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Proposed Regulations


BOARD OF PHARMACY

Title of Regulation: 18 VAC 110-20. Regulations Governing the Practice of Pharmacy (amending 18 VAC 110-20-20).

Statutory Authority: §§ 54.1-2400 and 54.1-3307.2 of the Code of Virginia.
Public Hearing Date: November 8, 2001 - 9 a.m.
Public comments may be submitted until December 21, 2001.

(See Calendar of Events section

for additional information)

Agency Contact: Elizabeth Scott Russell, Executive Director, Board of Pharmacy, Southern States Building, 6606 W. Broad Street, 4th Floor, Richmond, VA 23230-1717, telephone (804) 662-9911.

Basis: Section 54.1-2400 of the Code of Virginia authorizes the board to promulgate reasonable regulations that are necessary to administer effectively the regulatory system. The specific statutory mandate for pilot projects in pharmacy is found in § 54.1 3307.2.

Purpose: Section 54.1-3307.2 of the Code of Virginia is specific about the content of the application for approval of a pilot project to include safety issues, potential benefit to the public, promotion of technical or scientific advances, compliance with prescriber instructions, potential for diversion, impact on costs, means of monitoring and providing quality assurance, and the reporting of outcomes to the board. The process for review and approval is through an informal conference committee, which has the authority to make a case decision on each individual application and to set certain terms and conditions for approval of a pilot project. Approval is for a finite period of time, with requirements for review of outcomes and any additional information necessary to determine renewal of approval. The applicant has the right to appeal the decision of a committee before the board of a panel of the board in accordance with the Administrative Process Act. The law requires that the application be submitted on a form provided by the board to be accompanied by a fee to be determined.

Since the law is specific about the information and data to be submitted with an application, and the approval process is a case decision on the merits and content of each application, the board determined that the fees needed to be set in regulation along with the proposed application and renewal process. Fees set by regulation are modest and consistent with other fees charged to entities regulated under the board.

Through the informal conference process, the board will have the opportunity to review a proposed project, determine which provisions of law or regulation would need to be waived, evaluate its merits and safeguards, and set certain conditions for implementation and outcome in an order that would be signed by the board and the applicant. Requirements of law and regulation for approval of a pilot program or project are necessary and sufficient to address concerns about patient safety and the risks of drug diversion.

Substance: 18 VAC 110-20-20 is being amended to comply with a statutory mandate for the board to provide regulations for the implementation of pilot projects or innovative programs in pharmacy which are not specifically authorized by the Code of Virginia or board regulations. The law requires any person who proposes to use an innovative process or procedure related to the dispensing of drugs or devices that would not be in compliance with law or regulation to apply to the Board of Pharmacy for approval. The law does not permit the board to expand the current scope of practice for pharmacists nor shall a pilot project be allowed to interfere with dispensing of drugs in accordance with instructions from prescribers.

Issues: There are numerous advantages to the public of pilot projects, which will often serve to make pharmacy services more accessible and economical. If the necessary safeguards have been put in place, a particular law or regulation may be waived without undue risk of harm to the patient or of diversion of controlled substances. In addition to the quality control measures and outcome data outlined by an entity in its application, the board may impose additional conditions or seek additional information prior to granting approval.

Individual businesses may enjoy substantial benefits from a pilot project. For example, the Kaiser Permanente Infusion Pharmacy in Northern Virginia found it very difficult and costly to comply with the requirement that a prescription could only be delivered to the end user/patient. Many of their prescriptions were for infusion products that must be constantly refrigerated, so delivery to a mailbox or residence with no one at home was too risky. In seeking to conduct a pilot project, Kaiser had to provide a plan for delivery to an alternate pharmacy near the patient’s home and agree to monthly audits to ensure that the drugs are getting to the correct patients as well as delivery logs and other measures designed to ensure drug safety and efficacy. Not only will patients benefit by being able to pick up infusion products close to their home, but Kaiser will benefit by a less costly, cumbersome method of delivery and less waste of products that have been compromised and must be destroyed.

There are no discernible advantages or disadvantages to the agency or the Commonwealth. The fee structure set in regulation is intended to ensure that costs related to review and approval of pilot projects are borne by the applicants. Agencies of the Commonwealth that offer pharmacy services may take advantage of the pilot project process to institute an innovative program.

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 G of the Administrative Process Act and Executive Order Number 25 (98). Section 2.2-4007 G requires that such economic impact analyses include, but need not be limited to, the projected number of businesses or other entities to whom the regulation would apply, the identity of any localities and types of businesses or other entities particularly affected, the projected number of persons and employment positions to be affected, the projected costs to affected businesses or entities to implement or comply with the regulation, and the impact on the use and value of private property. The analysis presented below represents DPB’s best estimate of these economic impacts.

Summary of the proposed regulation. In accordance with legislation passed by the 2000 General Assembly, the proposed amendment establishes a process for the review and approval by the Board of Pharmacy of innovative programs (pilot projects) for which some waiver of law or regulation would be required. These programs may include new processes or procedures that relate to the form or format of prescriptions, the manner of transmitting prescriptions or prescription information, the manner of required recordkeeping, the use of unlicensed ancillary personnel in the dispensing process, and the use of new technologies in the dispensing process. The board is not authorized by the legislation, however, to expand the current scope of practice for pharmacists or to approve any program that would interfere with the dispensing of drugs in accordance with instructions from prescribers.

Estimated economic impact. The proposed regulatory provision provides an incentive for businesses to think of new and creative ways to provide pharmacy services. The benefits of this proposal include the potential implementation of programs that may make pharmacy services more accessible and economical. The review and approval process ensures that the necessary safeguards are in place to waive a particular law or regulation without negatively affecting the quality of care for patients or increasing opportunities for the diversion of controlled substances. There are no anticipated additional costs for the Board of Pharmacy, since all costs incurred in the review and approval of programs will be borne by the applicant. Since development and application for the approval of a pilot program is voluntary, it is reasonable to expect that businesses will not pursue this unless they perceive the potential benefits to be higher than the associated costs. While it is not possible to provide a measurement of the net economic impact of the proposed regulatory action without evaluating specific pilot program proposals, it is unlikely that the costs associated with the approval of any pharmacy pilot programs will outweigh the benefits to applicants and to consumers of pharmacy services.

Businesses and entities affected. The proposed amendment could potentially affect any of the 1,500 pharmacies currently licensed in Virginia. During the first three months of the emergency regulation, one pharmacy applied and received approval for a pilot program.

Localities particularly affected. The proposed amendment will not uniquely affect any particular localities.

Projected impact on employment. The approval of pilot projects that increase the use of certain personnel or make use of technological advances could potentially have an impact on employment in Virginia. However, the direction and magnitude of this impact is not measurable without evaluating specific proposals.

Effects on the use and value of private property. The approval of pilot projects that decrease the costs associated with the provision of pharmacy services could potentially increase the value of those businesses in that field. However, the magnitude of this effect is not measurable without evaluating specific proposals.

Agency's Response to the Department of Planning and Budget's Economic Impact Analysis: The Board of Pharmacy concurs with the analysis of the Department of Planning and Budget for 18 VAC 110-20-10 et seq.

Summary:

The proposed amendments comply with Chapter 876 of the 2000 Acts of the Assembly requiring the board to promulgate regulations for approval of innovative programs (pilot projects) in pharmacy for which some waiver of law or regulation would be necessary. The proposed regulations will replace emergency regulations that are currently in effect.

18 VAC 110-20‑20. Fees.

A. Unless otherwise provided, fees listed in this section shall not be refundable.

B. Fee for initial pharmacist licensure.

1. The application fee for a pharmacist license shall be $50.

2. The fees for taking all required examinations shall be paid directly to the examination service as specified by the board.

3. The application fee for a person whose license has been revoked or suspended indefinitely shall be $300.

C. Renewal of pharmacist license.

1. The annual fee for renewal of a pharmacist license shall be $50.

2. The annual fee for renewal of an inactive pharmacist license shall be $35.

3. If a pharmacist fails to renew his license within the Commonwealth by the renewal date, he must pay the back renewal fee and a $25 late fee within 60 days of expiration.

4. Failure to renew a pharmacist license within 60 days following expiration shall cause the license to lapse and shall require the submission of a reinstatement application, payment of all unpaid renewal fees, and a delinquent fee of $50.

D. Other licenses or permits.

1. The following fees shall be required upon submission of a new facility application, change of ownership of an existing facility, or annual renewal:

a. Pharmacy permit
$200

b. Permitted physician to dispense drugs
$200

c. Nonrestricted manufacturing permit
$200

d. Restricted manufacturing permit
$150

e. Wholesale distributor license
$200

f. Warehouser permit
$200

g. Medical equipment supplier permit
$150

h. Licensed humane society permit
$10

2. The following fees shall be required for facility changes:

a. Application for a change of 
the pharmacist‑in‑charge
$25

b. Application for a change of location 
or a remodeling which requires an inspection
$100

3. The following fees shall be required for late renewals or reinstatement.

a. If a licensee fails to renew a required license or permit prior to the expiration date, a $25 late fee shall be assessed.

b. If a required license or permit is not renewed within 60 days after its expiration, the license or permit shall lapse, and continued practice or operation of business with a lapsed license or permit shall be illegal. Thereafter, reinstatement shall be at the discretion of the board upon submission of an application accompanied by all unpaid renewal fees and a delinquent fee of $50.

E. Controlled substances registration.

1. The annual fee for a controlled substances registration as required by § 54.1‑3422 of the Code of Virginia shall be $20.

2. If a registration is not renewed within 60 days of the expiration date, the back renewal fee and a $10 late fee shall be paid prior to renewal.

3. If a controlled substance registration has been allowed to lapse for more than 60 days, all back renewal fees and a $25 delinquent fee must be paid before a current registration will be issued. Engaging in activities requiring a controlled substance registration without holding a current registration is illegal and may subject the registrant to disciplinary action by the board. Reinstatement of a lapsed registration is at the discretion of the board and may be granted by the executive director of the board upon completion of an application and payment of all fees.

F. Other fees.

1. A request for a duplicate wall certificate shall be accompanied by a fee of $25.

2. The fee for a returned check shall be $15.

3. The fee for board approval of an individual CE program is $100.

4. The fee for board approval of a robotic pharmacy system shall be $150.

5. The fee for a board‑required inspection of a robotic pharmacy system shall be $150.

G. Approval of new process or procedure in pharmacy.

1. The fee for filing an application for board review of a new process, procedure or pilot project in pharmacy pursuant to § 54.1-3407.2 of the Code of Virginia shall be $250. The initial application shall specify each pharmacy location in which the pilot is to be implemented.

2. The fee for an inspection of a pilot process or procedure, if required by the informal conference committee, shall be $150 per location.

3. If the board determines that a technical consultant is required in order to make a decision on approval, any consultant fee, not to exceed the actual cost, shall be paid by the applicant.

4. The fee for a change in the name of the pharmacist responsible for the pilot program shall be $25.

5. Continued approval.

a. In the initial order granting approval, the informal conference committee shall also set an approval period with a schedule for submission of reports and outcome data. The frequency for submission of required reports shall not exceed four times per year.

b. The committee shall determine the appropriate fee for continued approval, which shall be based on the requirements for review and monitoring but which shall not exceed $200 per approval period.

NOTICE: The forms used in administering 18 VAC 110-20, Regulations Governing the Practice of Pharmacy, are listed below. Any amended or added forms are reflected in the listing and are published following the listing.

FORMS

Application for Registration as a Pharmacy Intern (rev. 12/98).

Affidavit of Practical Experience, Pharmacy Intern (rev. 12/98).

Application for Licensure as a Pharmacist by Examination (rev. 12/98).

Application to Reactivate Pharmacist License (rev. 12/98).

Application for Approval of a Continuing Education Program (rev. 3/99).

Application for Approval of ACPE Pharmacy School Course(s) for Continuing Education Credit (rev. 10/00).

Application for License to Dispense Drugs (permitted physician) (rev. 11/98).

Application for a Pharmacy Permit (rev. 4/00).

Application for a Non‑Resident Pharmacy Registration (rev. 12/98).

Application for a Permit as a Medical Equipment Supplier (rev. 3/99).

Application for a Permit as a Restricted Manufacturer (rev. 3/99).

Application for a Permit as a Non‑Restricted Manufacturer (rev. 3/99).

Application for a Permit as a Warehouser (rev. 3/99).

Application for a License as a Wholesale Distributor (rev. 4/00).

Application for a Non‑Resident Wholesale Distributor Registration (rev. 3/99).

Application for a Controlled Substances Registration Certificate (rev. 1/99).

Application for Controlled Substances Registration Certificate for Optometrists (eff. 12/98).

License Renewal Notice and Application for Pharmacists (rev. 11/00).

License Renewal Notice and Application for Facilities (rev. 11/00).

Application to Reinstate a Pharmacist License (rev. 3/99).

Application for a Permit as a Humane Society (rev. 3/99).

Application for Registration as a Pharmacy Intern for Graduates of a Foreign College of Pharmacy (rev. 12/98).

Closing of a Pharmacy (rev. 3/99).

Application for Approval of a Robotic Pharmacy System (8/00).

Notice of Inspection Fee Due for Approval of Robotic Pharmacy System (8/00).

Application for Approval of an Innovative (Pilot) Program (eff. 1/01).


[image: image1.jpg]ajeq

100Z Azenuep pasiasl

jueoyddy jo ainjeubig

‘afpajmouy AW Jo Js8q ay) 0} J981109 pue anJj s uopesijdde siyj uo paysiuing uoljewwIoUl AU ey} sane |

'sa)1s a|dijnwi Je pajonpuos aq weboud jojid ayy jey) Bunsanbal ji srequinu asuadj|
J1ayy pue sjsioeureyd ajqisuodsal Buipuodsaiion ‘Jaquinu jwiad ‘sajoewseyd [euonippe Aue jo ysi

*0}8 ‘paysa) uaaq
sey ainpagold 1o sse20.d sy} a18YMm 8)e)s Jayjoue wWoij uonewiojul 1o ‘ssadoid e Jo Juswdinbe
Buiqriosap ainjelayl] aAidiI9sap Jayjo Jo [eajuy9s) se yons ‘uoewojul Buiyoddns [euoyippe Auy

*g|qeolidde J ‘sjsalajul [eloueuly Aue Jo ainsojasiqg

*g|qeaijdde J1 ‘wesBoud jojid 3y Jo uolnoaxa ayy ul
uoljewIojul Uojuapluoa pue jonpoid Bnip jo Alndas ainsua o) uaye) aq (1M Yaiym sainsesw Auy

‘leosdde a3 jo uoyjeinp pajsanbal Buipnjoul ‘sjuswainseaw
10} sauawi pue ‘Bulnseaw 1oy poyjew ‘painseall aq [|IM YaIYym sawoano ay jo Aewwns y

*A13snpuj 10 Jawinsuod ayj 0} Jyausq ‘o'l ‘welBoid ay) 1o} ajeuoljel ay} o) se uojjeue|dxa uy

‘papaau s| JaAiem yoea Aym uoljeue|dxa joliq e pue weiboid
sy} jo |eaoidde yBnouy paysanbai Bujaq aie sioAlem Yyoiym Joj suolje[nBbal 1o sme| ayj jo Bunsi| v

"Jybnos Buiaq
s| [eroidde yaiym 10j ainpasosd Jo ssa20.d mau ayj jo AlewWNS 10 ‘BAleLIEU ‘UNdIIISEP JB1Iq WY

NOILdI¥OS3a

'8 JUSWYIERY

77 JUBWOERY

9 JUSWIYIERY

TG IUBWIERY

7 JUsWoERY
§ JUSWIERY

‘g jusuyoenRy

7} JUSWYIERY
13avi

:foewleyd jo sonjoeld ayy ul pasn aq 03 AGojouydsy} 1ayjo o
s1a)ndwoo yyim tefjiwey jou suosiad pue sjsioewleyd-uou Aq poojsiapun Ajisea aq uea yoiym swia)
Ke| ul siy} 831um ases|d ‘pajeslpul se [9e] pue uoijeurioul [euonippe Buimojjo) ay} yoeype aseald

Z abeg

uoneoyddy weiboud jojid





[image: image2.jpg]100Z Atenuep pasiasl

‘wesBoud jojid ayj jo uonesado ayj asiaiadns pue sasiano
Kjasoo ysou [|1m oym jsioeweyd ayy aq pinoys jng ‘Aoewrieyd ayj jo 9Id @y3 8q jou paau jsioew.eyd ajqisuodsay,,
‘g Juswyoeyy se sjsioeunieyd ajqisuodsal pue
sajoeueyd [euonippe Jo isif e apiaoid ‘Aoewireyd suo ueyy alow je pajonpuod aq wesboud jojid sy jeyy Bupsanbau yy,

ajeQ UopeuluLId |

ajeq [emaudy

paubissy Jaquiny weiboid

Jaquiny Buipuag D4l jo3jeq

panjaday ojeq

Kjup asn pieog 104

weiBold J0jid 10} d|qisuodsay jsjoruLIRYd JO JaquInN 3sud9y] BUIBIA

. WE1B0Id J0]1d J0} 3[qisuodsay jsioruLeyd pasuad|y ejuibiiA Jo swey

apoy diz

el

Ao

Jaquiny auoyda|a] pue apo) eary

SSAIppY J0a1S

-1020

Jaquin jiuiad Aoeuiteyd

+Pa3onpuod aq o} st weiboud joid a1aym Aoeuueyq jo awey

weiboid Jojid Jo dL

s|eniul Jou aweu ||nyasn (edAL Jo juiid) ‘mojaq pajsanbai uonewiour ayy spiroid aseajd—juesiddy

" BIUIBIIA JO JaInseal],, 0} ajqehed yoayo axely ‘uonesidde ay) Auedwoooe Jsnw aa) paiinbal ay|

1 00052$

:(sjqepunjai-uou) aa4 uonesijddy _

WYY90¥d (LOTId) JAILYAONNI NV 40 TYAO¥ddY ¥04 NOILYOI1ddY

(xed) €1£6-299 (+08)
(PRI 1166-299 ($08)

0£7ET BIMBIIA ‘puOUIYORY
100]d Yip 9901)S PEOIF "M 9099

Adeurrey g jo preog
VINIOUIA A0 HLTVIAMNOWINOD






VA.R. Doc. No. R01-82; Filed September 21, 2001, 11:38 a.m.

Volume 18, Issue 3
Virginia Register of Regulations
Monday, October 22, 2001
1
Volume 18, Issue 3
Virginia Register of Regulations
Monday, October 22, 2001
5

