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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
An agency wishing to adopt, amend, or repeal regulations must first
publish 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 proposal 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 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 (JCAR) 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 changes made to the proposed regulation 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.

The agency shall suspend the regulatory process for 30 days when it
receives requests from 25 or more individuals to solicit additional public
comment, 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 exemption from
certain provisions of the Administrative Process Act for agency
regulations deemed by the Governor to be noncontroversial. To use this
process, Governor's concurrence is required and advance notice must be
provided to certain legislative committees. Fast-track regulations will
become effective on the date noted in the regulatory action if no
objections to using the process are filed in accordance with § 2.2-4012.1.
EMERGENCY REGULATIONS
Pursuant to §2.2-4011 of the Code of Virginia, an agency, upon
consultation with the Attorney General, and at the discretion of the
Governor, may adopt emergency regulations that are necessitated by an
emergency situation. An agency may also adopt an emergency
regulation when Virginia statutory law or the appropriation act or federal
law or federal regulation requires that a regulation be effective in 280
days or less from its enactment. The emergency regulation becomes
operative upon its adoption and filing with the Registrar of Regulations,
unless a later date is specified. Emergency regulations are limited to no
more than 18 months in duration; however, may be extended for six
months under certain circumstances as provided for in § 2.2-4011 D.
Emergency regulations are published as soon as possible in the Register.
During the time the emergency status is in effect, the agency may
proceed with the adoption of permanent regulations through the usual
procedures. To begin promulgating the replacement regulation, the
agency must (i) file the Notice of Intended Regulatory Action with the
Registrar within 60 days of the effective date of the emergency
regulation and (ii) file the proposed regulation with the Registrar within
180 days of the effective date of the emergency regulation. 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
(8 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
(8 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;
James A. "Jay" Leftwich, Vice Chair; Ryan T. McDougle; Rita
Davis; Leslie L. Lilley; E.M. Miller, Jr.; Thomas M. Moncure, Jr.;
Christopher R. Nolen; Charles S. Sharp; Samuel T. Towell; Mark J.
Vucci.

Staff of the Virginia Register: Karen Perrine, 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).

April 2019 through April 2020

Volume: Issue Material Submitted By Noon*  Will Be Published On
35:17 March 27, 2019 April 15, 2019
35:18 April 10, 2019 April 29, 2019
35:19 April 24, 2019 May 13, 2019
35:20 May 8, 2019 May 27, 2019
35:21 May 22, 2019 June 10, 2019
35:22 June 5, 2019 June 24, 2019
35:23 June 19, 2019 July 8, 2019

35:24 July 3, 2019 July 22, 2019

35:25 July 17, 2019 August 5, 2019
35:26 July 31, 2019 August 19, 2019
36:1 August 14, 2019 September 2, 2019
36:2 August 28, 2019 September 16, 2019
36:3 September 11, 2019 September 30, 2019
36:4 September 25, 2019 October 14, 2019
36:5 October 9, 2019 October 28, 2019
36:6 October 23, 2019 November 11, 2019
36:7 November 6, 2019 November 25, 2019
36:8 November 18, 2019 (Monday)  December 9, 2019
36:9 December 4, 2019 December 23, 2019
36:10 December 18, 2019 January 6, 2020
36:11 January 1, 2020 January 20, 2020
36:12 January 15, 2020 February 3, 2020
36:13 January 29, 2020 February 17, 2020
36:14 February 12. 2020 March 2, 2020
36:15 February 26, 2020 March 16, 2020
36:16 March 11, 2020 March 30, 2020
36:17 March 25, 2020 April 13, 2020

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

TITLE 11. GAMING
CHARITABLE GAMING BOARD
Initial Agency Notice

Title of Regulation: 11VAC15-40. Charitable Gaming
Regulations.

Statutory Authority: § 18.2-340.15 of the Code of Virginia.

Name of Petitioner: Nathan A. Freels, Powerhouse Gaming.

Nature of Petitioner's Request: Petitioner requests that the
Charitable Gaming Board amend Charitable Gaming
Regulations to allow "for the calculation of Use of Proceeds
be adjusted such that electronic pulltabs are calculated as 2%
of the charitable gaming gross receipts specifically realized
from the use of electronic pulltabs."

Agency Plan for Disposition of Request: The Charitable
Gaming Board will consider this request at its next scheduled
meeting following the public comment period. This meeting
will occur on June 18, 2019.

Public Comment Deadline: April 7, 2019.

Agency Contact: Michael Menefee, Program Manager,
Charitable and Regulatory Programs, Department of
Agriculture and Consumer Services, 102 Governor Street,
Richmond, VA 23219, telephone (804) 786-3983, or email
michael.menefee@cdacs.virginia.gov.

VAR. Doc. No. R19-26; Filed February 18, 2019, 12:31 p.m.

* *

TITLE 18. PROFESSIONAL AND
OCCUPATIONAL LICENSING

BOARD OF AUDIOLOGY AND
SPEECH-LANGUAGE PATHOLOGY

Initial Agency Notice

Title of Requlation: 18VAC30-21. Regulations Governing
Audiology and Speech-Language Pathology.

Statutory Authority: § 54.1-2400 of the Code of Virginia.

Name of Petitioner: Catherine Satterfield.

Nature of Petitioner's Request: To recognize health care
organizations accredited by DNV-GL Healthcare for approval
of continuing education.

Agency Plan for Disposition of Request: The petition will be
published on March 18, 2019, 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 April 17, 2019. 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 public comment period, which will be on a date in July
yet to be determined.

Public Comment Deadline: April 17, 2019.

Agency Contact: Elaine J. Yeatts, Regulatory Coordinator,
Department of Health Professions, 9960 Mayland Drive,
Suite 300, Richmond, VA 23233, telephone (804) 367-4688,
or email elaine.yeatts@dhp.virginia.gov.

VA.R. Doc. No. R19-29; Filed February 26, 2019, 9:43 a.m.

BOARD OF NURSING
Initial Agency Notice

Title of Requlation: 18VAC90-19. Regulations Governing
the Practice of Nursing.

Statutory Authority: § 54.1-2400 of the Code of Virginia.
Name of Petitioner: Linda Thurby-Hay.

Nature of Petitioner's Request: To revise all regulations
relating to the registration and practice of clinical nurse
specialists.

Agency Plan for Disposition of Request: In accordance with
Virginia law, the petition will be published on March 18,
2019, 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
April 17, 2019. 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
public comment period, which is scheduled for May 21, 2019.

Public Comment Deadline: April 17, 2019.

Agency Contact: Elaine J. Yeatts, Regulatory Coordinator,
Department of Health Professions, 9960 Mayland Drive,
Suite 300, Richmond, VA 23233, telephone (804) 367-4688,
or email elaine.yeatts@dhp.virginia.gov.

VA.R. Doc. No. R19-28; Filed February 26, 2019, 4:15 p.m.

BOARD OF PHYSICAL THERAPY
Agency Decision

Title of Requlation: 18VAC112-20. Regulations Governing
the Practice of Physical Therapy.

Statutory Authority: 88 54.1-2400 and 54.1-3474 of the Code
of Virginia.

Name of Petitioner: Rosemarie Curley.

Nature of Petitioner's Request: To add the National Strength
and Conditioning Association (NSCA) to the list of
organizations approved as continuing education providers.
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Petitions for Rulemaking

Agency Decision: Request granted.

Statement of Reason for Decision: At the board meeting on
February 19, 2019, the board voted to refer the matter to the
Legislative/Regulatory Committee for further review and to
include the possible amendment in the Notice of Intended
Regulatory Action that will be published pursuant to a
periodic review of 18VAC112-20, Regulations Governing the
Practice of Physical Therapy.

Agency Contact: Elaine J. Yeatts, Regulatory Coordinator,
Department of Health Professions, 9960 Mayland Drive,
Suite 300, Richmond, VA 23233, telephone (804) 367-4688,
or email elaine.yeatts@dhp.virginia.gov.

VAR. Doc. No. R19-14; Filed February 20, 2019, 10:16 a.m.

* *

TITLE 24. TRANSPORTATION AND MOTOR
VEHICLES

COMMISSION ON THE VIRGINIA ALCOHOL
SAFETY ACTION PROGRAM

Initial Agency Notice

Title of Requlation: 24VAC35-60. Interlock

Regulations.
Statutory Authority: § 18.2-270.2 of the Code of Virginia.

Ignition

Name of Petitioner: Cynthia Ellen Hites.

Nature of Petitioner's Request: "I, Cynthia Ellen Hites, as a
citizen of the Commonwealth of Virginia, pursuant to § 2.2-
4007 of the Code of Virginia, do humbly submit this petition
for the following amendment of Virginia Administrative
Code 24VAC35-60-50. Currently, Virginia statute 24VAC35-
60-50 D, 9 reads: 'D. Service providers may charge offenders
for ignition interlock services at rates up to, but not to exceed,
the following:... 9. $50 for violation resets, when the violation
is determined to be the fault of the offender.' As the law
exists, in the event of 'mouth alcohol,' machine malfunction,
or one of the host of non-ethanol readings expected by
interlock companies for compounds in personal hygiene
products, ignition interlock providers can withhold citizens'
ability to utilize their personal vehicle until they provide the
interlock company $50. This is tantamount to extortion. Until
all evidence can be considered in a court of law, a violation
cannot be determined. Due to this fact, a violation reset fee
cannot be collected until a 'violation' can be determined by a
judge. | propose that 24VVAC35-60-50, within section D, #9,
which allows a $50 reset fee to be collected by ignition
interlock providers, be removed in its entirety. Currently,
ASAP case managers are precluded from considering or
accepting any evidence aside from the devices' failed
readings. Employing circular logic, Section IV of the VASAP
Process and Procedures Manual states: 'Under no
circumstances shall the ASAP accept any other means of

clearing a failing BAC registered on an interlock device other
than the device itself. This includes, but is not limited to
preliminary breath test machines, urine screens, etc...' When a
petition was filed in 2018 to allow case managers to consider
additional evidence when citing a violation, VASAP's
Richard Foy responded with the following statements: "The
petitioner is suggesting that ASAP case managers...accept and
consider additional evidence submitted by the client to
include such things as urine screens, blood tests, preliminary
breath tests, and police or other eyewitness testimony. All of
that is to be considered prior to determining whether an
ignition interlock violation occurred. Doing this would raise
some questions and concerns. That's something the court
would consider, and VASAP is not going to be comfortable
in considering those results because it tends to put us in a
judicial role. We believe any additional information...would
be best presented to the court in a non-compliance hearing...'
Ignition interlock machines use inherently non-ethanol
specific electrochemical fuel cell technology. This means an
ethanol violation may be suspected by a case manager, but all
evidence must be considered to determine an ethanol
violation, and only a judge can make that determination upon
preponderance of the evidence. Commissioners, please amend
this statute and remove #9 from 24VAC35-60-50, section D.
It's wholly unfair to charge Virginians a 'violation' reset fee
prior to conviction. Very Sincerely, Cynthia Hites."

Agency Plan for Disposition of Request: The Commission on
Virginia Alcohol Safety Action Program will consider this
petition at its quarterly meeting on September 13, 2019.

Public Comment Deadline: June 28, 2019.

Agency Contact: Richard Foy, Regulatory Coordinator,
Commission on the Virginia Alcohol Safety Action Program,
701 East Franklin Street, Suite 1110, Richmond, VA 23219,
telephone (804) 786-5895, or email rfoy@vasap.virginia.gov.

VAR. Doc. No. R19-27; Filed February 15, 2019, 11:59 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 4. CONSERVATION AND NATURAL
RESOURCES

MARINE RESOURCES COMMISSION

Final Regulation

REGISTRAR'S NOTICE: The Marine Resources
Commission is claiming an exemption from the
Administrative Process Act in accordance with § 2.2-4006 A
11 of the Code of Virginia; however, the commission is
required to publish the full text of final regulations.

Title of Regulation: 4VAC20-620. Pertaining to Summer
Flounder (amending 4VAC20-620-40).

Statutory Authority: § 28.2-201 of the Code of Virginia.
Effective Date: March 1, 2019.

Agency Contact: Jennifer Farmer, Regulatory Coordinator,
Marine Resources Commission, 2600 Washington Avenue,
3rd Floor, Newport News, VA 23607, telephone (757) 247-
2248 or email jennifer.farmer@mrc.virginia.gov.

Summary:

For summer flounder commercially harvested offshore
(federal waters) and landed in Virginia, the amendments
set the landing dates as March 1 through April 19 and the
possession and landing limits as 10,000 pounds.

4VAC20-620-40. Commercial
landing limitations.

vessel possession and

A. It shall be unlawful for any person harvesting summer
flounder outside of Virginia's waters to do any of the
following, except as described in subsections B, C, D, and E
of this section:

1. Possess aboard any vessel in Virginia waters any amount
of summer flounder in excess of 10% by weight of Atlantic
croaker or the combined landings, on board a vessel, of
black sea bass, scup, squid, scallops and Atlantic mackerel.

2. Possess aboard any vessel in Virginia waters any amount
of summer flounder in excess of 1,500 pounds landed in
combination with Atlantic croaker.

3. Fail to sell the vessel's entire harvest of all species at the
point of landing.

B. Nothing in this chapter shall preclude a vessel from
possessing any North Carolina or New Jersey vessel
possession limit of summer flounder in Virginia; however, no

vessel that possesses the North Carolina or New Jersey vessel
possession limit of summer flounder shall offload any amount
of that possession limit, except as described in subsection J of
this section.

C. From March 1 through April 38 19, it shall be unlawful
for any person harvesting summer flounder outside of
Virginia waters to do any of the following:

1. Possess aboard any vessel in Virginia waters any amount
of summer flounder in excess of the combined total of the
Virginia landing limit described in subdivision 2 of this
subsection and the amount of the legal North Carolina or
New Jersey landing limit or trip limit.

2. Land in Virginia more than a total of #5806 10,000
pounds of summer flounder.

3. Land in Virginia any amount of summer flounder more
than once in any consecutive five-day period.

D. From October 16 through December 31, it shall be
unlawful for any person harvesting summer flounder outside
of Virginia waters to do any of the following:

1. Possess aboard any vessel in Virginia waters any amount
of summer flounder in excess of the combined total of the
Virginia landing limit described in subdivision 2 of this
subsection and the amount of the legal North Carolina or
New Jersey landing limit or trip limit.

2. Land in Virginia more than a total of 7,000 pounds of
summer flounder.

3. Land in Virginia any amount of summer flounder more
than once in any consecutive five-day period.

E. From January 1 through December 31, any boat or vessel
issued a valid federal summer flounder moratorium permit
and owned and operated by a legal Virginia Commercial
Hook-and-Line Licensee that possesses a Restricted Summer
Flounder Endorsement shall be restricted to a possession and
landing limit of 200 pounds of summer flounder, except as
described in 4VAC20-620-30 F.

F. Upon request by a marine police officer, the seafood
buyer or processor shall offload and accurately determine the
total weight of all summer flounder aboard any vessel landing
summer flounder in Virginia.

G. Any possession limit described in this section shall be
determined by the weight in pounds of summer flounder as
customarily packed, boxed and weighed by the seafood buyer
or processor. The weight of any summer flounder in pounds
found in excess of any possession limit described in this
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section shall be prima facie evidence of violation of this
chapter. Persons in possession of summer flounder aboard
any vessel in excess of the possession limit shall be in
violation of this chapter unless that vessel has requested and
been granted safe harbor. Any buyer or processor offloading
or accepting any quantity of summer flounder from any vessel
in excess of the possession limit shall be in violation of this
chapter, except as described by subsection J of this section. A
buyer or processor may accept or buy summer flounder from
a vessel that has secured safe harbor, provided that vessel has
satisfied the requirements described in subsection J of this
section.

H. If a person violates the possession limits described in this
section, the entire amount of summer flounder in that person's
possession shall be confiscated. Any confiscated summer
flounder shall be considered as a removal from the
appropriate commercial harvest or landings quota. Upon
confiscation, the marine police officer shall inventory the
confiscated summer flounder and, at a minimum, secure two
bids for purchase of the confiscated summer flounder from
approved and licensed seafood buyers. The confiscated fish
will be sold to the highest bidder, and all funds derived from
such sale shall be deposited for the Commonwealth pending
court resolution of the charge of violating the possession
limits established by this chapter. All of the collected funds
will be returned to the accused upon a finding of innocence or
forfeited to the Commonwealth upon a finding of guilty.

I. It shall be unlawful for a licensed seafood buyer or
federally permitted seafood buyer to fail to contact the Marine
Resources Commission Operation Station prior to a vessel
offloading summer flounder harvested outside of Virginia.
The buyer shall provide to the Marine Resources Commission
the name of the vessel, its captain, an estimate of the amount
in pounds of summer flounder on board that vessel, and the
anticipated or approximate offloading time. Once offloading
of any vessel is complete and the weight of the landed
summer flounder has been determined, the buyer shall contact
the Marine Resources Commission Operations Station and
report the vessel name and corresponding weight of summer
flounder landed. It shall be unlawful for any person to offload
from a boat or vessel for commercial purposes any summer
flounder during the period of 9 p.m. to 7 a.m.

J. Any boat or vessel that has entered Virginia waters for
safe harbor shall only offload summer flounder when the state
that licenses that vessel requests to transfer quota to Virginia,
in the amount that corresponds to that vessel's possession
limit, and the commissioner agrees to accept that transfer of
quota.

K. After any commercial harvest or landing quota as
described in 4VAC20-620-30 has been attained and
announced as such, any boat or vessel possessing summer
flounder on board may enter Virginia waters for safe harbor
but shall contact the Marine Resources Commission

Operation Center in advance of such entry into Virginia
waters.

L. It shall be unlawful for any person harvesting summer
flounder outside of Virginia waters to possess aboard any
vessel, in Virginia, any amount of summer flounder, once it
has been projected and announced that 100% of the quota
described in 4VAC20-620-30 A has been taken.

VA.R. Doc. No. R19-5849; Filed February 27, 2019, 1:54 p.m.

* *

TITLE 9. ENVIRONMENT

VIRGINIA WASTE MANAGEMENT BOARD

Final Regulation

REGISTRAR'S NOTICE: The Virginia Waste Management
Board is claiming an exemption from Article 2 of the
Administrative Process Act in accordance with § 2.2-4006
A 3, which excludes regulations that consist only of changes
in style or form or corrections of technical errors. The board
will receive, consider, and respond to petitions by any
interested person at any time with respect to reconsideration
or revision.

Title of Regulation: 9VAC20-90. Solid Waste Management
Permit Action Fees and Annual Fees (amending 9VAC20-
90-40).

Statutory Authority: 88§ 10.1-1402 and 10.1-1402.1 of the
Code of Virginia.

Effective Date: April 17, 2019.

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

(804) 698-4019, or email
melissa.porterfield@deq.virginia.gov.
Summary:

The amendment corrects a citation to the Virginia Waste
Management Act.

9VAC20-90-40. Administration of regulation.

A. The Virginia Waste Management Board promulgates and
enforces regulations that it deems necessary to carry out its
powers and duties.

B. The director is authorized and directed to administer
these regulations in accordance with the Virginia Waste
Management Act, §§ 10.1-1400 through 46-1-1457 10.1-1458
of the Code of Virginia.

VAR. Doc. No. R19-5537; Filed February 20, 2019, 8:01 a.m.

* *
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TITLE 18. PROFESSIONAL AND
OCCUPATIONAL LICENSING

BOARD OF PHARMACY

Proposed Regulation

Title of Requlation: 18VAC110-60. Regulations Governing
Pharmaceutical Processors (adding 18VAC110-60-10
through 18VAC110-60-330).

Statutory Authority: 88 54.1-3442.6 and 54.1-3447 of the
Code of Virginia.

Public Hearing Information:

March 26, 2019 - 9:10 am. - Department of Health
Professions, Perimeter Center, 9960 Mayland Drive, 2nd
floor, Board Room 2, Richmond, VA 23233

Public Comment Deadline: May 17, 2019.

Agency Contact: Caroline Juran, RPh, Executive Director,
Board of Pharmacy, 9960 Mayland Drive, Suite 300,
Richmond, VA 23233, telephone (804) 367-4456, FAX (804)
527-4472, or email caroline.juran@dhp.virginia.gov.

Basis: Section 54.1-3408.3 of the Code of Virginia states that
the board shall promulgate regulations to implement the
registration process for practitioners and patients. The
regulations shall include (i) a mechanism for sufficiently
identifying the practitioner issuing the written certification,
the patient being treated by the practitioner, and, if such
patient is a minor or an incapacitated adult as defined in
8§ 18.2-369 of the Code of Virginia, the patient's parent or
legal guardian; (ii) a process for ensuring that any changes in
the information are reported in an appropriate timeframe; and
(iii) a prohibition for the patient to be issued a written
certification by more than one practitioner during any given
time period.

Section 54.1-3442.6 A of the Code of Virginia states that the
board shall establish an application fee and other general
requirements for such application, and § 54.1-3442.6 B states
that each permit shall expire annually on a date determined by
the board in regulation. Section 54.1-3442.6 C states that the
board shall adopt regulations establishing health, safety, and
security requirements for pharmaceutical processors. The
regulations shall include requirements for (i) physical
standards; (ii) location restrictions; (iii) security systems and
controls; (iv) minimum equipment and resources; (V)
recordkeeping; (vi) labeling and packaging; (vii) quarterly
inspections; (viii) processes for safely and securely
cultivating Cannabis plants intended for producing
cannabidiol oil and THC-A oil, for producing cannabidiol oil
and THC-A oil, and for dispensing and delivering in person
cannabidiol oil and THC-A oil to a registered patient or, if
such patient is a minor or an incapacitated adult as defined in
§ 18.2-369, such patient's parent or legal guardian; (ix) a
maximum number of marijuana plants a pharmaceutical

processor may possess at any one time; (X) the secure
disposal of plant remains; and (xi) a process for registering a
cannabidiol oil and THC-A oil product. Section 54.1-3442.6
E states that the board shall require an applicant for a
pharmaceutical processor permit to submit to fingerprinting
and provide personal descriptive information to be forwarded
along with his fingerprints through the Central Criminal
Records Exchange to the Federal Bureau of Investigation for
the purpose of obtaining criminal history record information
regarding the applicant.

Section 54.1-3442.7 A of the Code of Virginia states that the
board shall establish in regulation an amount of cannabidiol
oil or THC-A oil that constitutes a 90-day supply to treat or
alleviate the symptoms of a patient's diagnosed condition or
disease.

Purpose: The purpose of the proposed regulatory action is
compliance with Chapter 577 of the 2016 Acts of Assembly
and with Chapters 246 and 809 and Chapter 567 of the 2018
Acts of Assembly, which mandated the adoption of
regulations to implement the acts. The goals of the proposed
regulation are accessibility of cannabidiol oil or THC-A oil
for patients with any disease or condition diagnosed by a
physician licensed in the Commonwealth in compliance with
the conditions and restraints imposed by the statute and in
consideration of the need for security of the facility and its
contents and the integrity of the dispensed product.

Section 54.1-3442.6 C of the Code of Virginia requires the
board to "adopt regulations establishing health, safety, and
security requirements for pharmaceutical processors.” The
safeguards put in place in statute and regulation are essential
to protect the health and safety of the general public and, in
particular, the health of the patients to whom cannabidiol oil
or THC-A oil is dispensed.

Substance: The proposed regulation sets out the requirements
for issuance of permits to pharmaceutical processors for the
cultivation, production, and dispensing of cannabidiol oil or
THC-A oil. Regulations also establish requirements for
registrations of physicians for writing certification to
registered patients, parents, or legal guardians for possession
of such oils. The proposed new chapter contains six parts, as
follows:

Part | establishes definitions and fees to be charged to
applicants, registrants, and permitted processors.

Part Il, as specified in the legislation, establishes
requirements for the issuance or denial of registration for
certifying physicians, patients, parents, or legal guardians.

Part 111 sets out the application and approval process for
issuing a permit to a pharmaceutical processor, including the
information that must be submitted, the requirements for
issuing conditional and then final approval, the rules for
notification to the board of any changes or of closure of the
processor, and the causes for action against a processor.
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Part IV sets out the provisions for personnel at the
pharmaceutical processor, including a requirement that a
pharmacist with a current, unrestricted Virginia license
provide personal supervision on the premises at all times
during hours of operation or whenever the processor is
accessed. It includes requirements for employee training,
supervision of pharmacy technicians, and the responsibilities
of the pharmacist-in-charge.

Part V sets out provisions for the operation of a
pharmaceutical  processor, including requirements for
inventory, security, storage and handling, recordkeeping, and
reportable events.

Part VI establishes requirements for the cultivation,
production, and dispensing of cannabidiol oil, including
labeling, laboratory and testing standards, handling
dispensing errors and quality assurance, and proper disposal.

Issues: The advantages to the public include assurance of the
safety and integrity of the product dispensed and security for
the Cannabis and oils produced; there are no disadvantages to
the public.

The advantage to the agency is more clarity in the rules for a
permitted facility; there are no disadvantages to the agency.

This is a significant new program for the Board of Pharmacy
and the Department of Health Professions in an evolving
environment of medical marijuana with wide variance in the
policies and models adopted across the United States and in a
situation in which marijuana remains an illegal substance on
the federal level.

Department _of Planning and Budget's Economic Impact
Analysis:

Summary of the Proposed Amendments to Regulation.
Pursuant to 2016' and 20182 legislation, the Board of
Pharmacy (Board) proposes to establish a permanent
regulation to replace an emergency regulation governing the
cultivation of cannabis for production and sale of cannabidiol
(CBD) oil and Tetrahydrocannabinolic acid (THC-A) oil.

Result of Analysis. The benefits likely exceed the costs for all
proposed changes. A different design would likely yield
improved economic results for at least one proposed change.

Estimated Economic Impact. Legislation enacted in 2016
required the Board to promulgate regulations addressing CBD
oil and THC-A oil, including registration by the Board of
practitioners and patients, and the issuance by the Board of
permits for pharmaceutical processors to manufacture and
provide these oils for the treatment of intractable epilepsy.®
The statute authorized only neurologists and doctors that
specialize in treatment of epilepsy to issue written certificates
for obtaining these oils.

CBD and THC-A are the two primary cannabinoids that occur
naturally in the Cannabis sativa plant, most commonly known

as cannabis. B