the department's
costs of the program. Additional proposed amendments
include revisions to the definitions, clarifications of public
notice requirements, and clarification to the language of the
eligibility and waiver requirements to encourage additional
sites participation in the program.

Issues: This regulation is a voluntary program and has no
negative economic impact on small businesses and poses no
disadvantage to private citizens, the regulated community, or
to the Commonwealth. The VVRP provides the opportunity for
reasonable cleanup goals and protects human health and the
environment. These cleanups facilitate the sale and reuse of
industrial and commercial properties, provide economic
benefits for the buyer and seller, and reduce green space
development. Communities in the Commonwealth benefit
when these projects are completed. The cleanup of a
contaminated site affects surrounding properties by increasing
property values, tax revenues, employment opportunities, and
community pride. The citizens, businesses, and local
governments of the Commonwealth all derive benefits from
the VRP.

Department of Planning and Budget's Economic Impact
Analysis:

Summary of the Proposed Amendments to Regulation. The
Waste Management Board (Board) proposes to amend the fee
structure in the voluntary remediation program to make it
financially self-sufficient.

Background. The voluntary remediation program (VRP)
facilitates the cleanup of contaminated sites that might not
otherwise occur. These are sites where remediation is not
clearly mandated by the Comprehensive Environmental
Response, Compensation and Liability Act, the Resource
Conservation and Recovery Act, the Virginia Waste
Management Act, State Water Control Law or other applicable
authority. The program establishes procedures for owners or
operators to voluntarily remedy contamination at their sites.
When remediation is satisfactorily completed, the Department

of Environmental Quality (DEQ) issues a "Certification of
Satisfactory Completion of Remediation" or "certificate". This
certificate provides immunity from enforcement of Virginia
environmental laws. The immunity granted by the certificate is
limited to the known releases described in the certificate and is
conditional upon satisfactory performance by the participant of
all obligations required by DEQ under the program.

Site remediation protects the health, safety, and welfare of
citizens and resolves environmental liability issues. As a result,
DEQ notes that remediation facilitates the sale, reuse or
redevelopment of affected sites, thereby providing economic
benefits for the buyer and seller and reducing development of
undeveloped ("green") space. Communities in the
Commonwealth benefit because the cleanup of a contaminated
site increases the value of surrounding properties, which in turn
increases tax revenues, employment opportunities, and
community pride. The citizens, businesses, and local
governments of the Commonwealth all derive benefits from
the program.

DEQ reports that the program's administrative costs are
approximately $1.4 million annually. Historically, federal
funding has provided the bulk of the fiscal support for program
operations. However, federal funding of Virginia's program
has been steadily declining since 2002 because of the increased
participation of other states, territories, and tribes in this
program. Approximately $50 million was set aside nationwide
in 2002 under the federal Brownfields legislation. This amount
has not changed, but the number of recipients, particularly the
tribes, has increased over time which decreased the amount
available to each jurisdiction. The most Virginia received from
the federal Brownfields grant was $1.18 million early in the
program however by 2019, this amount had steadily decreased
down to $486,000.

This regulation provides for the collection of registration fees.
The fee structure was last amended in 2014, in response to
Chapter 366 of the 2014 Acts of Assembly,! which amended
the statute governing the VRP.2 As directed by statute, the
Board removed a cap on registration fees that applied to sites
that enrolled on or after July 1, 2014.3 This cap had limited the
one-time registration fee to 1% of the total cost of remediation
or a maximum of $5,000, whichever was less. At the end of the
project, the program participant would provide DEQ with the
total costs of remediation for the project. The registration fee
would then be calculated based on 1% of the total cost of
remediation and would be compared to the registration fee paid
to date. Any overpayment of the registration fee would be
refunded or in the case of an underpayment, the participant
would pay the additional required registration fee, not to
exceed the statutory maximum ($5,000).

In addition to removing the registration fee cap for all sites that
enrolled on or after July 1, 2014, the 2014 amendments put in
place a three phase registration fee structure. Phase | is an
application registration fee, Phase Il is an enrollment
registration fee, and Phase Ill is an annual registration fee.
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According to DEQ, despite the additional fees authorized in
2014, the fee structure covers only a fraction of the program'’s
entire administrative costs. Moreover, the lack of annual
registration fees for sites that registered before July 1, 2014, is
problematic because DEQ continues to perform work on the
pre-July 2014 sites without receiving additional funds from
those sites. As a result, the program has been incurring costs
for the continued oversight of sites that enrolled prior to July
1, 2014, without receiving any annual revenue for these sites.
DEQ has been heavily relying on federal funding to cover the
funding shortage. DEQ also notes that even as federal funding
has steadily declined, more sites have enrolled in the program.
This has exacerbated the funding shortage, which DEQ states
has reached an unsustainable level. Evaluations have
determined an average cost per site to be relatively equal to the
proposed Phase 111 fee.

This action primarily proposes to make the voluntary
remediation program financially self-sufficient. The proposal
would require all sites continuing to participate in the program,
regardless of their enrollment date, to pay annual registration
fees. The Board would also adjust the fees so the program has
enough resources to continue its operations.

Estimated Benefits and Costs. The voluntary remediation
program allows property owners to voluntarily clean up and
obtain the "Certification of Satisfactory Completion of
Remediation" which in turn provides immunity from
enforcement unless new issues are discovered. Historically,
program participants have been private property owners, real
estate investors and developers, governmental organizations
and corporations wishing to divest property and resolve
liability. For example, the owner of a strip mall may wish to
redevelop a store front that was previously used to operate a
dry cleaner and now desires to run a day care center. In order
to cleanup any residual chemicals such as the dry cleaning
solvent, tetrachloroethylene released to the environment, and
thereby obtain immunity from enforcement actions under
Virginia's environmental laws, the owner may choose to
participate in the program.

While the project owners pay for the costs of the remediation
itself, the program incurs administrative costs in terms of
personnel, travel, and oversight of remediation of the sites.
DEQ can withhold the certificate of completion for a project
until all fees are paid, but has no recourse for recouping fees if
a pre-2014 participant drops out of the program before his
project is completed or has no interest in obtaining the
certificate. In addition, the current fees cover only a fraction of
the actual administrative costs. The costs to DEQ for individual
pre-2014 sites are estimated to be between $20,000 and
$150,000. DEQ has had some projects where participants have
only paid several hundred dollars when the actual program
administration costs were much more than that. As an example,
a site enrolled in the year 2000 and paid a registration fee of
$27.05 and this site is still enrolled in the program with
minimal progress being made towards completion. Numerous

sites paid a registration fee of $1,000 or less and have remained
in the program for years.

Currently, three types of registration fees are assessed to cover
administrative costs: Phase | (application registration fee),
Phase Il (enrollment registration fee), and Phase Il (annual
registration fee). Phase | requires the submission of an
application and the fee and, DEQ staff would review submitted
materials, agency records and may visit the site. Once DEQ
determines the site is eligible for participation, the owner is
charged a Phase Il or enrollment fee and then submits a
voluntary remediation report, which consists of a site
characterization report, a risk assessment, a remedial action
plan, documentation of public notice and a demonstration of
completion. The owner is responsible, at his own cost, to
remediate environmental hazards on the property. For every
subsequent year the property participates in the program
beyond the first calendar year, the owner is charged a Phase 111
annual registration fee. Once remediation is completed and the
certificate is issued then no further fees are incurred.

According to DEQ, there are 143 enrolled sites. All of these
sites have paid a registration fee to participate in the program.
Seventy-two of the sites were enrolled prior to July 1, 2014,
and were assessed only a single registration fee of one percent
of the remediation costs, not to exceed $5,000; these sites are
not currently assessed annual registration fees for their
continued participation in the program. Some of these 72 sites
have been enrolled in the program for over 23 years. Of the 71
sites enrolled on or after July 1, 2014, 63 have not completed
the remediation and remain enrolled and are assessed an annual
registration fee of $4,500 for their continued participation after
the first calendar year. Administrative costs that exceed the
fees collected are paid from federal funds.

Under the current fee structure, program participants do not
share the full administrative costs of the program operation, but
stand to directly gain from it. This may create a free-rider
problem and some adverse incentives. This is particularly the
case for the pre-2014 site owners who are no longer interested
in remediating the site in a timely manner, but have no
incentives to leave the program because they are not assessed
any annual registration fees. The funding shortage is worsened
by these incentives. Since federal funding continues to be
reduced, this presents an unsustainable path for the program as
funding is divided among more recipients.

According to DEQ, most entities that participate in this
program are in the process of trying to sell or develop their land
and take part in the program in hopes of increasing the value
of their holding by limiting the environmental liabilities their
property may carry through the certificate. Simply, the
participants stand to directly gain from participation in the
program.

An economically efficient allocation of limited resources (i.e.
limited administrative funding for the program) calls for each
participant to pay for the full administrative costs of their clean
up. The Board proposes to adjust the fees to make the program
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financially self-sustainable by the fees assessed. Once the new
fees go into effect, DEQ plans to distribute a portion of the
federal funding it receives under this program to the localities
to assist with the environmental assessment of properties. The
following table shows the estimated current and the proposed
changes in the fee structure by site type. The proposed fees also
include an annual adjustment for inflation according to the U.S.
Department of Labor Consumer Price Index for all-urban
consumers.*

Sites Current annual Proposed annual
registration fees | registration fees to
be adjusted by
inflation
;[)elilu'){[ L None Phase 111: $525,000
sites .
(30 X 72sites) | ($10,500 X 50 sites)
PostJuly 1, |phase I: $44,000 |Phase I: $66,000
2014 sites ] ]
($2,000 X 22 sites) | ($3,000 X 22 sites)
Phase I1: $165,000 | Phase I1: $165,000
($7,500 X 22 sites) | ($7,500 X 22 sites)
Phase I11: | Phase 111: $661,500
$283,500 ($10,500 X 63 sites)
($4,500 X 63 sites)
Estimated | $492 500 $1,417,500
Annual
Revenue
Source: Voluntary Remediation Program Regulatory
Advisory Panel Presentation, DEQ, February 21, 2020.

As a result of the proposed fee changes for the pre-2014
projects, some project participants, particularly participants
who remain dormant before project completion, would either
chose to pay the additional fees or terminate from the program.
Such an impact would improve the economic allocation of the
program's administrative resources by either requiring dormant
participants to pay for the costs they may be unnecessarily
imposing on the program or eliminate such unnecessary costs
if they terminate from the program. DEQ estimates that of the
72 sites that entered the program prior to July 1, 2014, up to 22
may terminate from the program rather than pay the proposed
annual registration fee of $10,500.

The proposed fee increase for post-2014 projects would raise
participation costs, encourage speedy project completion, and
free up federal funds to be used within the grant requirements
to enhance the state programs with a portion to be utilized for
environmental assessments in localities. In general, higher
participation costs would be expected to discourage voluntary
remediation activities; however, DEQ notes that the increase

in fees would be relatively small compared to overall project
costs and economic gains an owner may expect from his
remediated property. Thus, this potential negative impact
would likely be small. In addition, participation in the program
is voluntary. We can reliably infer that by enrolling in the
program, and maintaining enrollment, a project owner reveals
that the expected economic gains exceed the likely costs. DEQ
also expects about 22 new sites to register for the program
annually. The amount that would likely be available to be used
within the grant requirements to enhance the state programs
with a portion available to be utilized for environmental
assessments in localities which would be approximately
$486,000 based on 2019 data, but that amount would likely be
smaller in the future as more and more jurisdictions participate
nationally in the federal Brownfields program and the amount
of the federal grant decreases.

Additional proposed amendments include revisions to the
definitions, clarification of public notice requirements, and
clarification to the language of the eligibility and waiver
requirements. These amendments will not change the current
practices and are unlikely to create monetary costs or benefits.
However, to the extent these clarifying changes streamline
processes and/or make these regulations easier to understand,
affected entities would likely benefit.

Businesses and Other Entities Affected. The proposed
amendments apply to site owners voluntarily participating in
the program. Currently, 143 sites are enrolled.® Approximately,
72 site owners who enrolled in the program prior to July 1,
2014, would be subject to the same annual registration fees as
the 73 sites that are enrolled after this date.

As noted above, the proposals to amend the fee structure would
increase costs for site owners, but also make the program
financially self-sufficient. An adverse economic impact® on
site owners is indicated.

Small Businesses’ Affected.

Types and Estimated Number of Small Businesses Affected.
DEQ estimates that of the 143 of sites currently participating
in the program 100 are small businesses.

Costs and Other Effects. The proposed changes introduce the
same fees to the sites owned by small businesses.

Alternative Method that Minimizes Adverse Impact. There
does not appear to be a clear alternative method that both
reduce the adverse impact and meet the intended policy goals.

Localities® Affected.® Once this program becomes financially
self-sufficient with the proposed fee revenues, DEQ plans to
use federal funds within the grant requirements to enhance the
state programs with a portion to be utilized for environmental
assessments within the localities. In 2019, this amount was
$486,000, but the amount has been steadily decreasing and will
likely continue to decrease. However, this regulation contains
no language about such a distribution. Thus, the proposed
amendments do not introduce costs or benefits for local
governments, nor do they particularly affect any locality more
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than others. Accordingly, no additional funds would be
required. Any potential benefit to localities depends on how
DEQ would implement the planned brownfield assistance to
these organizations.

Projected Impact on Employment. The proposed amendments
do not appear to affect total employment.

Effects on the Use and Value of Private Property. The proposed
fee structure is expected to improve economic allocation of
program's administrative costs and align site owner's
incentives with the administrative costs the sites generate for
DEQ. To the extent such effects speed up existing remediation
programs and redirect DEQs existing administrative resources
from dormant sites to active sites, we may see an increase in
the remediated land areas or properties which in turn would
add to the use and value of such properties and potentially
reduce real estate development costs.

1See https://lis.virginia.gov/cgi-bin/legp604.exe?141+sum+SB431

2See https://law.lis.virginia.gov/vacode/title10.1/chapter12.1/section10.1-
1232/

3See https://townhall.virginia.gov/I/ViewStage.cfm?stageid=7004

“This CPI value changed from 254.943 to 255.548 from April 2019 to April
2020 representing a 0.24% increase. The CPI can also decrease and cause a
reduction in the fees.

SData source: DEQ

6Adverse impact is indicated if there is any increase in net cost or reduction in
net revenue for any entity, even if the benefits exceed the costs for all entities
combined.

"Pursuant to § 2.2-4007.04 of the Code of Virginia, small business is defined
as "a business entity, including its affiliates, that (i) is independently owned
and operated and (ii) employs fewer than 500 full-time employees or has gross
annual sales of less than $6 million."

8 Locality" can refer to either local governments or the locations in the
Commonwealth where the activities relevant to the regulatory change are most
likely to occur.

8 2.2-4007.04 defines "particularly affected” as bearing disproportionate
material impact.
Agency's Response to Economic Impact Analysis: The
department has reviewed the economic impact analysis
prepared by the Department of Planning and Budget and has
no comment.

Summary:

The proposed amendments require all sites continuing to
participate in the Voluntary Remediation Program to pay
annual fees. The agency proposes raising the registration
fee amount and adjusting the fees annually for inflation to
defray a portion of the department's costs of the program.
Additional proposed amendments include revisions to the
definitions, clarifications of public notice requirements,
and clarification to the language of the eligibility and
waiver requirements.

9VAC?20-160-10. Definitions.

The following words and terms when used in this chapter
shall have the following meanings unless the context clearly
indicates otherwise.

"Adjacent property" means either properties meeting at a
shared property boundary or parcels of land that are not widely
separated, including at a point or corner, or separated only by
one or more relatively narrow linear features. Such linear
features may include roadways, railways, and narrow bodies of
water.

"Applicant" means a person who has applied to the program
but is not a participant.

"Authorized agent" means any person who is authorized in
writing by the applicant, site owner, or participant to fulfill the
requirements of this program.

"Board" means the Virginia Waste Management Board.

"Carcinogen" means a chemical classification for the purpose
of risk assessment as an agent that is known or suspected to
cause cancer in humans, including a known or likely human
carcinogen or a probable or possible human carcinogen under
an U.S. Environmental Protection Agency (EPA) weight-of-
evidence classification system.

"Certificate™ means a written certification of satisfactory
completion of remediation issued by the department pursuant
to 8 10.1-1232 of the Code of Virginia.

"Completion” means fulfillment of the commitment agreed to
by the participant as part of this program.

"Contaminant” means any man-made or man-induced
alteration of the chemical, physical, or biological integrity of
soils, sediments, air and surface water, or groundwater
including such alterations caused by any hazardous substance
(as defined in the Comprehensive Environmental Response,
Compensation, and Liability Act, 42 USC §9601(14)),
hazardous waste (as defined in 9VAC20-60), solid waste (as
defined in 9VAC20-81), petroleum (as defined in Articles 9
(8 62.1-44.34:8 et seq.) and 11 (8§ 62.1-44.34:14 et seq.) of the
Virginia State Water Control Law), or natural gas.

"Cost of remediation” means all costs incurred by the
participant pursuant to activities necessary for completion of
voluntary remediation at the site, based on an estimate of the
net present value (NPV) of the combined costs of the site
investigation, report development, remedial system
installation, operation and maintenance, and all other costs
associated with participating in the program and addressing the
contaminants of concern at the site.

"Covenant" means a servitude that imposes land use controls.

"Department” means the Department of Environmental
Quality of the Commonwealth of Virginia or its successor
agency.

"Director" means the Director of the Department of
Environmental Quality.

ot ol o ¢
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"Hazard index" or "HI" means the sum of more than one
hazard quotient for multiple contaminants or multiple exposure
pathways or both. The HI is calculated separately for chronic,
subchronic, and shorter duration exposures.

"Hazard quotient” means the ratio of a single contaminant
exposure level over a specified time period to a reference dose
for that contaminant derived from a similar period.

"Hydraulic gradient” means the change in total hydraulic
head, measured at two or more points within an underground
layer of water-bearing permeable materials, divided by the
distance over which the change occurs.

"Incremental upper-bound lifetime cancer risk” means a
conservative estimate of the incremental probability of an
individual developing cancer over a lifetime as a result of
exposure to the potential carcinogen. Upper-bound lifetime
cancer risk is likely to overestimate "true risk."

"Land use controls" means legal, contractual, or physical
restrictions on the use of, or access to, a-site property to reduce
or eliminate potential for exposure to contaminants or prevent
activities that could interfere with the effectiveness of

remediation. Land—use—controls—include—engineering—and
institutional Is.

"Monitored natural attenuation" means a remediation process
that monitors the natural or enhanced attenuation process.

"Natural attenuation" means the processes by which
contaminants break down naturally in the environment.
Natural attenuation processes include a variety of physical,
chemical, or biological processes that, under favorable
conditions, act without human intervention to reduce the mass,
toxicity, mobility, volume, or concentrations of contaminants
in soil or groundwater.

"Noncarcinogen" means a chemical classification for the
purposes of risk assessment as an agent for which there is either
inadequate toxicological data or is not likely to be a carcinogen
based on an EPA weight-of-evidence classification system.

"Owner" means any person currently owning or holding legal
or equitable title or possessory interest in a property, including

the Commonwealth of Virginia, or a political subdivision
thereof, including title or control of a property conveyed due
to bankruptcy, foreclosure, tax delinquency, abandonment, or
similar means.

"Participant" means a person who has received confirmation
of eligibility and has remitted payment of the phase 2
registration fee.

"Person” means an individual, corporation, partnership,
association, a governmental body, a municipal corporation, or
any other legal entity.

"Post-certificate  monitoring” means monitoring  of
environmental or site conditions stipulated as a condition of
issuance of the certificate.

"Program" means the Virginia Voluntary Remediation
Program.

"Property" means a parcel of land defined by the boundaries
in the deed.

"Reference dose" means an estimate of a daily exposure level
for the human population, including sensitive subpopulations,
that is likely to be without an appreciable risk of deleterious
effects during a lifetime.

"Registration fee" means the fees paid to apply for, obtain
eligibility for, enroll in, and participate in the Voluntary
Remediation Program.

"Release” means any spilling, leaking, pumping, pouring,
emitting, emptying, discharging, injecting, escaping, leaching,
dumping, or disposing of any contaminant into the
environment.

"Remediation” means actions taken to clean up, mitigate,
correct, abate, minimize, eliminate, control, contain, or prevent
a release of a contaminant into the environment in order to
protect human health and the environment. Remediation may
include, when appropriate and approved by the department,
land use controls, natural attenuation, and monitored natural
attenuation.

"Remediation level" means the concentration of a
contaminant with applicable land use controls that is protective
of human health and the environment.

"Restricted use" means any use other than residential.

"Risk™ means the probability that a contaminant will cause an
adverse effect in exposed humans or to the environment.

"Risk assessment” means the process used to determine the
risk posed by contaminants released into the environment.
Elements include identification of the contaminants present in
the environmental media, assessment of exposure and
exposure pathways, assessment of the toxicity of the
contaminants present at the site, characterization of human
health risks, and characterization of the impacts or risks to the
environment.
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"Risk management” means the process of identifying,
evaluating, and selecting actions to reduce risk to human health
and the environment.

"Site" means any property or portion thereof, as agreed to and
defined by the participant and the department, which that
contains or may contain contaminants being addressed under
this program.

"Termination" means the formal discontinuation of
participation in the Voluntary Remediation Program without
obtaining a certificate.

"Unrestricted use" means the designation of acceptable future
use for a site at which the remediation levels, based on either
background or standard residential exposure factors, have been
attained throughout the site in all media.

9VAC20-160-30. Eligibility criteria.

A. Applicants and proposed sites shall meet eligibility criteria
as defined in this section.

B. Eligible applicants are any persons who own, operate, have
a security interest in, or enter into a contract for the purchase
or use of an eligible site. Those who wish to voluntarily
remediate a site may apply to participate in the program. Any
person who is an authorized agent of any of the parties
identified in this subsection may apply to participate in the
program.

Applicants who are not site owners must demonstrate that
they have access to the property at the time of payment of the
phase 2 registration fee in accordance with 9VAC20-160-60
and must maintain such right of access until a certificate is
issued or participation in the program is terminated pursuant to
9VAC20-160-100.

C. Sites are eligible for participation in the program if (i)
remediation has not been clearly mandated by the U.S.
Environmental Protection Agency, the department, or a court
pursuant to the Comprehensive Environmental Response,
Compensation and Liability Act (42 USC § 9601 et seq.), the
Resource Conservation and Recovery Act (42 USC 8§ 6901 et
seq.), the Virginia Waste Management Act (§ 10.1-1400 et seq.
of the Code of Virginia), the Virginia State Water Control Law
(8 62.1-44.2 et seq. of the Code of Virginia), or other
applicable statutory or common law; or (ii) jurisdiction of the
statutes listed in clause (i) has been waived.

1. A site on which an eligible—party applicant or another
person has performed remediation of a release is-petentialy
may be eligible for the program (i) if the actions can be
documented in a way so that the actions are shown to be
equivalent to the requirements for this chapter, and (ii)
provided the site meets applicable remediation levels.

2. Petroleum A site containing petroleum or oil releases not
mandated for remediation under Articles 9 (§ 62.1-44.34:8
etseq.) and 11 (8§ 62.1-44.34:14 et seq.) of the Virginia State

Water Control Law may be eligible for participation in the
program.

3. Where A site where an applicant raises establishes a
genuine issue based on documented evidence as to the legal
or factual applicability of regulatory programs in subsection
D of this section, the-site may be eligible for the program.
Such evidence may include a demonstration that:

a. It is not clear whether the release involved a waste

material era-virgin—material for which remediation has

been clearly mandated;

b. It is not clear that whether the release eceurred-after is
subject to the relevant regulations became-effective listed
in subsection D of this section; or

c. It is not clear that whether the release ocecurred—ata
regulated-unit is a new release or an existing release.

D. For the purposes of this chapter, remediation has been
clearly mandated if any of the following conditions exist,
unless jurisdiction for such mandate has been waived. Any
such waiver is conditioned on and subject to the applicant
enrolling in and completing the program and obtaining a
certificate:

1. Remediation of the release is the subject of a permit issued
by the U.S. Environmental Protection Agency or the
department, a closure plan, an administrative order, a court
order, or a consent order, or the site is on the National
Priorities List;

2. The site is one at which the—release-eceurred-(i) one or
more of the following exists:

a. The release is subject to the Virginia Hazardous Waste
Management Regulations (9VAC20-60) (VHWMR)is;
b. Is a permitted facility-is;

c. Is applying for or should have applied for a permit—is
under; or

d. Is under interim status or should have applied for
interim status, or was previously under interim status, and
{8 is thereby subject to requirements of the VHWMR;

3. The site at which the release occurred has been determined
by the department prior to the application submittal date to
be an open dump or unpermitted solid waste management
facility under 9VAC20-81-45 of the Solid Waste
Management Regulations and such conditions still exist that
made the site an open dump or unpermitted solid waste
management facility;

4. The department determines that the release poses an
imminent and substantial threat to human health or the
environment; or

5. Remediation of the release is otherwise the subject of a
response action or investigation required by local, state, or
federal law or regulation.
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E. The department may determine that a site under

subdivision-D-3-of this-section-may is eligible to participate in
the program previded-that if such participation complies-with
the-substantiverequirements—of-the-applicableregulations

is
deemed acceptable under a memorandum of agreement
between the department and the U.S. Environmental Protection
Adgency and such participation otherwise complies with the
substantive requirements of the program.

9VAC20-160-55. Registrationfeesforapplicationsreceived
pner—te%anuapy—zg—ze% (Regealed )

9VAC?20-160-57. Transition to new fee structure for
participants that paid registration fees for applications
received prior to July 1, 2014.

A. In accordance with § 10.1-1232 A 5 of the Code of
Virginia, applications submitted prior to July 1, 2014, were
required to submit a registration fee of at least 1.0% of the
actual cost of remediation at the site, not to exceed $5,000.
Registration fees submitted by participants prior to July 1,
2014, are held in an account until a certificate is issued.
Participants that submitted a registration fee prior to July 1,
2014, shall notify the department by (insert date 60 days after
effective date of the requlation) which of the following options

they select:
1. Continue participation in the program.

a. If the participant remitted the maximum $5,000
registration fee and an overpayment has been made, the
participant shall provide the department with the actual
costs of remediation by (insert date 60 days after the
effective date of the regulation). The department shall
refund any balance owed to the participant after receiving
that actual cost of remediation. If no remedial cost
summary is provided to the department by (insert date 60
days after the effective date of this requlation), the
participant will have waived the right to a refund; or

b. If the participant did not remit the maximum $5,000
registration fee, the participant shall provide the
department with the actual total cost of remediation by
(insert date 60 days after the effective date of this
requlation). The department shall calculate any balance
adjustment to be made to the registration fee. The
department shall refund any balance owed to the
participant after receiving that actual cost of remediation.
Any negative balance owed to the department shall be paid
by the participant within 60 days of notification by the
department to continue to participate in the program.
Continued participation in the program means the
participant waives the right to a refund.

2. Terminate participation in the program. The participant
shall notify the department they are terminating participation
in the program. No portion of the registration fee will be
refunded if participation is terminated pursuant to 9VAC20-
160-100.

B. Participants that submitted applications prior to July 1,
2014, that have not been issued a certificate are required to
submit phase 3 registration fees in accordance with 9VAC20-
160-65 D to continue participation in the program.

9VAC20-160-60. Registrationfeesforapplicationsreceived
(Repealed.)

"I' gHHa tneﬁaplpllea s |alllsubnuta|elg_ Istration fee to-defray
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9VAC20-160-65. Registration fees forapplicationsreceived
onorafter July 12014,

A. In accordance with § 10.1-1232 A 5 of the Code of
Virginia, the applicant shall submit a registration fee to defray
the cost of the program. For—applications—received-by-the
department-on-and-after July-1,2014,the The registration fee

shall be remitted in three phases as required by this section.

1. Registration fees shall be adjusted annually on November
1 by the change in the Consumer Price Index. The annual
adjustment of the registration fees shall be based upon the
annual registration fee amount for the preceding calendar
year and the change in the CPI value published by the U.S.
Department of Labor for all-urban consumers over the 12-
month period ending on April 30 of the calendar year
preceding the calendar year in which the registration fee is
assessed.

2. The Consumer Price Index for all-urban consumers is
published by the U.S. Department of Labor, Bureau of Labor
Statistics, U.S. All items, CUURO000SAQ.

3. Reqistration fees shall be rounded to the nearest dollar.

4. All fees included in this requlation shall be adjusted
annually using the process described in subdivisions 1, 2,
and 3 of this subsection.

5. Registration fees shall be rounded to the nearest dollar.

6. All fees included in this chapter shall be adjusted annually
using the process described in subdivisions 1, 2, and 3 of this
subsection.

B. Phase 1 of the registration fee shall be an application fee
in-theameunt-o£$2.000. The initial phase 1 registration fee is
$3,000.

1. Payment of the phase 1 registration fee is required for each
application received by the department on or after July 1,
2014.

2. The phase 1 registration fee is due when the application is
submitted and shall be made payable to the Treasurer of
Virginia.

3. The phase 1 registration fee shall be submitted separately
from the application package and remitted to Virginia
Department of Environmental Quality, P.O. Box 1104,
Receipts Control, Richmond, VA 23218.

4. An application is not administratively complete until the
phase 1 registration fee is received by the department.
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Review of an application for eligibility in accordance with
9VAC20-160-30 and 9VAC20-160-40 shall not commence
until the application is administratively complete.

a. The department shall mail notification of nonpayment
of the phase 2 registration fee and pending loss of
eligibility at least 30 days prior to loss of the applicant's
and the site's eligibility.

C. Phase 2 of the registration fee shall be an eligibility fee in
the-ameunt-0f-$7,500. The initial phase 2 registration fee is
$7.,500.

b. If eligibility is lost as a result of failure to remit a phase
2 registration fee, the applicant shall pay new phase 1 and

1. Payment of the phase 2 registration fee shall be required
after eligibility has been verified by the department and prior
to technical review of submittals pursuant to 9VAC20-160-
80. Upon receipt of the phase 2 registration fee, the site and
applicant shall be considered by the department to be
participating in the program.
a. A phase 2 registration fee shall be required from the
applicant for each site that has been determined to be
eligible for participation in the program based upon an
application received by the department on or after July 1,
2014,

b. A separate phase 2 registration fee is required for each
section of a phased remediation project that requires a
separate eligibility determination or for any site that
requires a separate certificate issued for that section
pursuant to 9VAC20-160-110. In the event that the phased
remediation work continues beyond November 1, then
phase 3 registration fees shall also be billed and remitted
annually until project completion in accordance with
subsection D of this section.

c. No phase 2 registration fee shall be required for a site
that has been determined to be eligible for participation in
the program based upon an application received by the
department prior to July 1, 2014, unless the site requires
more than a single certificate to be issued.

d. If multiple certificates are issued at the same time for
different portions of a project pursuant to 9VAC20-160-
110, a phase 1 fee shall be due for each certificate after the
first.

2. Payments of phase 2 registration fees shall (i) be made
payable to the Treasurer of Virginia, (ii) include the
Voluntary Remediation Program (VRP) 1D number assigned
by the department, and (iii) be remitted to Virginia
Department of Environmental Quality, P.O. Box 1104,
Receipts Control, Richmond, VA 23218. The phase 2
registration fees shall be remitted to the department within
90 days after date of the eligibility determination unless the
department agrees to extend the period for remitting the
phase 2 registration fee.

3. Failure to remit the required phase 2 registration fee in
accordance with subdivision 2 of this subsection within 90
days after the date of eligibility determination shall result in
the loss of eligibility status of the applicant and the site. After
such loss of eligibility, the applicant must reestablish
eligibility in order to participate in the program.

phase 2 registration fees as part of reestablishing
eligibility.

D. Phase 3 of the registration fee shall be an annual program
cost defrayment fee in-the-amount-0f-$4,500. H-a The initial
phase 3 registration fee is $10,500. Any site () that has been
determined to be eligible for participation in the Voluntary
Remediation Program based-upen-an-application-received-by
the-departmenton-orafterJuly-1-2014; and {H) is participating
in the Voluntary Remediation Program; shall be assessed a
phase 3 registration fee shal—-be—assessed for that site as
follows:

1. On November 1 of each calendar year, any site
participating in the program on that day shall be assessed a
phase 3 registration fee if the application on which the
eligibility determination was based was received by the
department in a calendar year prior to that year.

a. For example, any eligible site participating in the
program on November 1, 2017, based upon an application
that had been received by the department in calendar year
2016 will be assessed a phase 3 registration fee to be billed
on March 1, 2018.

. licati : :

& b. Sites that are not participating in the program,
including sites that have not yet been determined to be
eligible to participate in the program, sites that have had a
certificate issued pursuant to 9VAC20-160-110 prior to
November 1, and sites that have been terminated from
participation in the program pursuant to 9VAC20-160-100
prior to November 1 are not subject to a phase 3
registration fee assessment for that calendar year and will
not be billed on March 1 of the following year.

2. The phase 3 registration fee is not prorated for
participation in the program for portions of calendar years.

3. The phase 3 registration fee assessed for an eligible site
shall be billed to the applicant on March 1 of the calendar
year following the November 1 assessment.

4. The assessed phase 3 registration fee is due on April 1 of
the billing year and shall (i) be made payable to the Treasurer
of Virginia, (ii) include the VRP ID number assigned by the
department, and (iii) be remitted to Virginia Department of
Environmental Quality, P.O. Box 1104, Receipts Control,
Richmond, VA 23218.
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5. The phase 3 registration fees shall be remitted to the
department by the due date specified in subdivision 4 of this
subsection unless extended by the department.

a. Failure to remit a required phase 3 registration fee
within 30 days of the due date shall be cause for
termination from the program in accordance with
9VAC20-160-100 A 4.

b. The department shall mail notification of nonpayment
of the phase 3 registration fee and intent to terminate
participation in accordance with 9VAC20-160-100 to the
participant at least 30 days prior to termination.

6. . . .
J.g. prase 3. egistration-fee-s alllbe assessed Igl'. & s_|te
i | bdivide the si

P ; - Ltin] i for 4
site- Sites participating in the program that submitted an

application to the department prior to July 1, 2014, are
required to submit phase 3 annual registration fees assessed
as of November 1 to participate in the program.

7. Any assessed phase 3 fees shall be remitted to the
department before a certificate is issued.

E. The total amount of fees collected by the board shall defray
the actual reasonable costs of the program. The director shall
take whatever action is necessary to ensure that this limit is not
exceeded.

F. No portion of Voluntary Remediation Program registration
fees collected pursuant to this section shall be refunded.

G. If a site has been terminated from the program in
accordance with 9VAC20-160-100, a new application shall be
submitted before the site will be considered for a new
eligibility determination and reenrollment into the program.
The applicant shall also remit new phase 1 and phase 2
registration fees in accordance with this section and no
monetary credit will be given for any fees submitted prior to
termination.

H. Amendments to a site's certificate or the associated
declaration-of restrictive covenants issued by the department
pursuant to 9VAC20-160-110 shall be subject to registration
fees based on the amendments requested. The land owner shall
submit a certificate amendment request to the department
describing the changes being requested. The department will
review the request and notify the land owner of any additional
information required and the amount of the registration fee to
be remitted as follows:

1. For amendments to the certificate or the associated
declaration-ofrestrictive covenants not requiring a technical
review by the department, only a phase 1 registration fee
shall be required.

2. For amendment requests that require technical review by

the department, ne-phase-1-registration-fee payment in the

amount of one half of the phase 3 registration fee shall be

required-butareduced phase 2 registrationfee-inthe-amount
of $4,500-shall-berequired. In the event that the amendment

request also meets the phase 3 registration fee criteria in
subsection D of this section based upon the date that the
department received the amendment request being the date
of the application for such purpose, phase 3 registration fees
shall also be billed and remitted.

I. For a site that has been determined to be eligible for
participation in the program based upon an application
received by the department, a request to change the participant
for such site received by the department will not in and of itself
subject the site to the fees under this section.

9VAC20-160-70. Work to be performed.

A. The Voluntary Remediation Report shall consist of the
following components: a site characterization, a risk
assessment, a remedial plan, a demonstration of completion,
and documentation of public notice. Each separate component
of the Voluntary Remediation Report shall be submitted as
listed in this subsection:

1. The site characterization component shall provide an
understanding of the site conditions, including the
identification and description of each—area known or
suspected areas of concern {or seuree} potential sources of
contaminants); a determination of the sources; the nature and
extent of releases to all media, including a—map maps of
hydraulic gradient and groundwater flow direction; the
onsite and offsite vertical and horizontal extent extents of
contaminants present at concentrations above levels
consistent with 9VAC20-160-90; and a discussion of the
potential risks posed by the release. If remedial activities
have occurred prior to enrollment, this information shall be
included.

2. The risk assessment component shall contain an
evaluation of the risks to human health and the environment
posed by the release, including an assessment of risk to
offsite properties; a proposed set of remediation level
objectives consistent with 9VAC20-160-90 that are
protective of human health and the environment; and-either
recommended remediation actions to achieve the proposed
objectives; and recommended risk management activities or
a demonstration that no action is necessary. The risk
assessment shall include an uncertainty analysis that
discusses any remaining risk.

3. The remedial action plan component shall propose the
specific remedial activities, a schedule for those activities,
any permits required to initiate and complete the
remediation, and specific design plans for implementing
remediation that will achieve the remediation level
objectives specified in the risk assessment component of the
report. Control or elimination of continuing onsite sources
of releases to the environment shall be discussed. Land use
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controls and any permits required for the remediation
process should be discussed as appropriate. If no remedial
action is necessary, the remedial action plan shall discuss the
reasoning for no action.

4. The demonstration of completion component shall include
the following, as applicable:

a. A detailed summary of the remediation implemented at
the site, including a discussion of the remediation systems
installed and a description of the remediation activities
that occurred at the site.

b. A detailed summary of how the established site-specific
objectives have been achieved, including (i) a description
of how onsite releases (or sources) of contamination have
been eliminated or controlled; and exposure pathways
controlled; and (ii) confirmational sampling results
demonstrating that the remediation level objectives have
been achieved and that the migration of contamination has
been stabilized.

c. A description of any site restrictions including land use
controls that are proposed for the certificate.

d. A demonstration that all other criteria for completion of
remediation have been satisfied.

e. A statement signed by the participant or authorized
agent that to the best of the participant's knowledge, the
activities performed at the site pursuant to this chapter
have been in compliance with applicable regulations.

5. The documentation of public notice component is required
to demonstrate that public notice has been provided in
accordance with 9VAC20-160-120. Such documentation
shall, at a minimum, consist of copies of all of the documents
required pursuant to the provisions of subsection E of
9VAC20-160-120.

B. It is the participant's responsibility to ensure that the
investigation and remediation activities (e.g.,, waste
management and disposal, erosion and sedimentation controls,
air emission controls, and activities that impact wetlands and
other sensitive ecological habitats) comply with all applicable
federal, state, and local laws and regulations.

C. All work, to include sampling and analysis, shall be

performed in accordance with Test Methods for Evaluating
Solid Waste, USEPA SW-846, revised March 2009, or other
media-specific methods approved by the department and
completed using appropriate quality assurance and quality
control protocols. All analyses shall be performed by
laboratories certified by the Virginia Environmental
Laboratory Accreditation Program (VELAP). Laboratory
certificates of analysis shall be included with applicable
reports.

D. While participating in the program, the participant shall
notify the department in writing within 30 days of any change
in property ownership and if the participant changes, then the

new participant shall notify the department within 30 days of
the change.

E. While participating in the program, the participant shall
notify the department in writing within 30 days of any change
in agent-for-the-property-owner-or-the-participant the name or
address of the participant, the authorized agent, or the site
owner.

9VAC20-160-90. Remediation levels.

A. The participant, with the concurrence of the department,
shall consider impacts to human health and the environment in
establishing remediation levels.

B. Remediation levels based on human health shall be
developed after appropriate site characterization data have
been gathered as provided in 9VAC20-160-70. Remediation
levels may be derived from the three-tiered approach provided
in this subsection. Any tier or combination of tiers may be
applied to establish remediation levels for contaminants
present at a given site.

1. Tier | remediation levels are based on media backgrounds
levels. These background levels shall be determined from a
portion of the property or a nearby property or other areas as
approved by the department that have not been impacted by
the contaminants of concern.

2. Tier Il remediation levels are derived assuming that there
will be no restrictions on the use of groundwater, surface
water, and soil on the site.

a. Tier Il groundwater remediation levels shall be based on
the most beneficial use of groundwater. The most
beneficial use of groundwater is for a potable water
source, unless demonstrated otherwise by the participant
and accepted by the department. Therefore, they shall be
based on (i) federal maximum contaminant levels (MCLs)
or action levels for lead and copper as established by the
Safe Drinking Water Act (42 USC § 300 (f)) and the
National Primary Drinking Water Regulations (40 CFR
Part 141) or, in the absence of a MCL, (ii) tap water values
derived using the methodology provided in the Regional
Screening Level Table, Region I, VI, and IX, United
States Environmental Protection Agency, December 20009,
using an acceptable individual carcinogenic risk of 1 X 10
5 and an individual noncarcinogen hazard quotient of 0.1.

b. Tier Il soil remediation levels shall be determined as the
lower of the ingestion or cross-media transfer values,
according to the following:

(1) For ingestion, values derived using the methodology
provided in the Regional Screening Level Table, Region
I, VI, and 1X, United States Environmental Protection
Agency, December 2009.

(a) For carcinogens, the soil ingestion concentration for
each contaminant, reflecting an individual upper-bound
lifetime cancer risk of 1 X 1075,
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(b) For noncarcinogens, 0.1 of the soil ingestion
concentration, to account for multiple systemic toxicants
at the site. For sites where there are fewer than 10
contaminants exceeding 0.1 of the soil ingestion
concentration, the soil ingestion concentration may be
divided by the number of contaminants such that the
resulting hazard index does not exceed 1.0.

(2) For cross-media transfer, values derived from the
USEPA Soil Screening Guidance (OSWER, July 1996,
Document 9355.4-23, EPA/540/R-96/018) and USEPA
Supplemental Guidance for Developing Soil Screening
Levels for Superfund Sites (OSWER, December 2002,
Document 9355.4-24) shall be used as follows:

(@) The soil screening level for transfer to groundwater,
with adjustment to a hazard quotient of 0.1 for
noncarcinogens, if the value is not based on a MCL; or

(b) The soil screening level for transfer to air, with
adjustment to a hazard quotient of 0.1 for noncarcinogens
and a risk level of 1 X 10°° for carcinogens, using default
residential exposure assumptions.

(c) For noncarcinogens, for sites where there are fewer
than 10 contaminants exceeding 0.1 of the soil screening
level, the soil screening level may be divided by the
number of contaminants such that the resulting hazard
index does not exceed 1.0.

(3) Values derived under subdivisions 2 b (1) and (2) of
this subsection may be adjusted to allow for updates in
approved toxicity factors as necessary.

c. Tier Il remediation levels for surface water shall be
based on the Virginia Water Quality Standards (WQS) as
established by the State Water Control Board (9VAC25-
260), according to the following:

(1) The chronic aquatic life criteria shall be compared to
the appropriate human health criteria and the lower of the
two values selected as the Tier Il remediation level.

(2) For contaminants that do not have a Virginia WQS, the
federal Water Quality Criteria (WQC) may be used if
available. The chronic federal criterion continuous
concentration (CCC) for aquatic life shall be compared to
the appropriate human health based criteria and the lower
of the two values selected as the Tier Il remediation level.

(3) If neither a Virginia WQS nor a federal WQC is
available for a particular contaminant detected in surface
water, the participant should perform a literature search to
determine if alternative values are available. If alternative
values are not available, the detected contaminants shall
be evaluated through a site-specific risk assessment.

3. Tier 11l remediation levels are based upon site-specific
assumptions about current and potential exposure scenarios
for the population or populations of concern and
characteristics of the affected media and can be based upon
a site-specific risk assessment and risk management. Land-
use controls can be considered.

a. In developing Tier 111 remediation levels, and unless the
participant proposes eother—guidance an alternative
methodology that is acceptable to the department, the
participant shall use, for all media and exposure routes, the
methodology specified in Risk Assessment Guidance for
Superfund, Volume 1, Human Health Evaluation Manual
(Part A), Interim Final, USEPA, December 1989
(EPA/540/1-89/002) and (Part B, Development of
Preliminary Remediation Goals) Interim, USEPA,
December 1991  (Publication 9285.7-01B)  with
modifications as appropriate to allow for site-specific
conditions. Fhe-participant-may-use-other-methodologies
approved-by the-department:

b. For a site with carcinogenic contaminants, the
remediation goal for individual carcinogenic contaminants
shall be an incremental upper-bound lifetime cancer risk
of 1 X 107°. The remediation levels for the site shall not
result in an incremental upper-bound lifetime cancer risk
exceeding 1 X 10 considering multiple contaminants and
multiple exposure pathways, unless the use of a MCL for
groundwater that has been promulgated under 42 USC §
300g-1 of the Safe Drinking Water Act and the National
Primary Drinking Water Regulations (40 CFR Part 141)
results in a cumulative risk greater than 1 X 104

c. For noncarcinogens, the hazard index shall not exceed a
combined value of 1.0.

d. In setting remediation levels, the department may
consider risk assessment methodologies approved by
another regulatory agency and current at the time of the
Voluntary Remediation Program site characterization.

C. The participant shall determine if ecological receptors are
present at the site or in the vicinity of the site and if they are
impacted by releases from the site.

1. At sites where ecological receptors are of concern and
there are complete exposure pathways, the participant shall
perform a screening level ecological evaluation
demonstrating that remediation levels developed under the
three-tiered approach described in this section are also
protective of such ecological receptors.

2. For sites where a screening level ecological evaluation has
shown that there is a potential for ecological risks, the
participant shall perform an ecological risk assessment
demonstrating that remediation levels developed under the
three-tiered approach described in this section are also
protective of ecological receptors. If the remediation levels
developed for human health are not protective of ecological
receptors, the remediation levels shall be adjusted
accordingly.

9VAC20-160-100. Termination.

A. Participation in the program shall be terminated:

1. When evaluation of new information obtained during
participation in the program results in a determination by the
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department that the site is ineligible or that a participant has
taken an action to render the site ineligible for participation
in the program. If such a determination is made, the
department shall notify the participant that participation has
been terminated and provide an explanation of the reasons
for the determination. Within 30 days, the participant may
submit additional information, or accept the department'’s
determination.

2. Upon 30 days written notice of withdrawal by the
participant.

3. Upon the participant's failure to make reasonable progress
towards completion of the program, as determined by the
department, and the participant's subsequent failure to
respond appropriately within 30 days to the department's
written request for an update of program-related activities
and a projected timeline to fulfill the program requirements.

4. Upon failure to submit required registration fees in
accordance with 9V AC20-160-55(forapplicationsreceived
pror—to—Jandary—29— 2044y 9V AC20-160-60—{for
licati i : i
toJuly-1,-2014); 9VAC20-160-57 or 9VAC20 160 65 (for
appHeations—received—on—or—afterJuby—1 2014}, The
department shall mail notification of the department's intent
to terminate participation in the program to the participant at
least 30 days prior to terminating the site's participation in
the program. If the participant fails to remit the required fee
within 30 days of the date of such notification, the site's
participation in the program shall be terminated. The
department reserves the right to collect unpaid fees due to
the department pursuant to 9VAC20-160-57 and 9VAC20-
160-65.

B. The department shall be entitled to receive and use, upon
request, copies of any and all information developed by or on
behalf of the participant as a result of work performed pursuant
to participation in the program, after application has been made
to the program whether the program is satisfactorily completed
or terminated.

9VAC20-160-110. Certification of satisfactory completion
of remediation.

A. The department shall issue a certificate when:

1. The participant has demonstrated that migration of
contamination has been stabilized,;

2. The participant has demonstrated that the site has met the
applicable remediation levels and will continue to meet the
applicable remediation levels in the future for both onsite
and offsite receptors;

3. All provisions of the final remedial action plan as
applicable have been completed implemented;

4. All applicable requirements of this chapter have been
completed;

5. The department accepts all work submitted, as set forth in
9VAC20-160-70; and

6. All registration fees due to the department pursuant to
IVAC20-160-55-9VAC20-160-60; 9VAC20-160-57 and
9VAC20-160-65 have been received by the department.

B. The issuance of the certificate shall constitute immunity to
an enforcement action under the Virginia Waste Management
Act (8§ 10.1-1400 et seq. of the Code of Virginia), the Virginia
State Water Control Law (§ 62.1-44.2 et seq. of the Code of
Virginia), the Virginia Air Pollution Control Law (§ 10.1-1300
et seq. of the Code of Virginia), or other applicable Virginia
law for the releases described in the certificate.

C. A site shall be deemed to have met the requirements for
unrestricted use if the remediation levels, based on either
background or standard residential exposure factors, have been
attained throughout the site and in all media. Attainment of
these levels will allow the site to be given an unrestricted use
classification. No remediation techniques or land use controls
that require ongoing management may be employed to achieve
this classification.

D. For sites that do not achieve the unrestricted use
classification, land use controls may be proffered in order to
develop remediation levels based on restricted use. The
restrictions imposed upon a site may be media-specific, may
vary according to site-specific conditions, and may be applied
to limit present and future use. All controls necessary to attain
the restricted use classification shall be described in the
certificate as provided in this section and defined in a
declaration—of —restrictive—covenants covenant. Land use
controls accepted by the department for use at the site are
considered remediation for the purposes of this chapter.

E. If a use restriction is specified in the certificate, the
participant shall cause the certificate and a declaration—of
restrictive-covenants covenant to be recorded among the land
records in the office of the clerk of the circuit court for the
jurisdiction in which the site is located within 90 days of
execution of the certificate by the department, unless a longer
period is specified in the certificate. If the certificate does not
include any use restriction, recordation of the certificate is at
the option of the participant. The immunity accorded by the
certificate shall apply to the participant and current or future
property owner and shall run with the land identified as the site.

F. The immunity granted by issuance of the certificate shall
be limited to the known releases as described in the certificate.
The immunity is further conditioned upon satisfactory
performance by the participant of all obligations required by
the department under the program and upon the veracity,
accuracy, and completeness of the information submitted to the
department by the participant relating to the site. Specific
limitations of the certificate shall be enumerated in the
certificate. The immunity granted by the certificate shall be
dependent upon the identification of the nature and extent of
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contamination as presented in the Voluntary Remediation
Report.

G. The certificate shall specify the conditions for which
immunity is being accorded, including:

1. A summary of the information that was considered,
2. Any restrictions on future use;

3. Any local land use controls on surrounding properties that
were taken into account;

4. Any proffered land use controls; and
5. Any post-certificate monitoring.

H. The certificate may be revoked by the department in any
of the following situations, provided that (i) the department has
given the owner written notice of the deficiency and (ii) the
owner has failed to cure the deficiency within 60 days of the
date of the written notice or some longer period granted by the
department.

1. Inthe event that conditions at the site, unknown at the time
of issuance of the certificate, pose a risk to human health or
the environment;

2. In the event that the certificate was based on information
that was false, inaccurate, or misleading; or

3. In the event that the conditions of the certificate have not
been met or maintained.

I. The certificate is not and shall not be interpreted to be a
permit or a modification of an existing permit or administrative
order issued pursuant to state law, nor shall it in any way
relieve the participant of its obligation to comply with any
other federal or state law, regulation, or administrative order.
Any new permit or administrative order, or modification of an
existing permit or administrative order, must be accomplished
in accordance with applicable federal and state laws and
regulations.

J. The issuance of the certificate shall not preclude the
department from taking any action authorized by law for
failure to meet a requirement of the program or for liability
arising from future activities at the site that result in the release
of contaminants.

K. The issuance of the certificate by the department shall not
constitute a waiver of the Commonwealth's sovereign
immunity unless otherwise provided by law.

9VAC?20-160-120. Public notice.

A. The participant shall give public notice of the voluntary
remediation. The notice shall be made after the department
accepts the site characterization component of the Voluntary
Remediation Report and the proposed or completed
remediation and shall occur prior to the department's issuing a
certificate or prior to issuing an amendment to the certificate

that has additional remedial work or changes in land use
controls. Such notice shall be paid for by the participant.

B. The participant shall:

1. Provide written notice to the local government in which
the facility is located,;

2. Provide written notice to all adjacent property owners and
other owners whose property has been affected by
contaminants as determined pursuant to the provisions of
subdivision A 1 of 9VAC20-160-70; and

3. Publish a notice once in a newspaper of general circulation
in the area affected by the voluntary action.

C. A comment period of at least 30 days must follow issuance
of the notices pursuant to this section. The department, at its
discretion, may increase the duration of the comment period to
60 days. The contents of each public notice required pursuant
to subsection B of this section shall include:

1. The name and address of the participant and the location
of the proposed voluntary remediation;

2. A brief description of the general nature of the release, any
remediation, and any proposed land use controls;

3. The address and telephone number of a specific person
familiar with the remediation from whom information
regarding the voluntary remediation may be obtained; and

4. A brief description of how to submit comments.

D. The participant shall send all commenters a letter
acknowledging receipt of written comments and providing
responses to the same.

E. The participant shall provide the following as
documentation of public notice required in subdivision A 5 of
9VAC20-160-70:

1. A signed statement that the participant has provided
public notice as required by subsection B of this section;

2. A copy of the public notice and a list of names and
addresses of all persons to whom the notice was sent; and

3. Copies of all written comments received during the public
comment period, copies of acknowledgment letters, and
copies of any response to comments, as well as an evaluation
of the comment's impact on the planned or completed
remedial action or actions.

VA.R. Doc. No. R20-6078; Filed January 5, 2022, 3:42 p.m.
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STATE WATER CONTROL BOARD

Final Regulation

REGISTRAR'S NOTICE: The State Water Control Board is claiming an exemption from Article 2 of the Administrative Process
Act in accordance with § 2.2-4006 A 14 of the Code of Virginia, which exempts adoption, amendment, or repeal of wasteload
allocations by the State Water Control Board pursuant to State Water Control Law (8§ 62.1-44.2 et seq. of the Code of Virginia)
if the board (i) provides public notice in the Virginia Register; (ii) if requested by the public during the initial public notice 30-
day comment period, forms an advisory group composed of relevant stakeholders; (iii) receives and provides summary response
to written comments; and (iv) conducts at least one public meeting.

Title of Regulation: 9VAC25-720. Water Quality Management Planning Regulation (amending 9VAC25-720-50, 9VAC25-
720-80, 9VAC25-720-120).

Statutory Authority: § 62.1-44.15 of the Code of Virginia; 33 USC § 1313(e) of the Clean Water Act.

Effective Date: March 2, 2022.

Agency Contact: Justin L. Williams, Department of Environmental Quality, 1111 East Main Street, Suite 1400, P.O. Box 1105,
Richmond, VA 23218, telephone (804) 659-1125, FAX (804) 698-4178, or email justin.williams@deq.virginia.gov.

Summary:

The amendments to the Water Quality Management Planning Regulation include adding (i) one new total maximum daily load
(TMDL) wasteload allocation in the Potomac-Shenandoah River Basin; (ii) two new TMDL wasteload allocations in the
Roanoke River Basin; and (iii) 13 new TMDL wasteload allocations in the York River Basin.

9VAC25-720-50. Potomac-Shenandoah River Basin.

A. Total maximum daily loads (TMDLSs).

TMDL # S,\tlfr?j? TMDL Title | City/County WBID Pollutant WLA! Units

EDITOR'S NOTE: Subdivisions 1 through 219 are not amended; therefore, that text is not set out.

PCB Total
Maximum

Daily L oad

Lewis Development
220. Creek for Lewis Staunton B12R PCBs 3,040 ma/yr

Creek
Staunton

Virginia

Notes:
1The total WLA can be increased prior to modification provided that DEQ tracks these changes for bacteria TMDLSs where
the permit is consistent with water quality standards for bacteria.

2There were no point source dischargers in the modeled TMDL area.

EDITOR'S NOTE: Subsections B and C of 9VAC25-720-50 are not amended; therefore, that text is not set out.

9VAC25-720-80. Roanoke River Basin.

A. Total maximum daily loads (TMDLS).

TMDL # S,\tl;er‘;? TMDL Title City/County | WBID | Pollutant | WLA! Units

EDITOR'S NOTE: Subdivisions 1 through 118 are not amended; therefore, that text is not set out.

119. Lynch Benthic TMDL Campbell L19R Sediment 8,069 Ibs/year
Creek Development for the
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Lynch Creek and Reed
Creek Watersheds L ocated

in Campbell and
Pittsylvania Counties

Benthic TMDL
Development for the

Reed Lynch Creek and Reed . . .
120. Creek Creek Watersheds Located Pittsylvania L19R Sediment 22,250 Ibs/year
in Campbell and
Pittsylvania Counties
Notes:

The total WLA can be increased prior to modification provided that DEQ tracks these changes for bacteria TMDLs where
the permit is consistent with water quality standards for bacteria.

AWLAs from the Dan River TMDL report represent the WLA for the watershed, which may include North Carolina waters in
addition to Virginia waters. Virginia permits will be issued in accordance with the Virginia water quality standard.

EDITOR'S NOTE: Subsections B and C of 9VAC25-720-80 are not amended; therefore, that text is not set out.

9VAC25-720-120. York River Basin.
A. Total maximum daily loads (TMDLS).

TMDL
#

Stream
Name

TMDL Title

City/County

WBID

Pollutant

WLA!

Units

EDITOR

'S NOTE: Subdivisions 1 through 51 are not

amended; therefore, that text is not set out.

Avylett
Creek

Bacteria Total
Maximum Daily Load
(TMDL) Development
for the Mattaponi River
and Tributaries Located
in Caroline, Essex,
King William, and
King and Queen

Counties, Virginia

F23R

E. coli

242E+11

counts/year

Creek

Courthouse

Bacteria Total
Maximum Daily Load
(TMDL) Development
for the Mattaponi River
and Tributaries Located
in Caroline, Essex,
King William, and
King and Queen

Counties, Virginia

King and
Queen

F24R

E. coli

141E+11

counts/year

Dickeys
Swamp

Bacteria Total
Maximum Daily Load
(TMDL) Development
for the Mattaponi River
and Tributaries Located
in Caroline, Essex,
King William, and
King and Queen

Counties, Virginia

King and
Queen

F23R

E. coli

2.22E+11

counts/year
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Bacteria Total
Maximum Daily Load
(TMDL) Development

Doawood for the Mattaponi River King and
55. 2ogwood and Tributaries Located ring and F23R

E. coli

1.79E+10

counts/year

Fork - - ueen
— in Caroline, Essex, Queen

King William, and
King and Queen

Counties, Virginia

Bacteria Total
Maximum Daily Load
(TMDL) Development
for the Mattaponi River
and Tributaries Located

Dorrell King F21R

E. coli

5.75E+10

counts/year

Creek - -
E— in Caroline, Essex,

King William, and
King and Queen

Counties, Virginia

Bacteria Total
Maximum Daily Load
(TMDL) Development
for the Mattaponi River
and Tributaries Located

Garnetts King and F23R

E. coli

8.72E+10

counts/year

= Creek

Queen

in Caroline, Essex, King
William, and King and
Queen Counties
Virginia

Bacteria Total
Maximum Daily Load
(TMDL) Development
for the Mattaponi River
58. Gravel Run and Tributaries Located

King and F21R

E. coli

1.10E+11

counts/year

Queen

in Caroline, Essex, King
William, and King and
Queen Counties
Virginia

Bacteria Total
Maximum Daily Load
(TMDL) Development
Herrin for the_Matte}poni River King
59. heming and Tributaries Located F21R

E. coli

6.30E+11

counts/year

Creek in Caroline, Essex, King
William, and King and
Queen Counties
Virginia

Bacteria Total
Maximum Daily Load
(TMDL) Development

Market for the Mattaponi River King and
- and Tributaries Located AIng and F23R

E. coli

1.10E+11

counts/year

Swamp in Caroline, Essex, King Queen

William, and King and
Queen Counties
Virginia
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Bacteria Total
Maximum Daily Load
(TMDL) Development Ki d
Mattaponi for the Mattaponi River BIIg and
61. River and Tributaries Located gﬂl F21R E. coli 1.00E+12 counts/year
(nontidal) in Caroline, Essex, W—Iir:Igiam
King William, and —
King and Queen
Counties, Virginia
Bacteria Total
Maximum Daily Load
(TMDL) Development Kind and
Mattaponi for the Mattaponi River —g—ueen
62. River and Tributaries Located Q—LKin F23E E. coli 1.87E+11 counts/year
(tidal) in Caroline, Essex, mlg
King William, and HETAm
King and Queen
Counties, Virginia
Bacteria Total
Maximum Daily Load
XDN- (TMDL) Development
Garnetts for the Mattaponi River King and
63. Creek, and Tributaries Located —g—ueen F23R E. coli 2.65E+10 counts/year
unnamed in Caroline, Essex, Queen
tributary King William, and
King and Queen
Counties, Virginia
Bacteria Total
Maximum Daily Load
XJG- (TMDL) Development
Dickeys for the Mattaponi River .
64. Swamp, and Tributaries Located King and F23R E. coli 2.01E+10 counts/year
unnamed in Caroline, Essex, Queen
tributary King William, and
King and Queen
Counties, Virginia

Notes:

2There were no point source dischargers in the modeled TMDL area.

The total WLA can be increased prior to modification provided that DEQ tracks these changes for bacteria TMDLs where
the permit is consistent with water quality standards for bacteria.

EDITOR'S NOTE: Subsections B and C of 9VAC25-720-120 are not amended; therefore, that text is not set out.

VA.R. Doc. No. R22-7023; Filed January 3, 2022, 2:47 p.m.
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TITLE 12. HEALTH
STATE BOARD OF HEALTH

Proposed Regulation
Title of Regulation: 12VAC5-90. Regulations for Disease

Reporting and Control (amending 12VAC5-90-80,
12VAC5-90-90).

Statutory Authority: 88 32.1-12 and 32.1-35 of the Code of
Virginia.

Public Hearing Information: No public hearing is currently
scheduled.

Public Comment Deadline: April 1, 2022.

Agency Contact: Kristin Collins, Policy Analyst, Office of
Epidemiology, Virginia Department of Health, 109 Governor
Street, Richmond, VA 23219, telephone (804) 864-7298, or
email kristin.collins@vdh.virginia.gov.

Basis: Sections 32.1-12 and 32.1-35 of the Code of Virginia
authorize the State Board of Health to promulgate the proposed
regulation. Specifically, § 32.1-35 of the Code of Virginia
directs the board to promulgate regulations specifying which
diseases occurring in the Commonwealth are to be reportable
and the method by which they are to be reported.

Purpose: The proposed changes are essential to protect the
health and safety of citizens because they will improve the
ability of the Virginia Department of Health (VDH) to conduct
surveillance and investigations, collect necessary public health
information, and continue to implement disease control
measures for COVID-19. The changes will position the agency
to better detect and respond to these illnesses to protect the
health of the public.

Substance: Amendments to current regulations will for
COVID-19: (i) require all suspect or confirmed COVID-19
case report forms be submitted electronically to VDH; (ii)
clarify that the category laboratory directors includes all
entities that hold Clinical Laboratory Improvement
Amendments Certificates of Waiver so that entities testing for
COVID-19 are required to report to VDH; (iii) require all
COVID-19 laboratory reports be submitted electronically to
VDH,; (iv) add the requirement that patient telephone number,
email address, and ethnicity be included in the list of fields that
are reported by physicians, laboratory directors, and directors
of medical care facilities; and (v) add "coronavirus, severe" to
the list of infectious diseases that shall be reported to persons
practicing funeral services.

Issues: The primary advantages to the public are the improved
ability of the agency to control the risk of disease in the
community based on timelier reporting through VDH's online
morbidity reporting portal and the improved ability to
accurately report COVID-19 data. No disadvantages have been
identified.

The primary advantage to the agency is that the proposed
changes improve the focus of surveillance and ability of VDH
to conduct surveillance and implement disease control for
conditions of public health concern in a timely manner. The
changes will position the agency to better detect and respond
to these illnesses to protect the health of the public. No
disadvantages have been identified.

Department of Planning and Budget's Economic Impact
Analysis:

The Department of Planning and Budget (DPB) has analyzed
the economic impact of this proposed regulation in accordance
with § 2.2-4007.04 of the Code of Virginia (Code) and
Executive Order 14 (as amended, July 16, 2018). The analysis
presented below represents DPB's best estimate of these
economic impacts.!

Summary of the Proposed Amendments to Regulation. The
State Board of Health (Board) proposes to make permanent a
discretionary emergency regulation that would add COVID-19
to the list of reportable diseases.? Specifically, the proposed
amendments would (i) specify the patient information to be
collected and reported to the Virginia Department of Health
(VDH), (ii) require COVID-19 case and laboratory reports to
be submitted electronically, (iii) identify all entities
(physicians, lab directors, and other non-traditional providers
who conduct COVID testing) that are required to report
COVID-19, and (iv) add "coronavirus, severe" to the list of
infectious diseases that shall be reported to persons practicing
funeral services at the time of transferring custody of a dead
body.

Background. The Regulations for Disease Reporting and
Control provide information about the process and procedures
for reporting diseases to VDH, including what diseases must
be reported, who must report them, and other details.

The 2020 federal Coronavirus Aid, Relief, and Economic
Security (CARES) Act requires that every laboratory that
performs a test that is "intended to detect SARS-CoV-2 or to
diagnose a possible case of COVID-19 shall report the results
of each such test to the Secretary of Health and Human
Services until the end of the Public Health Emergency
declaration with respect to COVID-19 or any extension of such
declaration.® Details regarding who had to report testing data
to whom, and what information had to be reported, were left to
the Secretary's discretion. A federal public health emergency
for COVID-19 was first declared on January 31, 2020, and has
been renewed every three months since then, most recently on
October 18, 2021.4

In order to implement these requirements, the Centers for
Disease Prevention and Control (CDC) has communicated
specific requirements for laboratories, including details
regarding who must make reports (what entities are considered
"laboratories™) and what data elements must be reported.® The
CDC requires all COVID-19 testing sites to have a Clinical
Laboratory Improvement Amendments (CLIA) certificate and
requires every CLIA-certified testing site to report data for all
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diagnostic and screening testing completed, including
molecular, antigen, and antibody testing for each individual
tested, within 24 hours of test completion.® These reporting
requirements apply to all entities conducting COVID-19
testing; VDH's reporting requirements described below
separate reporters into two groups for the purposes of this
regulation: (a) physicians and directors of medical care
facilities, and (b) directors of laboratories, including other
entities that hold CLIA Certificates of Waiver. The CDC has
also directed all entities conducting COVID-19 testing to
report testing data to state or local public health departments
according to state law or policy.

Subsequently, the Board promulgated emergency regulations
to clarify and enforce the CARES Act reporting requirements
and to collect necessary information to guide state-level policy
making in response to COVID-19.” Specifically, the Board
added "Coronavirus, severe"™ to 12VAC5-90-80 List of
diseases that shall be reported and a subsection specifying who
would report COVID-19 tests and how. The proposed
amendments at this stage largely preserve the changes made at
the emergency stage, with the exception of one significant
change that is discussed here.

The proposed amendments require physicians and directors of
medical care facilities to report COVID-19 testing data when a
person who is infected with or is suspected of having COVID-
19 is treated or examined, hospitalized, or admitted to an
intensive care unit. Physicians and directors of medical care
facilities would be required to report "the person's name,
telephone number, email address, address, age, date of birth,
race, ethnicity, sex, and pregnancy status; name of disease
diagnosed or suspected; the medical record number (if
applicable); the date of onset of illness; available laboratory
tests and results; and the name, address, and telephone number
of the physician and medical facility where the examination
was made.® The proposed language also specifies that case
reports shall be submitted immediately or within 24 hours by
entering the information into VDH's online Confidential
Morbidity Report portal or via electronic case reporting.®

The proposed amendments include analogous reporting
requirements for directors of laboratories, including other
entities that hold CLIA Certificates of Waiver; while the
patient data to be reported is the same as above, labs would
also have to report the source of the specimen, the laboratory
method and the result. Under the emergency regulation, lab
directors were required to report both positive and negative test
results; as per the proposed amendments at this stage, lab
directors would only have to report positive test results. In
practice, this change would only affect lab directors once the
federal public health emergency declaration is lifted, since the
CARES Act requires that every test be reported to the
Secretary of Health and Human Services and VDH will
continue to act as a conduit for that information. As for
physicians, lab directors would also be required to report tests
within 24 hours, either by entering information into VDH's
online portals for lab reporting or via electronic lab reporting.*°

Lastly, 12VAC5-90-90 states that, "In accordance with § 32.1-
37.1 of the Code of Virginia, any person in charge of a hospital,
nursing facility or nursing home, assisted living facility, or
correctional facility shall, at the time of transferring custody of
any dead body to any person practicing funeral services, notify
the person practicing funeral services or his agent if the dead
person was known to have had, immediately prior to death, an
infectious disease which may be transmitted through exposure
to any bodily fluids." COVID-19 was added to the list of
infectious diseases subject to this requirement at the
emergency stage; this change would be made permanent.

Estimated Benefits and Costs.!* The primary benefits of timely
data collection about COVID-19 suspected cases and test
results were, and continue to be, the protection of public health.
In the initial stages of the COVID-19 pandemic, this included
critical decision making regarding the procurement of personal
protective equipment for hospital staff and other frontline
workers, the procurement and allocation of ventilators and
oxygen and other critical supplies, and hiring and staffing
decisions for hospitals, nursing homes, emergency rooms, and
other providers. Funeral services workers would benefit from
the addition of COVID-19 to the list of infectious diseases they
are informed of so that they can take adequate precautions.

In addition, collecting information on both positive and
negative tests allowed public health experts to calculate and
report the percent-positivity rate, which served as a leading
indicator of community transmission at the local, regional, and
state levels. This information was and continues to be used to
guide public health policies such as social distancing,
recommendations (and mandates) regarding masking, travel,
capacity limits for various businesses, and lockdowns. Thus, in
addition to meeting federal requirements, the proposed
amendments have benefited and would likely continue to
benefit the public, at least as long as the pandemic continues.

The direct costs of the proposed amendments fall on physicians
and lab directors who face a significant reporting burden and a
binding time constraint. To the extent that this reporting is
required by the CARES Act and the Secretary of Health and
Human Services, these costs are unavoidable. VDH has
attempted to mitigate this burden by providing multiple online
portals and secure electronic transmission methods in order to
reduce the time and paperwork costs of these requirements. As
the pandemic has evolved, the criteria for testing have changed
and tests have become more widely available; people may be
more likely to get tested in order to travel or attend an event,
or to get tested more frequently if they have to be present in-
person for work or education. Thus, as the number of negative
tests increase in general, percent positivity may not be as
informative or useful as it once was. In recognition of these
trends, the Board proposes to remove the requirement to report
negative COVID-19 tests, which would significantly reduce
the reporting burden for labs, including entities with CLIA
waivers. At the same time, requiring that positive cases and
tests be reported would ensure that new "spikes™ or "hotspots"
can be identified quickly.
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Many of the patient-specific data elements (such as
biographical and contact information) that would be required
by these proposed changes are already required for other
reportable diseases. However, this proposed change is the first
time that this regulation has required that the telephone
number, email address, and ethnicity be reported. An indirect
cost of the proposed amendments, therefore, relates to
individuals' data privacy and the risk that one's personal
biographical details, contact details, and health information
may be accessed by unauthorized persons or entities and/or
used for nefarious purposes. Such concerns may discourage
individuals from getting tested even when they do exhibit
symptoms, which would defeat the purpose of collecting this
information. All the patient-related data fields included in the
proposed amendments (except e-mail address) are currently
required by the CARES Act, so VDH does not have much
leeway in amending the scope of data collected.*? Further, the
reported data are transmitted to the CDC and possibly other
entities, which amplifies privacy concerns since data sharing
increases the risk of a security breach, even if the data are de-
identified.

In order to ameliorate these costs in the long run, the Board and
VDH could revisit the scope of data collection and the list of
data fields once the federal public health emergency is lifted
and re-evaluate the proposed requirements. If COVID-19 ends
up becoming more common and less dangerous, VDH could
consider only requiring physicians to report cases that require
hospitalization or admission to intensive care, or only requiring
lab reports to include select demographic data but no
personally identifiable information.

Businesses and Other Entities Affected. The proposed
amendments affect roughly 20,000 physicians, 125
laboratories, 100 hospitals, and 250 nursing homes in
Virginia.®®* There are currently 7,791 entities with CLIA
certificates in Virginia (including the 125 laboratories
mentioned previously) who are potentially impacted by the
proposed amendments.!* Some of these entities may operate
multiple testing locations, such as a school district with one
certificate that covers 13 schools.

The Code of Virginia requires DPB to assess whether an
adverse impact may result from the proposed regulation.*> An
adverse impact is indicated if there is any increase in net cost
or reduction in net revenue for any entity, even if the benefits
exceed the costs for all entities combined. As noted above, the
proposal to add new reporting requirements would increase
costs for physicians, hospitals, nursing homes, labs and other
testing centers. Thus, an adverse impact is indicated.

Small Businesses'® Affected.!” To the extent that some of the
affected laboratories or nursing homes may be small
businesses, the proposed amendments would appear to
adversely affect small businesses.

Types and Estimated Number of Small Businesses Affected.
The number of small businesses impacted by the proposed
amendments is unknown. Some of the affected laboratories or

nursing homes may be small businesses and some small
businesses (not necessarily connected to health care) may have
acquired CLIA Waivers to offer on-site testing for employees
or clients. To the extent that offering testing improves
employee or client satisfaction for the latter category of small
businesses, their costs may be offset by other gains.

Costs and Other Effects. The proposed amendments increase
reporting requirements, which requires staff time. An adverse
economic impact!® on laboratories, including entities with
CLIA Waivers is indicated because there do not appear to be
any offsetting direct benefits to these small businesses.

Alternative Method that Minimizes Adverse Impact. There are
no clear alternative methods that both reduce adverse impact
and meet federal requirements and the intended policy goals.

Localities®® Affected.?° The proposed amendments potentially
affect all 132 localities, but localities with greater COVID-19
prevalence may have higher rates of testing; thus, physicians,
hospitals, nursing homes, and labs in those localities would be
disproportionately affected. The proposed amendments do not
introduce costs for local governments. Accordingly, no
additional funds would be required. Consequently, no adverse
economic impact?! is indicated for any particular locality.

Projected Impact on Employment. The proposed amendments
do not appear to affect total employment directly. Some
hospitals, nursing homes, or labs may have hired additional
temporary staff in order to meet the reporting requirements.

Effects on the Use and Value of Private Property. The proposed
new reporting requirements for private hospitals, nursing
homes, and laboratories, including entities with CLIA waivers
moderately increase their costs. However, given the role
played by such organizations in responding to the COVID-19
pandemic and the public health benefits of the data collected,
it would be unlikely to reduce the value of these firms. Some
laboratories may have expanded the scale of their operations
and become more valuable if they were able to hire personnel
and use technology to more efficiently meet the reporting
requirements while also performing more tests. The proposed
amendments do not affect real estate development costs.

ISection 2.2-4007.04 of the Code of Virginia requires that such economic
impact analyses determine the public benefits and costs of the proposed
amendments. Further the analysis should include but not be limited to: (1) the
projected number of businesses or other entities to whom the proposed
regulatory action would apply, (2) the identity of any localities and types of
businesses or other entities particularly affected, (3) the projected number of
persons and employment positions to be affected, (4) the projected costs to
affected businesses or entities to implement or comply with the regulation, and
(5) the impact on the use and value of private property.

2See  https://townhall.virginia.gov/l/ViewStage.cfm?stageid=9040 for the
Emergency/NOIRA stage, which became effective on January 20, 2021 and
expires on July 19, 2022.

3See https://www.congress.gov/116/bills/hr748/BILLS-116hr748enr.pdf, Sec.
18115(a). The Act became effective March 27, 2020.

“See https://www.phe.gov/emergency/news/healthactions/phe/Pages/
default.aspx. As of this writing, there is no indication as to when the emergency
declaration will stop being renewed.
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5See https://www.cdc.gov/coronavirus/2019-ncov/lab/reporting-lab-
data.html.
6See https://www.cms.gov/Outreach-and-Education/Medicare-Learning-

Network-MLN/MLNProducts/downloads/cliabrochure.pdf. ~ Anyone  who
performs testing of human specimens for the diagnosis, prevention or
treatment of disease or health problems must apply for a CLIA certificate. This
includes physicians who operate their own in-office laboratories and medical
care facilities. There are 4 types of CLIA certificates: Certificate of Waiver,
Provider Performed Microscopy, Compliance, and Accreditation. CLIA
Certificate of Waiver holders may now include various entities that have
started conducting some types of COVID tests, such as school districts,
employers, sports teams, etc. Thus, "labs" and "directors of laboratories" are
broad classifications in the context of CARES Act reporting requirements and
this regulation.

See https://townhall.virginia.gov/I/ViewStage.cfm?stageid=9040. Although
the emergency regulation became effective January 20, 2021, VDH reported
that they had begun collecting COVID-19 data in March 2020, as required by
the CARES Act. The emergency regulation expires on July 19, 2022.

8Details regarding data elements appear in a new section 80-90 I., titled
COVID-19 (SARS-CoV-2), to specify that they are only required for COVID-
19. VDH has clarified that physicians would not be required to report patients'
other diagnosed or suspected health conditions, nor be required to submit
information on any lab tests that are not COVID-19 tests.

°The proposed amendments include hyperlinks to these online portals. The
emergency language requires physicians and directors of medical care
facilities to report hospitalizations and intensive care unit admissions through
the Emergency Department Care Coordination program. That requirement
would be removed at this stage. Separately, VDH also created a point-of-care
reporting portal in September 2020 due to the high volume of point-of-care
tests that were being conducted for COVID-19 to make reporting easier.
(https://apps.vdh.virginia.gov/pocreporting/login/login.aspx)

©This deviates from the emergency stage, which allowed the use of paper Epi-
1 forms or the laboratory's own forms if it contained the required information,
and computer generated reports containing the required information.

1The Economic Impact Analysis compares the proposed regulation to the
regulation in the Virginia Administrative Code. The emergency regulation is:
1) not in the Virginia Administrative Code (see
http://law.lis.virginia.gov/admincode) and 2) temporary. Thus, the Economic
Impact Analysis assesses the impact of changing the permanent regulations.
Consequently, to the extent that the proposed text matches the emergency text,
some of the benefits and costs described here have likely already accrued.

125ee https://www.hhs.gov/sites/default/files/covid-19-laboratory-data-
reporting-guidance.pdf from https://www.hhs.gov/coronavirus/testing/covid-
19-diagnostic-data-reporting/index.html. The list of data fields on pages 2-4
contains all the data fields required by VDH in the proposed text, except the
patient's email address. Individuals may choose not to disclose biographical or
contact information when getting tested. Although testing sites are required to
make every effort to collect this information, if individuals choose not to
disclose certain information the testing site would still be able to submit
incomplete records to VDH.

BAagency Background Document, page 5:
https://townhall.virginia.gov/l/GetFile.cfm?File=58\5581\9399\AgencyState
ment_VDH_9399_v1.pdf.

1%VDH reported that in federal fiscal years 2020 and 2021, 1,429 new CLIA
Certificates of Waiver were created for testing entities in Virginia. Not all of
these were testing for COVID-19, but a large majority were. Further, there is
no federal requirement for facilities with CLIA certificates to notify VDH or
CLIA if they have added a test as long as the test of the same complexity and
specialty of their certificate; thus all 7,791 entities with current certificates may
be affected.

Pyrsuant to § 2.2-4007.04 D: In the event this economic impact analysis
reveals that the proposed regulation would have an adverse economic impact
on businesses or would impose a significant adverse economic impact on a
locality, business, or entity particularly affected, the Department of Planning
and Budget shall advise the Joint Commission on Administrative Rules, the
House Committee on Appropriations, and the Senate Committee on Finance.

Statute does not define "adverse impact,” state whether only Virginia entities
should be considered, nor indicate whether an adverse impact results from
regulatory requirements mandated by legislation.

18pyrsuant to § 2.2-4007.04, small business is defined as "a business entity,
including its affiliates, that (i) is independently owned and operated and (ii)
employs fewer than 500 full-time employees or has gross annual sales of less
than $6 million."

17If the proposed regulatory action may have an adverse effect on small
businesses, § 2.2-4007.04 requires that such economic impact analyses
include: (1) an identification and estimate of the number of small businesses
subject to the proposed regulation, (2) the projected reporting, recordkeeping,
and other administrative costs required for small businesses to comply with the
proposed regulation, including the type of professional skills necessary for
preparing required reports and other documents, (3) a statement of the probable
effect of the proposed regulation on affected small businesses, and (4) a
description of any less intrusive or less costly alternative methods of achieving
the purpose of the proposed regulation. Additionally, pursuant to Code § 2.2-
4007.1, if there is a finding that a proposed regulation may have an adverse
impact on small business, the Joint Commission on Administrative Rules shall
be notified.

BAdverse impact is indicated if there is any increase in net cost or reduction
in net revenue for any entity, even if the benefits exceed the costs for all entities
combined.

19" ocality" can refer to either local governments or the locations in the
Commonwealth where the activities relevant to the regulatory change are most
likely to occur.

28 2.2-4007.04 defines "particularly affected" as bearing disproportionate
material impact.

Zadverse impact is indicated if there is any increase in net cost or reduction
in net revenue for any entity, even if the benefits exceed the costs for all entities
combined.

Agency's Response to Economic Impact Analysis: The
Virginia Department of Health (VDH) agrees with the findings
of the economic impact analysis (EIA), with two caveats.

The EIA prepared by the Department of Planning and Budget
for the proposed stage amendment to the Disease Reporting
and Control Regulations, (12VAC5-90) states that "the Board
proposes to remove the requirement to report negative
COVID-19 tests." This statement is true; however, VDH would
like to clarify that this continues to be a federal reporting
requirement in the CARES Act and all laboratories, including
those with Clinical Laboratory Improvement Amendments
waivers, will be required to continue reporting negative
COVID-19 test results until the federal requirement is removed

Further, the EIA indicates that an "indirect cost of the proposed
amendments, therefore, relates to individuals™ data privacy and
the risk that one's personal biographical details, contact details,
and health information may be accessed by unauthorized
persons or entities and/or used for nefarious purpose." Data
reported to VDH related to this action are required to be kept
confidential per 8§ 32.1-36, 32.-38, and 32.1-410f the Code of
Virginia. Further, all of VDH's data systems are compliant with
Commonwealth of Virginia security standards. With these
controls in place, risk addressed here is extremely minimal.

Summary:
The proposed amendments add to the reporting
requirements for physicians and directors of medical care
facilities for COVID-19 to (i) require physicians and
directors of medical care facilities to report suspected or
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confirmed COVID-19 cases and COVID-19
hospitalizations and intensive care unit admissions to the
Virginia Department of Health (VDH) through
participation in the Emergency Department Care
Coordination Program; (ii) require all suspected or
confirmed COVID-19 case report forms be submitted
electronically to VDH; (iii) clarify that the category
"laboratory directors" includes pharmacies that hold
Clinical ~ Laboratory  Improvement  Amendments
Certificates of Waiver so that pharmacies testing for
COVID-19 are required to report to VDH; (iv) require
laboratory directors report both positive and negative
COVID-19 test results; (v) require patient telephone
number, email address, and ethnicity be included in the
list of fields that are reported by physicians, laboratory
directors, and directors of medical care facilities; and (vi)
add "coronavirus, severe" to the list of infectious diseases
that shall be reported to persons practicing funeral
services.

12VAC5-90-80. Lists of diseases that shall be reported.

A. Reportable disease list. The board declares suspected or
confirmed cases of the following named diseases, toxic effects,
and conditions to be reportable by the persons enumerated in
12VAC5-90-90. Conditions identified by an asterisk (*)
require immediate communication to the local health
department by the most rapid means available upon suspicion
or confirmation, as defined in subsection C of this section.
Other conditions should be reported within three days of
suspected or confirmed diagnosis, unless otherwise specified
in this section. Neonatal Abstinence Syndrome shall be
reported as specified in subsection E of this section. COVID-
19 (SARS-CoV-2) shall be reported as specified in subsection
| of the section.

Amebiasis (Entamoeba histolytica)
*Anthrax (Bacillus anthracis)

Arboviral infections (e.g., CHIK, dengue, EEE, LAC, SLE,
WNV, Zika)

Babesiosis (Babesia spp.)

*Botulism (Clostridium botulinum)
*Brucellosis (Brucella spp.)
Campylobacteriosis (Campylobacter spp.)
Candida auris, infection or colonization

Carbapenemase-producing infection  or

colonization

organism,

Chancroid (Haemophilus ducreyi)
Chickenpox (Varicella virus)
Chlamydia trachomatis infection
*Cholera (Vibrio cholerae O1 or 0139)

*Coronavirus infection, severe
Cryptosporidiosis (Cryptosporidium spp.)
Cyclosporiasis (Cyclospora spp.)
*Diphtheria (Corynebacterium diphtheriae)

*Disease caused by an agent that may have been used as a
weapon

Ehrlichiosis/Anaplasmosis  (Ehrlichia spp., Anaplasma
phagocytophilum)

Giardiasis (Giardia spp.)

Gonorrhea (Neisseria gonorrhoeae)

Granuloma inguinale (Calymmatobacterium granulomatis)
*Haemophilus influenzae infection, invasive
Hantavirus pulmonary syndrome

Hemolytic uremic syndrome (HUS)

*Hepatitis A

Hepatitis B (acute and chronic)

Hepatitis C (acute and chronic)

Hepatitis, other acute viral

Human immunodeficiency virus (HIV) infection
Influenza, confirmed

*Influenza-associated deaths if younger than 18 years of age
Lead, blood levels

Legionellosis (Legionella spp.)

Leprosy (Hansen's disease) (Mycobacterium leprae)
Leptospirosis (Leptospira interrogans)

Listeriosis (Listeria monocytogenes)

Lyme disease (Borrelia spp.)

Lymphogranuloma venereum (Chlamydia trachomatis)
Malaria (Plasmodium spp.)

*Measles (Rubeola)

*Meningococcal disease (Neisseria meningitidis)
Mumps

Neonatal abstinence syndrome (NAS)

Ophthalmia neonatorum

*Qutbreaks, all (including foodborne, health care-
associated,  occupational,  toxic  substance-related,
waterborne, and any other outbreak)

*Pertussis (Bordetella pertussis)
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*Plague (Yersinia pestis)

*Poliovirus infection, including poliomyelitis
*Psittacosis (Chlamydophila psittaci)

*Q fever (Coxiella burnetii)

*Rabies, human and animal

Rabies treatment, post-exposure

*Rubella, including congenital rubella syndrome
Salmonellosis (Salmonella spp.)

Shiga toxin-producing Escherichia coli infection
Shigellosis (Shigella spp.)

*Smallpox (Variola virus)

Spotted fever rickettsiosis (Rickettsia spp.)
Streptococcal disease, Group A, invasive or toxic shock

Streptococcus pneumoniae infection, invasive if younger
than five years of age

Syphilis  (Treponema  pallidum)
*primary, *secondary, and other

report  *congenital,

Tetanus (Clostridium tetani)
Toxic substance-related illness
Trichinosis (Trichinellosis) (Trichinella spiralis)

*Tuberculosis, active disease (Mycobacterium tuberculosis
complex)

Tuberculosis infection
*Tularemia (Francisella tularensis)

*Typhoid/Paratyphoid infection

Salmonella Paratyphi)

(Salmonella  Typhi,

*Unusual occurrence of disease of public health concern
*Vaccinia, disease or adverse event

Vancomycin-intermediate or
Staphylococcus aureus infection

vancomycin-resistant

*Vibriosis (Vibrio spp.)
*Viral hemorrhagic fever
*Yellow fever

Yersiniosis (Yersinia spp.)

B. Conditions reportable by directors of laboratories.
Laboratories shall report all test results indicative of and
specific for the diseases, infections, microorganisms,
conditions, and toxic effects specified in this subsection for
humans. Such tests include microbiological culture, isolation,
or identification; assays for specific antibodies; and

identification of specific antigens, toxins, or nucleic acid
sequences. Additional condition-specific requirements are
noted in this subsection and subsection D of this section.
Conditions identified by an asterisk (*) require immediate
communication to the local health department by the most
rapid means available upon suspicion or confirmation, as
defined in subsection C of this section. Other conditions should
be reported within three days of suspected or confirmed
diagnosis.

Amebiasis (Entamoeba histolytica)
*Anthrax (Bacillus anthracis)

Arboviral infection, for example, CHIK, dengue, EEE, LAC,
SLE, WNV, or Zika

Babesiosis (Babesia spp.)

*Botulism (Clostridium botulinum)
*Brucellosis (Brucella spp.)
Campylobacteriosis (Campylobacter spp.)

Candida auris - Include
susceptibility findings in report.

available antimicrobial

Carbapenemase-producing organism - Include available
antimicrobial susceptibility findings in report.

Chancroid (Haemophilus ducreyi)
Chickenpox (Varicella virus)
Chlamydia trachomatis infection
*Cholera (Vibrio cholerae O1 or 0139)

*Coronavirus infection, severe (e.g., SARS-CoV, MERS-
CoV)

Cryptosporidiosis (Cryptosporidium spp.)
Cyclosporiasis (Cyclospora spp.)
*Diphtheria (Corynebacterium diphtheriae)

Ehrlichiosis/Anaplasmosis  (Ehrlichia spp.,
phagocytophilum)

Anaplasma

Giardiasis (Giardia spp.)

Gonorrhea (Neisseria gonorrhoeae) - Include available
antimicrobial susceptibility findings in report.

*Haemophilus influenzae infection, invasive
Hantavirus pulmonary syndrome
*Hepatitis A

Hepatitis B (acute and chronic) - For All hepatitis B patients,
also report available results of serum alanine
aminotransferase (ALT) and all available results from the
hepatitis panel.
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Hepatitis C (acute and chronic) - For all patients with any
positive HCV test, also report all results of HCV viral load
tests, including undetectable viral loads and report available
results of serum alanine aminotransferase (ALT) and all
available results from the hepatitis panel.

Hepatitis, other acute viral - Any finding indicative of acute
infection with hepatitis D, E, or other cause of viral hepatitis.
For any reportable hepatitis finding, submit all available
results from the hepatitis panel.

Human immunodeficiency virus (HIV) infection - For HIV-
infected patients, report all results of CD4 and HIV viral load
tests, including undetectable viral loads. For HIV-infected
patients, report all HIV genetic nucleotide sequence data
associated with HIV drug resistance tests by electronic
submission. For children younger than three years of age,
report all tests regardless of the test findings (e.g., negative
or positive).

Influenza, confirmed - By culture, antigen detection by
direct fluorescent antibody (DFA), or nucleic acid detection.

Lead, blood levels - All lead results from tests of venous or
capillary blood performed by a laboratory certified by the
Centers for Medicare and Medicaid Services in accordance
with 42 USC § 263a, the Clinical Laboratory Improvement
Amendment of 1988 (CLIA-certified).

Legionellosis (Legionella spp.)
Leptospirosis (Leptospira interrogans)

Listeriosis (Listeria monocytogenes), invasive or if
associated with miscarriage or stillbirth from placental or
fetal tissue

Lyme disease (Borrelia spp.)
Malaria (Plasmodium spp.)
*Measles (Rubeola)

*Meningococcal disease (Neisseria meningitidis), invasive -
Include identification of gram-negative diplococci.

Mumps

*Mycobacterial diseases - (See 12VAC5-90-225 B) Report
any of the following:

1. Acid fast bacilli;
2. M. tuberculosis complex or any other mycobacteria;

3. Antimicrobial susceptibility results for M. tuberculosis
complex.

*Pertussis (Bordetella pertussis)
*Plague (Yersinia pestis)
*Poliovirus infection

*Psittacosis (Chlamydophila psittaci)

*Q fever (Coxiella burnetii)

*Rabies, human and animal

*Rubella

Salmonellosis (Salmonella spp.)

Shiga toxin-producing Escherichia coli infection
Shigellosis (Shigella spp.)

*Smallpox (Variola virus)

Spotted fever rickettsiosis (Rickettsia spp.)
Streptococcal disease, Group A, invasive or toxic shock

Streptococcus pneumoniae infection, invasive if younger
than five years of age

*Syphilis (Treponema pallidum)

Toxic substance-related illness - By blood or urine
laboratory findings above the normal range, including heavy
metals, pesticides, and industrial-type solvents and gases.
When applicable and available, report speciation of metals
when blood or urine levels are elevated in order to
differentiate the chemical species (elemental, organic, or
inorganic).

Trichinosis (Trichinellosis) (Trichinella spiralis)
Tuberculosis infection
*Tularemia (Francisella tularensis)

*Typhoid/Paratyphoid  infection (Salmonella  Typhi,
Salmonella Paratyphi A, Salmonella Paratyphi B,
Salmonella Paratyphi C)

*Vaccinia, disease or adverse event

Vancomycin-intermediate or vancomycin-resistant
Staphylococcus aureus infection - Include available
antimicrobial susceptibility findings in report.

*Vibriosis (Vibrio spp., Photobacterium damselae,
Grimontia hollisae), other than toxigenic Vibrio cholera O1
or 0139, which are reportable as cholera

*Viral hemorrhagic fever
*Yellow fever
Yersiniosis (Yersinia spp.)

C. Reportable diseases requiring rapid communication.
Certain of the diseases in the list of reportable diseases because
of their extremely contagious nature, potential for greater
harm, or availability of a specific intervention that must be
administered in a timely manner require immediate
identification and control. Reporting of persons confirmed or
suspected of having these diseases, listed in this subsection,
shall be made immediately by the most rapid means available,
preferably by telephone to the local health department. (These
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same diseases are also identified by an asterisk (*) in D. Submission of initial isolate or other specimen for further
subsections A and B, where applicable, of this section.) public health testing. A laboratory identifying evidence of any

Anthrax (Bacillus anthracis)

Botulism (Clostridium botulinum)
Brucellosis (Brucella spp.)

Cholera (Vibrio cholerae O1 or 0139)
Coronavirus infection, severe

Diphtheria (Corynebacterium diphtheriae)

Disease caused by an agent that may have been used as a
weapon

Haemophilus influenzae infection, invasive
Hepatitis A

Influenza-associated deaths if younger than 18 years of age
Influenza A, novel virus

Measles (Rubeola virus)

Meningococcal disease (Neisseria meningitidis)
Outbreaks, all

Pertussis (Bordetella pertussis)

Plague (Yersinia pestis)

Poliovirus infection, including poliomyelitis
Psittacosis (Chlamydophila psittaci)

Q fever (Coxiella burnetii)

Rabies, human and animal

Rubella, including congenital rubella syndrome
Smallpox (Variola virus)

Syphilis, congenital, primary, and secondary (Treponema
pallidum)

Tuberculosis, active disease (Mycobacterium tuberculosis
complex)

Tularemia (Francisella tularensis)

Typhoid/Paratyphoid infection  (Salmonella  Typhi,
Salmonella Paratyphi (all types))

Unusual occurrence of disease of public health concern
Vaccinia, disease or adverse event

Vibriosis (Vibrio spp., Photobacterium damselae, Grimontia
hollisae), other than toxigenic Vibrio cholerae O1 or 0139,
which are reportable as cholera

Viral hemorrhagic fever

Yellow fever

of the conditions in this subsection shall notify the local health
department of the positive culture or other positive test result
within the timeframes specified in subsection B of this section
and submit the initial isolate (preferred) or other initial
specimen to the Division of Consolidated Laboratory Services
or other public health laboratory where specified in this
subsection within seven days of identification. All specimens
must be identified with the patient and physician information
required in 12VAC5-90-90 B.

Anthrax (Bacillus anthracis)

Botulism (Clostridium botulinum)

Brucellosis (Brucella sp.)

Candida auris

Candida haemulonii

Carbapenem-resistant Enterobacteriaceae
Carbapenem-resistant Pseudomonas aeruginosa
Cholera (Vibrio cholerae O1 or 0139)

Coronavirus infection, severe (e.g., SARS-CoV, MERS-
CoV)

Diphtheria (Corynebacterium diphtheriae)
Haemophilus influenzae infection, invasive
Influenza, unsubtypeable

Listeriosis (Listeria monocytogenes)
Meningococcal disease (Neisseria meningitidis)
Plague (Yersinia pestis)

Poliovirus infection

Q fever (Coxiella burnetii)

Salmonellosis (Salmonella spp.)

Shiga toxin-producing E. coli infection (Laboratories that
identify a Shiga toxin but do not perform simultaneous
culture for Shiga toxin-producing E. coli should forward all
positive stool specimens or positive enrichment broths to the
Division of Consolidated Laboratory Services for
confirmation and further characterization.)

Shigellosis (Shigella spp.)
Streptococcal disease, Group A, invasive

Tuberculosis (A laboratory identifying Mycobacterium
tuberculosis complex (see 12VAC5-90-225) shall submit a
representative and viable sample of the initial culture to the
Division of Consolidated Laboratory Services or other
laboratory designated by the board to receive such
specimen.)
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Tularemia (Francisella tularensis)

Typhoid/Paratyphoid  infection
Salmonella Paratyphi (all types))

(Salmonella  Typhi,

Vancomycin-intermediate or
Staphylococcus aureus infection

vancomycin-resistant

Vibriosis (Vibrio spp., Photobacterium damselae, Grimontia
hollisae)

Yersiniosis (Yersinia spp.)
Other diseases as may be requested by the health department.

E. Neonatal abstinence syndrome. Neonatal abstinence
syndrome shall be reported by physicians and directors of
medical care facilities when a newborn has been diagnosed
with neonatal abstinence syndrome, a condition characterized
by clinical signs of withdrawal from exposure to prescribed or
illicit drugs. Reports shall be submitted within one month of
diagnosis by entering the information into the Department of
Health's online Confidential Morbidity Report portal
(http://www.vdh.virginia.gov/clinicians).

F. Outbreaks. The occurrence of outbreaks or clusters of any
illness that may represent a group expression of an illness that
may be of public health concern shall be reported to the local
health department immediately by the most rapid means
available, preferably by telephone.

G. Toxic substance-related illnesses. All toxic substance-
related illnesses, including pesticide and heavy metal
poisoning or illness resulting from exposure to an occupational
dust or fiber or radioactive substance, shall be reported.

If such illness is verified or suspected and presents an
emergency or a serious threat to public health or safety, the
report of such illness shall be made immediately by the most
rapid means available, preferably by telephone.

H. Unusual occurrence of disease of public health concern.
Unusual or emerging conditions of public health concern shall
be reported to the local health department immediately by the
most rapid means available, preferably by telephone. In
addition, the commissioner or the commissioner's designee
may establish surveillance systems for diseases or conditions
that are not on the list of reportable diseases. Such surveillance
may be established to identify cases (delineate the magnitude
of the situation), to identify the mode of transmission and risk
factors for the disease, and to identify and implement
appropriate action to protect public health. Any person
reporting information at the request of the department for
special surveillance or other epidemiological studies shall be
immune from liability as provided by § 32.1-38 of the Code of
Virginia.

|. COVID-19 (SARS-CoV-2). COVID-19 shall be reported
by physicians and directors of medical care facilities when a
person who is infected with or who is suspected of having
COVID-19 is treated or examined, hospitalized, or admitted

into the intensive care unit. Physicians and directors of medical
care facilities shall report that person's name, telephone
number, email address, address, age, date of birth, race,
ethnicity, sex, and pregnancy status; name of disease
diagnosed or suspected; the medical record number (if
applicable); the date of onset of illness; available laboratory
tests and results; and the name, address, and telephone number
of the physician and medical facility where the examination
was made. Case reports shall be submitted immediately or
within 24 hours by entering the information into the
Department of Health online Confidential Morbidity Report
portal at http://www.vdh.virginia.gov/clinicians _or _via
electronic case reporting
(https://www.vdh.virginia.gov/meaningful-use/meaningful-
use-submissions-of-electronic-case-reports/).

Positive SARS-CoV-2 tests shall be reported by directors of
laboratories, including other entities that hold Clinical
Laboratory Improvement Amendments Certificates of Waiver.
Each report shall give the source of the specimen and the
laboratory method and result; the name, telephone number,
email address, address, age, date of birth, race, ethnicity, sex,
and pregnancy status (if known) of the person from whom the
specimen was obtained; and the name, address, and telephone
number of the physician at whose request and medical facility
at which the examination was made. Reports shall be submitted
immediately or within 24 hours to the department. Reports
shall be made by entering information into the department's

available portal for laboratory reporting at
http://www.vdh.virginia.gov/clinicians _or _via _electronic
laboratory reporting at

http://www.vdh.virginia.gov/meaningful-
use/submissionofreportablelabresults.

12VAC5-90-90. Those required to report.

A. Physicians. Each physician who treats or examines any
person who is suffering from or who is suspected of having a
reportable disease or condition shall report that person's name,
address, age, date of birth, race, sex, and pregnancy status for
females; name of disease diagnosed or suspected; the date of
onset of illness; available laboratory tests and results; and the
name, address, and telephone number of the physician and
medical facility where the examination was made, except that
influenza should be reported by number of cases only (and type
of influenza, if available). Reports are to be made to the local
health department serving the jurisdiction where the physician
practices. A physician may designate someone to report on his
behalf, but the physician remains responsible for ensuring that
the appropriate report is made. Any physician, designee, or
organization making such report as authorized herein shall be
immune from liability as provided by § 32.1-38 of the Code of
Virginia.

Such reports shall be made on a Form Epi-1, a computer
generated printout containing the data items requested on Form
Epi-1, or a CDC or VDH surveillance form that provides the
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same information and shall be made within three days of the
suspicion or confirmation of disease except that those
identified in 12VAC5-90-80 C shall be reported immediately
by the most rapid means available, preferably by telephone, to
the local health department serving the jurisdiction in which
the facility is located. Reporting may be done by means of
secure electronic transmission upon agreement of the
physician and the department.

Additional elements are required to be reported for
individuals with confirmed or suspected active tuberculosis
disease. Refer to Part X (12VAC5-90-225 et seq.) for details
on these requirements.

B. Directors of laboratories. Laboratory directors shall report
any laboratory examination of any clinical specimen, whether
performed in-house or referred to an out-of-state laboratory,
which vyields evidence, by the laboratory methed(s) method
indicated or any other confirmatory test, of a disease listed in
12VAC5-90-80 B.

Each report shall give the source of the specimen and the
laboratory method and result; the name, address, age, date of
birth, race, sex, and pregnancy status for females (if known) of
the person from whom the specimen was obtained; and the
name, address, and telephone number of the physician at whose
request and medical facility at which the examination was
made. When the influenza virus is isolated, the type should be
reported, if available. Reports shall be made within three days
of identification of evidence of disease, except that those
identified in 12VAC5-90-80 C shall be reported immediately
by the most rapid means available, preferably by telephone, to
the local health department serving the jurisdiction in which
the laboratory is located. Reports shall be made on Form Epi-
1 or on the laboratory's own form if it includes the required
information. Computer generated reports containing the
required information may be submitted. Reporting may be
done by means of secure electronic transmission upon
agreement of the laboratory director and the department.
Reports of HIV genetic nucleotide sequence data associated
with HIV drug resistance tests must be submitted
electronically. Any person making such report as authorized
herein shall be immune from liability as provided by § 32.1-38
of the Code of Virginia.

A laboratory identifying evidence of any of the following
conditions shall notify the local health department of the
positive culture or other positive test result within the
timeframes specified in 12VAC5-90-80 and submit the initial
isolate or other initial specimen to the Division of Consolidated
Laboratory Services within seven days of identification. All
specimens must be identified with the patient and physician
information required in this subsection.

Anthrax
Botulism

Brucellosis

Cholera
Diphtheria

E. coli infection, Shiga toxin-producing. (Laboratories that
use a Shiga toxin EIA methodology but do not perform
simultaneous culture for Shiga toxin-producing E. coli
should forward all positive stool specimens or positive
enrichment broths to the Division of Consolidated
Laboratory Services for confirmation and further
characterization.)

Haemophilus influenzae infection, invasive
Influenza A, novel virus

Listeriosis

Meningococcal disease

Pertussis

Plague

Poliovirus infection

Q fever

Salmonellosis

Shigellosis

Streptococcal disease, Group A, invasive

Tuberculosis (A laboratory identifying Mycobacterium
tuberculosis complex (see 12VAC5-90-225) shall submit a
representative and viable sample of the initial culture to the
Division of Consolidated Laboratory Services or other
laboratory designated by the board to receive such
specimen.)

Tularemia
Typhoid/Paratyphoid fever

Vancomycin-intermediate or
Staphylococcus aureus infection

vancomycin-resistant

Vibrio infection, including infections due to Photobacterium
damselae and Grimontia hollisae

Yersiniosis
Other diseases as may be requested by the health department

When a clinical specimen yields evidence indicating the
presence of a select agent or toxin as defined by federal
regulations in 42 CFR Part 73, the person in charge of the
laboratory shall contact the Division of Consolidated
Laboratory Services and arrange to forward an isolate for
confirmation. If a select agent or toxin has been confirmed in
a clinical specimen, the laboratory director shall consult with
Division of Consolidated Laboratory Services or CDC
regarding isolate transport or destruction.
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Laboratories operating within a medical care facility shall be
considered to be in compliance with the requirement to notify
the local health department when the director of that medical
care facility assumes the reporting responsibility; however,
laboratories are still required to submit isolates to the Division
of Consolidated Laboratory Services or other designated
laboratory as noted in this subsection.

C. Persons in charge of a medical care facility. Any person in
charge of a medical care facility shall make a report to the local
health department serving the jurisdiction where the facility is
located of the occurrence in or admission to the facility of a
patient with a reportable disease listed in 12VAC5-90-80 A
unless he has evidence that the occurrence has been reported
by a physician. Any person making such report as authorized
herein shall be immune from liability as provided by § 32.1-38
of the Code of Virginia. The requirement to report shall include
all inpatient, outpatient, and emergency care departments
within the medical care facility. Such report shall contain the
patient's name, address, age, date of birth, race, sex, and
pregnancy status for females; name of disease being reported;
available laboratory tests and results; the date of admission;
hospitalchart medical record number; date expired (when
applicable); and attending physician. Influenza should be
reported by number of cases only (and type of influenza, if
available). Reports shall be made within three days of the
suspicion or confirmation of disease except that those
identified in 12VAC5-90-80 C shall be reported immediately
by the most rapid means available, preferably by telephone, to
the local health department serving the jurisdiction in which
the facility is located. Reports shall be made on Form Epi-1, a
computer generated printout containing the data items
requested on Form Epi-1, or a CDC or VDH surveillance form
that provides the same information. Reporting may be done by
means of secure electronic transmission upon agreement of the
medical care facility and the department.

A person in charge of a medical care facility may assume the
reporting responsibility on behalf of the director of the
laboratory operating within the facility.

D. Persons in charge of a residential or day program, service,
or facility licensed or operated by any agency of the
Commonwealth, or a school, child care center, or summer
camp. Any person in charge of a residential or day program,
service, or facility licensed or operated by any agency of the
Commonwealth, or a school, child care center, or summer
camp as defined in § 35.1-1 of the Code of Virginia shall report
immediately to the local health department the presence or
suspected presence in his program, service, facility, school,
child care center, or summer camp of persons who have
common symptoms suggesting an outbreak situation. Such
persons may report additional information, including
identifying and contact information for individuals with
communicable diseases of public health concern or individuals
who are involved in outbreaks that occur in their facilities, as
necessary to facilitate public health investigation and disease

control. Any person so reporting shall be immune from liability
as provided by § 32.1-38 of the Code of Virginia.

E. Local health directors. The local health director shall
forward any report of a disease or report of evidence of a
disease which has been made on a resident of his jurisdiction
to the Office of Epidemiology within three days of receipt. This
report shall be submitted immediately by the most rapid means
available if the disease is one requiring rapid communication,
as required in 12VAC5-90-80 C. All such rapid reporting shall
be confirmed in writing and submitted to the Office of
Epidemiology, by either a paper report or entry into a shared
secure electronic disease surveillance system, within three
days. Furthermore, the local health director shall immediately
forward to the appropriate local health director any disease
reports on individuals residing in the latter's jurisdiction or to
the Office of Epidemiology on individuals residing outside
Virginia. The Office of Epidemiology shall be responsible for
notifying other state health departments of reported illnesses in
their residents and for notifying CDC as necessary and
appropriate.

F. Persons in charge of hospitals, nursing facilities or nursing
homes, assisted living facilities, and correctional facilities. In
accordance with § 32.1-37.1 of the Code of Virginia, any
person in charge of a hospital, nursing facility or nursing home,
assisted living facility, or correctional facility shall, at the time
of transferring custody of any dead body to any person
practicing funeral services, notify the person practicing funeral
services or his agent if the dead person was known to have had,
immediately prior to death, an infectious disease which may be
transmitted through exposure to any bodily fluids. These
include any of the following infectious diseases:

Coronavirus, severe

Creutzfeldt-Jakob disease

Human immunodeficiency virus infection
Hepatitis B

Hepatitis C

Rabies

Smallpox

Syphilis, infectious

Tuberculosis, active disease

Vaccinia, disease or adverse event

Viral hemorrhagic fever

G. Employees, conditional employees, and persons in charge
of food establishments. 12VAC5-421-80 of the Food
Regulations requires a food employee or conditional employee
to notify the person in charge of the food establishment when
diagnosed with certain diseases that are transmissible through
food and requires the person in charge of the food
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establishment to notify the regulatory authority. Refer to
12VAC5-421-80 for further guidance and clarification
regarding these reporting requirements.

VAR. Doc. No. R21-6359; Filed January 5, 2022, 11:17 a.m.

DEPARTMENT OF MEDICAL ASSISTANCE
SERVICES

Fast-Track Regulation

Titles of Regulations: 12VAC30-10. State Plan under Title
XIX of the Social Security Act Medical Assistance
Program; General Provisions (amending 12VAC30-10-10,
12VAC30-10-410; repealing 12VAC30-10-20).

12VAC30-20. Administration of Medical Assistance
Services (amending 12VAC30-20-205, 12VVAC30-20-210).

12VAC30-30. Groups Covered and Agencies Responsible
for Eligibility Determination (amending 12VAC30-30-10).

12VAC30-40. Eligibility Conditions and Requirements
(adding 12VAC30-40-348).

Statutory Authority: § 32.1-325 of the Code of Virginia; 42
USC § 1396 et seq.

Public Hearing Information: No public hearing is currently
scheduled.

Public Comment Deadline: March 2, 2022.
Effective Date: March 17, 2022.

Agency Contact: Emily McClellan, Regulatory Supervisor,
Policy Division, Department of Medical Assistance Services,
600 East Broad Street, Suite 1300, Richmond, VA 23219,
telephone (804) 371-4300, FAX (804) 786-1680, or email
emily.mcclellan@dmas.virginia.gov.

Basis: Section 32.1-325 of the Code of Virginia authorizes the
Board of Medical Assistance Services to administer and amend
the State Plan for Medical Assistance and to promulgate
regulations. Section 32.1-324 of the Code of Virginia
authorizes the Director of the Department of Medical
Assistance Services (DMAS) to administer and amend the
State Plan for Medical Assistance and to promulgate
regulations according to the board's requirements. The
Medicaid authority, as established by § 1902(a) of the Social
Security Act (42 USC § 1396a), provides governing authority
for payments for services.

Purpose: This regulation is essential to protect the health,
safety, and welfare of citizens in that it implements the General
Assembly mandate to expand Medicaid coverage to new
populations.

Rationale for Using Fast-Track Rulemaking Process: This
regulatory package is expected to be noncontroversial because
it describes changes that were approved by the Centers for
Medicare and Medicaid Services (CMS) that went into effect
on January 1, 2019. As of August 23, 2019, over 312,000
individuals had enrolled in Medicaid expansion, and no formal
or informal complaints or comments had been received about

these changes from any Medicaid member, Medicaid provider,
or member of the public.

Substance: This regulatory action seeks to combine several of
the expansion-related state plan amendments that were
required by CMS into one regulatory package. The changes
related to the expansion of Medicaid to the adult group are
contained in 12VAC30-30-10. These changes amend
mandatory eligibility categories to include adults with incomes
below 138% of the federal poverty level.

The changes related to the Health Insurance Premium Payment
(HIPP) and HIPP for Kids programs are in 12VAC30-20-205
and 12VAC30-20-210. The changes related to the HIPP
program in 12VAC30-20-210 include (i) adding text related to
the cost-effectiveness methodology; (ii) clarifying recipient
eligibility criteria, application criteria, effective dates,
termination dates, and rules for non-Medicaid eligible family
members; and (iii) adding text relating to the cost-sharing wrap
and provider participation and enrollment. The changes to the
HIPP for Kids program in 12VAC30-20-2015 include adding
text related to (i) the cost-effectiveness methodology, (ii) the
cost-sharing wrap, and (iii) provider participation or
enrollment. These changes update both the HIPP and the HIPP
for Kids programs to meet CMS requirements.

The changes related to the federal medical assistance
percentage are in a new section, 12VAC30-40-348. This
section describes the methodology used by DMAS to
determine the increased federal medical assistance percentage
(FMAP) rates associated with new enrollees in the expansion
population.

The changes related to the change from an assessment state to
a determination state are in 12VAC30-10-10, 12VAC30-10-
20, and 12VAC30-10-410. These changes delegate DMAS
authority to make eligibility determinations to the federally
facilitated marketplace. (Under an assessment state, these
eligibility determinations came to DMAS for verification; that
will no longer be the case.) In addition, the changes delegate
eligibility hearings that arise out of marketplace
determinations to the U.S. Department of Health and Human
Services appeals entity.

The emergency regulation included changes related to the
expedited enrollment of Supplemental Nutrition Assistance
Program (SNAP) recipients on a one-time basis for purposes
of increasing enrollment in Medicaid expansion. This one-time
enrollment has already occurred and will not occur again in the
future without additional approval from CMS. Therefore, the
text relating to the use of SNAP income was not included in
this action replacing the emergency regulation with permanent
regulations.

Issues: The primary advantage of this regulatory action to the
public and the Commonwealth is that additional individuals
will have access to comprehensive health insurance, which
should help improve health measures and outcomes across the
Commonwealth. There are no disadvantages to the agency or
the public.
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Department of Planning and Budget's Economic Impact
Analysis:

Summary of the Proposed Amendments to Regulation. The
director of the Department of Medical Assistance Services
(DMAS), on behalf of the Board of Medical Assistance
Services, proposes to promulgate a permanent regulation to
replace an emergency regulation that went into effect on
September 19, 2019. As with the emergency regulation, the
permanent regulation would incorporate the changes that were
made to the Virginia State Plan in order to implement the
Medicaid expansion that became effective on January 1, 2019.

Background. The proposed regulation is part of the overall
implementation process for Medicaid expansion in accordance
with several legislative mandates: the 2018 Acts of Assembly,
Chapter 2, Item 303.SS.4(a)(1); the 2019 Acts of Assembly,
Chapter 854, Item 303.SS.4(a)(1); the 2020 Acts of Assembly,
Chapter 1289, Item 313.QQ.3(a)(1); and the 2021 Special
Session 1 Acts of Assembly, Chapter 552, Item
313.QQ.3(a)(1). These mandates direct DMAS to "amend the
State Plan for Medical Assistance under Title XIX of the Social
Security Act, and any waivers thereof, to implement coverage
for newly eligible individuals pursuant to 42 U.S.C.
8 1396d(y)(1)[2010] of the Patient Protection and Affordable
Care Act."”

The State Plan Amendments have already been made and
approved by the federal Centers for Medicare and Medicaid
Services, and emergency regulations were subsequently
adopted. This action permanently replaces several key
elements of the regulation that effectuated the expansion. More
specifically, the regulatory provisions being permanently
adopted by this action include: incorporation of the new adult
eligibility group as a group eligible for Medicaid coverage;
incorporation of expansion-related changes to the federal
medical assistance percentage; incorporation of the federal
medical assistance percentage for expenditures associated with
new enrollees; and clarification of the language for the Health
Insurance Premium Payment (HIPP) program and the HIPP for
Kids program.

Estimated Benefits and Costs. According to DMAS, the
primary effect of the proposed changes would be consistency
between the Medicaid State Plan and the Virginia
Administrative Code (VAC). It has long been a practice to
amend the regulation to mirror the changes that were
previously made to the Medicaid State Plan. In that sense, this
regulatory action is a housekeeping measure. Under the
General Assembly's multiple directives stated above, the
expansion of Medicaid coverage to indigent adults addressed
in this regulation has already been in effect for more than two
years.

As explained in the economic impact analysis for a separate
regulatory action,® the Medicaid expansion is completely
funded by the provider coverage assessment and the payment
rate assessment (both of which are non-state funding sources),
plus the corresponding federal match. These funding sources

made the coverage of indigent adults possible. According to
DMAS, there are 400,000 Virginians estimated to be eligible
under Medicaid expansion. More than 327,000 members are
enrolled in expansion as of November 1, 2019, and more than
375,000 members have been enrolled at some point since the
beginning of the Medicaid expansion.

Although permanently amending the Virginia Administrative
Code to reflect what has already been implemented will not
create any immediate economic impact, the practice still has
value. The legislation has addressed important aspects of
expansion in a piecemeal fashion. And though the State Plan
stitched these directives together, its purpose is to provide a
basis for federal authority. In contrast, the VAC is the basis for
the state authority. To the extent that the proposed amendments
help serve as a comprehensive repository for the General
Assembly's multiple directives regarding expansion, the
proposal should benefit Medicaid providers, recipients, and the
public in general.

Businesses and Other Entities Affected. The proposed
amendments should benefit Medicaid providers, recipients,
and the public in general in terms of providing a
comprehensive and permanent source for the rules governing
expansion population as envisioned by the General Assembly.
No adverse economic impact? on any entity is indicated.

Small Businesses® Affected. The proposed amendments do not
adversely affect small businesses.

Localities* Affected.> The proposed amendments do not
introduce costs for local governments.

Projected Impact on Employment. The proposed amendments
do not affect total employment.

Effects on the Use and Value of Private Property. No effects
on the use and value of private property or real estate
development costs is expected.

https://townhall.virginia.gov/L/GetFile.cfm?File=64\5100\8442\EIA_DMAS
8442 v1.pdf

2Adverse impact is indicated if there is any increase in net cost or reduction in
net revenue for any entity, even if the benefits exceed the costs for all entities
combined.

3Pursuant to § 2.2-4007.04 of the Code of Virginia, small business is defined
as "a business entity, including its affiliates, that (i) is independently owned
and operated and (ii) employs fewer than 500 full-time employees or has gross
annual sales of less than $6 million."

4"Locality" can refer to either local governments or the locations in the
Commonwealth where the activities relevant to the regulatory change are most
likely to occur.

5§ 2.2-4007.04 defines “particularly affected" as bearing disproportionate
material impact.
Agency's Response to Economic Impact Analysis: The agency
has reviewed the economic impact analysis prepared by the
Department of Planning and Budget and raises no issues with
this analysis.
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Summary:

Chapter 2, Item 303 SS 4 a of the 2018 Acts of Assembly
directs the Department of Medical Assistance Services
(DMAS) to "...amend the State Plan for Medical Assistance
... to implement coverage for newly eligible individuals..."

The amendments incorporate changes made to the State
Plan for Medical Assistance to implement Medicaid
expansion, including (i) establishing the adult eligibility
group as a group eligible for Medicaid coverage, (ii)
updating the Health Insurance Premium Payment (HIPP)
program and HIPP for Kids program, (iii) making
expansion-related changes to the federal medical assistance
percentage, and (iv) updating the federal medical assistance
percentage for expenditures associated with new enrollees.

12VAC30-10-10. Designation and authority.

A. The Department of Medical Assistance Services (DMAS)
is the single state agency designated to administer or supervise
the administration of the Medicaid program under Title XIX of
the Social Security Act. (All references in this plan to "the
Medicaid agency" mean the agency named in this subsection.)

12VAC30-20-10 is a certification signed by the State
Attorney General identifying the single state agency and citing
the legal authority under which it administers or supervises
administration of the program.

B. The entire plan under Title XIX is administered or
supervised by the state agency named in subsection A of this
section.

C. No waivers of the single state agency requirements have
ever been granted.

a e.' ade b? a8 agencyoragencies specified-in12YAC30 39.
0T ereis4 “'F'tlte. ragreeme tbetlwee 8 age |ey||_a ec-in
j I ifi i 0
determinatio 'SI Iﬁe_ speelllm gleupls.eeuenled under this-plas I.I e
ibiliti jes: Eligibility determinations
(including any delegations).

1. The entities that conduct determinations of eligibility for
families, adults, and individuals younger than 21 years of
age are DMAS, the single state agency under Title 1V-A
(TANF), and the Exchange, which is a government agency

b. There is a written agreement between DMAS, the
Exchange, and the single state agency under Title IV-A.
The Exchange and the single state agency under Title 1V-
A have been delegated authority to determine eligibility
for Medicaid eligibility in compliance with 42 CFR
431.10(d).

c. DMAS does not delegate authority to make eligibility
determinations to entities other than government entities
that maintain personnel standards on a merit basis.

d. The delegated entity is capable of performing the
delegated functions.

E. All other provisions of this plan are administered by the
Medicaid agency except for those functions for which final
authority has been granted to a Professional Standards Review
Organization under Title XI of the Act.

F. All other requirements of 42 CFR 431.10 are met.
: N : mini ion.

12VAC30-10-20.
(Repealed.)

12VAC30-10-410. Hearings for applicants and recipients.

A. The Medicaid agency has a system of hearings that meets
all the requirements of 42 CFR 431, Subpart E.

JGI. toFFRH a“? |9| GQuFEIGQEI under §F1925.|.SI all bFe eIIeetl_ue
i - The Medicaid agency is
responsible for all Medicaid fair hearings.

established under § 1311(b)(1) or 1321(c)(1) of the Patient
Protection and Affordable Care Act (42 USC § 18001).

2. The entities that conduct determinations of eligibility

B. The entities that conduct fair hearings with respect to
eligibility based on applicable modified adjusted gross income
(MAGI) are the Department of Medical Assistance Services

based on age, blindness, and disability are DMAS and the

(DMAS) and the Health and Human Services appeals entity

single state agency under Title IV-A (TANF).

3. DMAS makes the following assurances with regard to

within the Exchange.

C. The Commonwealth assures the following with respect to

eligibility determinations:

a. DMAS is responsible for all Medicaid eligibility
determinations.

delegations of authority to conduct fair hearings regarding
eligibility based on MAGI:
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1. There is a written agreement between DMAS and the
Exchange appeals entity that has been delegated authority to
conduct Medicaid fair hearings in compliance with 42 CFR

431.10(d).

2. When authority is delegated to the Exchange appeals
entity, individuals who have requested a fair hearing are
given the option to have their hearing conducted instead by
DMAS.

3. DMAS does not delegate authority to conduct fair
hearings to entities other than government agencies that
maintain personnel standards on a merit basis.

4. The delegated entity is capable of performing the
delegated function.

D. All fair hearings not related to an eligibility determination

health savings account (as defined under § 223(d) of the
Internal Revenue Code of 1986).

"HIPP" means the Health Insurance Premium Payment
Program administered by DMAS consistent with § 1906 of the
Aet Social Security Act (42 USC 8 301 et seq.) (the Act).

"HIPP for Kids" means the Health Insurance Premium
Payment Program administered by DMAS consistent with
§ 1906A of the Act.

"Member" means a person who is eligible for Medicaid as
determined by DMAS; or a DMAS designated agent, ef
including the Department of Social Services.

"Network provider" means a provider who is enrolled with a
DMAS contracted managed care organization (MCOQO) as a
provider and meets the requirement for an expedited

based on MAGI are conducted at DMAS.

12VAC30-20-205. Health Insurance Premium Payment
{HRP) for Kids.
A. Definitions. The following words and terms when used in

this section shall have the following meanings unless the
context clearly indicates otherwise:

"Case" means all family members who are eligible for

coverage under the greup—health—plan qualified employer-
sponsored insurance plan and who are eligible for Medicaid.

"Code" means the Code of Virginia.

"DMAS" means the Department of Medical Assistance
Services consistent with Chapter 10 (8 32.1-323 et seq.) of
Title 32.1 of the Code of Virginia.

"DSS" means the Department of Social Services consistent
with Chapter 1 (8 63.2-100 et seq.) of Title 63.2 of the Code of
Virginia.

"Family member" means #adividuals an individual in the
household, who is not a parent and who are is related by blood,
marriage, e+ adoption, or legal custody.

"Group health plan" means a plan which meets § 5000(b)(1)
of the Internal Revenue Code of 1986 and includes
continuation coverage pursuant to Title XXII of the Public
Health Service Act (42 USC § 201 et seq.), § 4980B of the
Internal Revenue Code of 1986, or Title VI of the Employee
Retirement Income Security Act of 1974 (42 USC § 200l et
seq.). Section 5000(b)(1) of the Internal Revenue Code
provides that a group health plan is a plan, including a self-
insured plan, of, or contributed to by, an employer (including
a_self-insured person) or employee association to provide
health care (directly or otherwise) to the employees, former
employees, or the families of such employees or former
employees, or the employer.

"High deductible health plan" means a plan as defined in
8 223(c)(2) of the Internal Revenue Code of 1986, without
regard to whether the plan is purchased in conjunction with a

enrollment as a fee-for-service (FFS) Medicaid provider for
payment and billing purposes.

"Parent" means the biological or adoptive parent erparents,
or the biological or adoptive parent and the stepparent, living
in the home with the Medicaid-eligible child. The health
insurance policyholder shall be a parent as defined herein in
this section.

"Payee" means the insured employee who is the policy holder
of the qualified employer-sponsored insurance plan who is
paid the HIPP or HIPP for Kids premium and cost-sharing
reimbursement.

"Premium" means the fixed cost of participation in the greup
health—plan qualified employer-sponsored insurance plan,
which cost may be shared by the employer and employee or
paid in full by either party.

"Premium assistance subsidy" means the amount that DMAS
will pay of the employee's cost of participating in the qualified
employer-sponsored coverage insurance plan to cover the

Medicaid eligible member ermembers-underage younger than
19 years of age if DMAS determines it is cost effective to do

S0.

"Qualified employer-sponsored eewverage™ insurance" as
defined in § 2105(c)(10)(B) of the Social Security Act means
a group health plan or health insurance coverage offered
through an employer:

1. That qualifies as creditable coverage as a group health
plan under § 2701(c)(1) of the Public Health Service Act;

2. For which the employer contribution toward any premium
for such coverage is at least 40%; and

3. That is offered to all individuals in a manner that would
be considered a nondiscriminatory eligibility classification
for purposes of 1

8§ 105(h)(3)(A)(ii) of the Internal Revenue Code of 1986 {but
determined without regard to clause-{i)-of subparagraph-(B)
of such-paragraph) § 105(h)(3)(B)(i).
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"State Plan" means the State Plan for Medical Assistance for
the Commonwealth of Virginia.

B. Program purpose. The purpose of the HIPP for Kids
program shall be to:

1. Enroll members who are eligible for coverage under a
qualified employer-sponsored eoverage insurance plan.

2. Provide premium assistance subsidy for payment of the
employee share of the premiums and other cost-sharing
obligations for the Medicaid-eligible Medicaid-eligible child
under—age younger than 19 years of age. In addition, to
provide cost sharing for the child's neneligible parent who is
not Medicaid eligible for items and services covered under
the qualified employer-sponsored eeverage insurance that
are also covered services under the State Plan. There is no
cost sharing for parents for services not covered by the
qualified employer-sponsored eoverage insurance.

3. Treat coverage under such employergroup-health-plan

qualified employer-sponsored insurance plan as a third-party

third-party liability consistent with § 1902(a}25) 1906 of
the Social Security Act.

C. Cost effectiveness methodology.

1. DMAS shall evaluate the member to determine the
appropriate_managed care organization (MCO) capitation
rate to be used. The capitation rate will be determined based
on aid category, nursing facility or waiver eligibility, age,
gender, and region.

2. DMAS shall adjust the capitation rate to exclude Medicaid
services that are not available through commercial group
health insurance policies. This requires that the capitation
rate_be adjusted to exclude services, including nursing
facility and long-term services and supports provided in the
Commonwealth Coordinated Care (CCC) Plus program as
well as community mental health services and
nonemergency transportation services available in CCC Plus
and Medallion.

3. DMAS shall adjust the reduced capitation rate from
subdivision 2 of this subsection to reflect the higher prices
employer plans pay. The Virginia price factor shall be based
on the national factor of 1.3 that is published by the Centers
for Medicare and Medicaid Services.

4. The qualified employer-sponsored insurance plan cost for
the_member shall be increased to reflect the amount of
coinsurance and other member cost sharing typically
imposed on HIPP members and paid by DMAS. Such
amount shall be determined by averaging the aggregate
amount of such expenditures by DMAS in the most recently
completed fiscal year by the number of HIPP members
covered during the fiscal year.

5. The qualified employer-sponsored insurance plan cost
determined in subdivision 4 of this subsection shall be

increased to reflect the DMAS administrative expenses
directly related to the HIPP program. This additional cost is
determined based on the average total monthly
compensation paid to each HIPP analyst employed by
DMAS and divided by the anticipated caseload.

6. The cost effectiveness shall be affirmed if the adjusted
capitation rate from subdivision 3 of this subsection equals
or exceeds the adjusted qualified employer-sponsored
insurance plan cost from subdivision 5 of this subsection.

D. Member eligibility.

1. DMAS shall obtain specific information on qualified
employer-sponsored ceverage insurance available to the
members in the case including—but—rettimited—to; the
effective date of coverage, the services covered by the plan,
the deductibles and copayments required by the plan, and the
amount of the premium paid by the employer and employee.
Coverage that is not comprehensive shall be denied premium
assistance. A gqualified employer-sponsored insurance plan
must provide the following services in order to be considered
comprehensive:
a. Physician services;

b. Inpatient and outpatient hospitalization;
c. Outpatient labs, shots, and x-rays; and
d. Prescription drugs.

2. All Medicaid-eligible Medicaid-eligible family members
under-the—age—of younger than 19 years of age who are
eligible for coverage under the qualified employer-
sponsored eoverage insurance shall be eligible for
consideration for HIPP for Kids except the following:

1. a. The member who is Medicaid eligible due to
"spenddown"; or

2-b. The member who is currently enrolled in the qualified
employer-sponsored ceverage insurance and is only
retroactively eligible for Medicaid.

B- E. Application required. A completed HIPP for Kids
application must be submitted to DMAS to be evaluated for
program eligibility. The HIPP for Kids application consists of
the forms prescribed by DMAS and any necessary information
as required by the program to evaluate eligibility and determine
if the plan meets the criteria for qualified employer-sponsored

coverage insurance.

E: F. Exceptions. The term "qualified employer-sponsored
ceverage” insurance" does not include coverage consisting of:

1. Benefits provided under a health flexible spending
arrangement (as defined in § 106(c)(2) of the Internal
Revenue Code of 1986) er;

2. A high deductible health plan (as defined in § 223(c)(2)
of the Internal Revenue Code of 1986), without regard to
whether the plan is purchased in conjunction with a health
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savings account (as defined under § 223(d) of the Internal
Revenue Code of 1986)-; or

3. For self-employed individuals, qualified employer-
sponsored eeverage insurance obtained through self-
employment activities shall not meet the program
requirements unless the self-employment activities are the
family's primary source of income and the insurance meets
the requirements of the definition of qualified employer-
sponsored eceverage insurance in subsection A of this
section. Family for this purpose includes family by blood,
marriage, or adoption.

E- G. Payments. When DMAS determines that a qualified
employer-sponsored eeverage insurance plan is eligible and
other eligibility requirements have been met, DMAS shall
provide for the payment of premium assistance subsidy and
other cost-sharing obligations for items and services otherwise
covered under the State Plan, except for the nominal cost-
sharing amounts permitted under § 1916 of the Social Security
Act.

1. Effective date of premium assistance subsidy. Payment of
premium assistance subsidies and other cost-sharing

obligations shall become effective on thefirst-day-of-the

month—in—which—DMAS receives—a—complete—HIPP
apphication—or the first day of the month in following an
approved application for which qualified employer-

sponsored eeverage insurance becomes effective;whichever
is-tater. Payments shall be made to either-the-employer-the

insurance—company—or the individual who is carrying the

group-health-plan qualified employer-sponsored insurance
plan coverage.

2. Payments for deductibles, coinsurances, and other cost-
sharing obligations.

a. Medicaid eligible children underage younger than 19
years of age pursuant to § 1906A of the Act. The Medicaid
agency pays all premiums, deductibles, coinsurance, and
other cost-sharing obligations for items and services
covered under the State Plan, as specified in the qualified
employer-sponsored eeverage insurance, without regard
to limitations specified in § 1916 or § 1916A of the Act,
for eligible individuals underage younger than 19 years of

c. Reimbursement for cost sharing shall be processed on a
quarterly basis.
d. |Ineligible family members. When coverage for

Medicaid-eligible family members under—age younger

than 19 years of age is not possible unless amnehgmle a
parent who is not Medicaid eligible enrolls in qualified

employer-sponsored health insurance, the Medicaid
agency pays premiums enly for enrollment of the
ineligible parent who is not Medicaid eligible and—at-the
parent's-option; other family members who are eligible for
coverage under the qualified employer-sponsored
coverage insurance. In addition, the agency provides cost
sharing for the child's—ineligible parent who is not
Medicaid eligible for items and services covered under the
qualified employer-sponsored eoverage insurance that are
also covered services under the State Plan. There is no
cost-sharing cost sharing for inekigible parents who are not
Medicaid eligible for items and services not covered by
the qualified employer-sponsored eoverage insurance.

3. Documentation required for premium assistance subsidy
reimbursement. A persen payee to whom DMAS is paying a
qualified employer-sponsored coverage insurance premium
assistance subsidy shall, as a condition of receiving such
payment, provide documentation as prescribed by DMAS of
the payment of the employer—group-health-plan gualified
employer-sponsored insurance plan premium, as well as
payment of coinsurances, copayments, and deductibles for
services received.

H. Cost-sharing wrap.

1. Premium assistance enrollment will be voluntary.
Individuals enrolled in the Commonwealth's Health
Insurance Premium Payment (HIPP) program are afforded
the same member protections provided to all other Medicaid
enrollees. Cost sharing shall only be charged to Medicaid
members as permitted under 88 1916 and 1916A of the
Social Security Act. Cost sharing shall not exceed 5.0% of
household income.

2. The Commonwealth will provide a cost-sharing wrap to
any cost-sharing amounts of a Medicaid covered service that
exceeds the cost-sharing limits described in the State Plan,

age who have access to and elect to enroll in such
coverage. The eligible individual is entitled to services
covered by the State Plan that are not included in the
qualified employer-sponsored eoverage insurance.

b. In order to receive reimbursement, the individual shall
submit to DMAS an explanation of benefits or similar
documentation from the insurance company or doctor's
office showing the date of service (DOS), that the expense
is the responsibility of the member or parent, that the
expense was paid prior to the submission of the request,
and sufficient identification codes for the DOS to enable
DMAS to determine if the service is reimbursable before
applying the remaining cost sharing criteria.

regardless of whether individuals enrolled in a HIPP
program receive care from a Medicaid participating provider
or a nonparticipating provider.

3. To effectuate the cost-sharing wrap, the Commonwealth
will _encourage nonparticipating providers to enroll by
conducting targeted outreach to inform nonparticipating
Medicaid providers on how to enroll in Medicaid for the
purposes of receiving payment from the Commonwealth for
cost-sharing amounts that exceed the Medicaid permissible
limits.

4. The Commonwealth will inform members regarding
options available when the member obtains care from a
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nonparticipating _provider, including, as applicable,
reimbursement for out-of-pocket, cost-sharing costs from

this provider.

5. In order to receive reimbursement, the individual shall
submit to DMAS an explanation of benefits or similar
documentation from the insurance company or doctor's
office showing DOS, that the expense is the responsibility of
the member or parent, that the expense was paid prior to the
submission of the request, and sufficient identification codes
for the DOS to enable DMAS to determine if the service is
reimbursable before applying the remaining cost-sharing
criteria.

6. Reimbursement for cost-sharing shall be processed on a
quarterly basis.

G- 1. Program participation requirements. Participants must
comply with program requirements as prescribed by DMAS
for continued enrollment in HIPP for Kids. Failure to comply
with the following may result in termination from the program:

1. Submission of documentation of any changes to the
qualified employer-sponsored insurance plan, to include any
changes to the employee share of the premium expense,
within specthied—time—frame—in—accordance—with-DMAS
established-peolicy 10 days of receipt of notice of the change.

2. Report Any household changes in-the-gualified-employer-

sponsered-coverage, including income and individuals in the
household, must be reported within 10 days ef-thefamily's

receipt-of-notice of the change.

3. Completion of annual redetermination.

4. Completion of consent forms. Participants may be
required to complete a consent form to release information
necessary for HIPP for Kids participation and program
requirements as required by DMAS.

H. J. HIPP for Kids redetermination. DMAS shall
redetermine the eligibility of the qualified employer-sponsored
coverage insurance periodically, at least every 12 months.
DMAS shall also redetermine eligibility when changes occur
with the greup—health—plan gqualified employer-sponsored
insurance plan information that was used in determining HIPP
for Kids eligibility.

+ K. Program termination. Participation in the HIPP for Kids
program may be terminated for failure to comply or meet
program requirements. Termination will be effective the last
day of the month in which advance notice has been given
(consistent with federal regulations) requirements at 42 CFR

431.211).
1. Participation may be terminated for failure to meet

program requirements including—but—net-timited—te; the
following:

a. Failure to submit documentation of payment of
premiums;

b. Failure to provide information required for reevaluation
of the qualified employer-sponsored ceverage
{nencompliance) insurance;

c. Loss of Medicaid eligibility for all household members;

d. Medicaid household member no longer covered by the
qualified employer-sponsored eoverage insurance;

e. Medicaid-eligible child turns age 19 years of age; or
f. Employer-sponsored health plan no longer meets

qualified employer-sponsored coverage insurance
requirements.

2. Termination date of premiums. Payment of premium
assistance subsidy shall end on whichever of the following
occurs the earliest:
a. On the last day of the month in which eligibility for
Medicaid ends;
b. The last day of the month in which the member loses
eligibility for coverage in the greup-health-plan qualified
employer-sponsored insurance plan;
c. The last day of the month in which the child turns age
19 years of age;
d. The last day of the month in which adequate notice has
been given (consistent with federal requirements) at
42 CFR 431.211) that DMAS has determined that the
group-health-plan qualified employer-sponsored insurance
plan no longer meets program eligibility criteria; or
¢ e. The last day of the month in which adequate notice
has been given (consistent with federal requirements) at
42 CFR 431.211) that HIPP for Kids participation
requirements have not been met.

& L. Third-party liability. When members are enrolled in
qualified employer-sponsored eoverage-health insurance plans,
these plans shall become the first sources of health care
benefits, up to the limits of such plans, prior to the availability
of payment under Title XIX.

K= M. Appeal rights. Members Applicants and members shall
be given the opportunity to appeal adverse agency decisions
consistent with agency regulations for client appeals
E2fAC30-116) (12VAC30-110-10 through 12VAC30-110-

370).

£ N. Provider requirements. Providers shall be required to
accept the greater of the groeup—health gualified employer-
sponsored insurance plan's reimbursement rate or the Medicaid
rate as payment in full and shall be prohibited from charging
the member or the Medicaid program amounts that would
result in aggregate payments greater than the Medicaid rate as
required by 42 CFR 447.20.

O. Provider participation or enrollment. The Commonwealth
will enroll network providers as full Medicaid providers or
enroll as fee-for-service Medicaid providers solely for the
purpose of receiving cost sharing, similar to processes related
to enrolling Medicare-participating providers that serve dually
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eligible members. If the Commonwealth enrolls providers for
the sole purpose of being reimbursed for cost sharing, the
provider would make the decision to enroll knowing that the
provider network would be the same as for other enrollees of
the qualified employer-sponsored insurance plan. In either
scenario, the member would never pay more than the
permissible Medicaid copayment.

12VAC30-20-210. State method on cost effectiveness of
employer-based—group—health qualified _employer-

sponsored insurance plans.

A. Definitions. The following words and terms when used in

these—regulations this section shall have the following

meanings unless the context clearly indicates otherwise:

"Case" means all family members who are eligible for

coverage under the group—health-—plan qualified employer-

sponsored insurance plan and who are eligible for Medicaid.

"Code" means the Code of Virginia.

"Cost effective" and "cost effectiveness” mean the reduction
in Title XIX expenditures, which are likely to be greater than
the additional expenditures for premiums and cost-sharing
items required under § 1906 of the Social Security Act (the
Act), with respect to such enrollment.

"DMAS" means the Department of Medical Assistance
Services consistent with Chapter 10 (8 32.1-323 et seq.) of
Title 32.1 of the Code of Virginia.

"DSS" means the Department of Social Services consistent
with Chapter 1 (8 63.2-100 et seq.) of Title 63.2 of the Code of
Virginia.

"Family member" means individuals an individual in the
household, who is not a parent and who are is related by blood,
marriage, adoption, or legal custody.

group-health plan that-covers three or mored d""d.ua.ls Fa .”5
_ea_ltl_ lplall s-that eeule_l_tlueeF ell HoFe Ao I.,Ie_elleald e_IlgllaIe
substey-

"Group health plan" means a plan which that meets
§ 5000(b)(1) of the Internal Revenue Code of 1986, and
includes continuation coverage pursuant to Title XXII of the

Public Health Service Act, § 4980B of the Internal Revenue
Code of 1986, or Title VI of the Employee Retirement Income

Security Act of 1974. Section 5000(b)(1) of the Internal
Revenue Code provides that a group health plan is a plan,
including a self-insured plan, of, or contributed to by, an
employer (including a self-insured person) or employee
association to provide health care (directly or otherwise) to the
employees, former employees, or the families of such
employees or former employees, or the employer.

"High deductible health plan™ means a plan as defined in
§ 223(c)(2) of Internal Revenue Code of 1986, without regard
to whether the plan is purchased in conjunction with a health
savings account (as defined under § 223(d) of sueh-Code)} the
Internal Revenue Code of 1986).

"HIPP" means the Health Insurance Premium Payment
Program administered by DMAS consistent with § 1906 of the
Act.

"Member" means a person who is eligible for Medicaid as
determined by DMAS or a DMAS-designated agent, including
the Department of Social Services.

"Network provider" means a provider that is enrolled with a
DMAS contracted managed care organization (MCO) as a
provider and meets the requirement for an expedited
enrollment as a fee-for-service (FFS) Medicaid provider for
payment and billing purposes.

"Parent" means the biological or adoptive parent, or the
biological or adoptive parent and the stepparent, living in the
home with the Medicaid-eligible child. The health insurance
policyholder shall be a parent as defined in this section.

"Payee" means the insured employee who is the policy holder
of the qualified employer-sponsored insurance plan who is
paid the HIPP or HIPP for Kids premium and cost-sharing
reimbursement.

"Premium" means the fixed cost of participation in the group
health plan; such cost may be shared by the employer and
employee or paid in full by either party.

"Premium assistance subsidy" means the portion that DMAS

will pay of the employee'