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In a short paragraph, please summarize all substantive changes that are being proposed in this
regulatory action.

Since regulations governing the practice of pharmacy have become so extensive and complex,
the Board has proposed the adoption of a new chapter (Chapter 50) for the regulation of
wholesale distributors and manufacturers and the amending of applicable sections of Chapter 20
to delete requirements for those entities in the regulations governing the practice of pharmacy.

For manufacturers, warehousers and wholesal e distributors, the new chapter will include
applicable definitions, fees, and policies for renewal and reinstatement. Requirements are set out
for issuance of alicense, including inspection of the facility and compliance with applicable laws
relating to the business of distributing controlled substances. Safeguards against drug diversion
or possession by unauthorized persons are established, aong with requirements for storage that
protects the safety and efficacy of the drugs.

For wholesale distributors, the new regulations set out the information verifying the legitimacy
of the business and its owners that must be provided in order to obtain a license to distribute
drugsin Virginia. There are aso requirements for the minimum qualifications and
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responsibilities for the person named as the responsible party and minimum requirements for
storage, handling and transporting of drugs. Finally, to protect the integrity and safety of drugs
in the wholesale distribution system, the regulations establish requirements for examination of
drug shipments and documents, the handling of damaged or adulterated drugs, policies and
procedures for the operation of the business, recordkeeping, and due diligence in regard to the
purchase of drugs from another wholesale distributor not licensed in Virginia.

For manufacturers, the federal rule, entitled The Good Manufacturing Practice for Finished
Pharmaceuticals, is adopted by reference.

Legal basis

Please identify the state and/or federal legal authority to promulgate this proposed regulation, including
(1) the most relevant law and/or regulation, including Code of Virginia citation and General Assembly
chapter number(s), if applicable, and (2) promulgating entity, i.e., the agency, board, or person. Describe
the legal authority and the extent to which the authority is mandatory or discretionary.

18VAC110-20-10 et seg. Regulations Governing the Practice of Pharmacy is promulgated
under the general authority of Title 54.1, Chapter 24 of the Code of Virginia. Chapter 24 establishes
the general powers and duties of health regulatory boards including the responsibility to promulgate
regulations in accordance with the Administrative Process Act.

8 54.1-2400 -General powers and duties of health regulatory boards
The general powers and duties of health regulatory boards shall be:

6. To promulgate regulations in accordance with the Administrative Process Act (8§ 9-6.14:1 et
seq.) which are reasonable and necessary to administer effectively the regulatory system. Such
regulations shall not conflict with the purposes and intent of this chapter or of Chapter 1 (§ 54.1-
100 et seq.) and Chapter 25 (8 54.1-2500 et seq.) of thistitle. ...

The specific statutory authority for the Board of Pharmacy to regulate the practice of pharmacy
including the manufacturing and wholesale distribution of controlled substancesisfound in
§ 54.1-3307 of the Code of Virginia.

8 54.1-3307. Specific powers and duties of Board.

The Board shall regulate the practice of pharmacy and the manufacturing, dispensing, selling,
distributing, processing, compounding, or disposal of drugs and devices. The Board shall also control the
character and standard of all drugs, cosmetics and devices within the Commonwealth, investigate all
complaints as to the quality and strength of all drugs, cosmetics, and devices and take such action as may
be necessary to prevent the manufacturing, dispensing, selling, distributing, processing, compounding
and disposal of such drugs, cosmetics and devices which do not conform to the requirements of law. In so
regulating the Board shall consider any of the following criteria as they are applicable:

1. Maintenance of the quality, quantity, integrity, safety and efficacy of drugs or devices distributed,
dispensed or administered.
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2. Compliance with the prescriber's instructions regarding the drug, its quantity, quality and directions
for use.

3. Controls and safeguards against diversion of drugs or devices.

4. Maintenance of the integrity of, and public confidence in, the profession and improving the delivery of
quality pharmaceutical services to the citizens of Virginia.

5. Maintenance of complete records of the nature, quantity or quality of drugs or substances distributed
or dispensed, and of all transactions involving controlled substances or drugs or devices so asto provide
adeguate information to the patient, the practitioner or the Board.

6. Control of factors contributing to abuse of legitimately obtained drugs, devices, or controlled
substances.

7. Promoation of scientific or technical advances in the practice of pharmacy and the manufacture and
distribution of controlled drugs, devices or substances.

8. Impact on costs to the public and within the health care industry through the modification of
mandatory practices and procedures not essential to meeting the criteria set out in subdivisions 1 through
7 of this section.

9. Such other factors as may be relevant to, and consistent with, the public health and safety and the cost
of rendering pharmacy services.

The Board may collect and examine specimens of drugs, devices and cosmetics which are manufactured,
stored or dispensed in this Commonweal th.

The specific authority for the Board to license wholesale distributors is found in the Drug Control Actin
the following sections:

8 54.1-3435. License to act as wholesale distributor; renewal; fee.

It shall be unlawful for any person to engage in the wholesale distribution of prescription drugsin this
Commonwealth without a valid unrevoked license issued by the Board. The applicant for licensure asa
wholesale distributor, as defined in § 54.1-3401, in this Commonwealth shall apply to the Board for a
license, using such forms as the Board may furnish; renew such license using such forms as the Board
may furnish, if granted, annually on or before January 1 of each year; notify the Board within thirty days
of any substantive change in the information reported on the application form previously submitted to the
Board; and remit a fee as determined by the Board.

The Board may promulgate such regulations relating to the storage, handling, and distribution of
prescription drugs by wholesale distributors as it deems necessary to implement this section, to prevent
diversion of prescription drugs, and to protect the public.

8§ 54.1-3435.01. Registration of nonresident wholesale distributors; renewal; fee.

A. Any person located outside this Commonwealth who engages in the wholesal e distribution of
prescription drugs into this Commonwealth shall be registered with the Board. The applicant for
registration as a nonresident wholesale distributor shall apply to the Board using such forms as the
Board may furnish; renew such registration, if granted, using such forms as the Board may furnish,
annually on or before January 1 of each year; notify the Board within thirty days of any substantive
change in the information previously submitted to the Board; and remit a fee, which shall be the fee
specified for wholesale distributors located within the Commonwealth.
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B. The nonresident wholesale distributor shall at all times maintain a valid, unexpired license, permit, or
registration in the state in which it is located and shall furnish proof of such upon application and at each
renewal.

C. Records of prescription drugs distributed into this Commonwealth shall be maintained in such a
manner that they are readily retrievable from records of distributions into other jurisdictions and shall be
provided to the Board, its authorized agent, or any agent designated by the Superintendent of the
Department of Sate Police upon request within seven days of receipt of such request.

D. This section shall not apply to persons who distribute prescription drugs directly to a licensed
wholesale distributor located within this Commonwealth.

§ 54.1-3435.02. Certain permitted pharmacies and medical equipment suppliers exempted.

A. A permitted pharmacy may engage in wholesal e distributions of small quantities of prescription drugs
without being licensed as wholesal e distributors when such wholesale distributions are in compliance
with federal law as follows: such wholesale distributions of controlled substances do not exceed five
percent of the gross annual sales of prescription drugs by the relevant permitted pharmacy or such
wholesale distributions of Schedules |1 through V controlled substances do not exceed five percent of the
total dosage units of the Schedule 11 through V controlled substances dispensed annually by the relevant
permitted pharmacy.

B. A permitted medical equipment supplier may engage in wholesale distributions of small quantities of
oxygen without being licensed as a wholesale distributor when such wholesale distributions are in
compliance with federal law and such distributions do not exceed five percent of the gross annual sales of
oxygen by the relevant permitted medical equipment supplier.

§54.1-3435.1. Denial, revocation, and suspension of license as wholesale distributor or of registration as
a nonresident wholesale distributor.

A. Thelicense as a wholesale distributor or registration as a nonresident wholesale distributor of
prescription drugs may be denied, suspended, or revoked by the Board for any of the following:

1. Any conviction of the applicant or licensee under federal or state laws relating to controlled
substances, including, but not limited to, drug samples and wholesale or retail prescription drug
distribution;

2. Any felony conviction of the applicant or licenses;
3. Any misdemeanor conviction of the applicant or licensee for a crime involving moral turpitude;

4. Conduct in the manufacture or distribution of prescription drugs contrary to the protection of the
health, safety, and welfare of the public;

5. Fraud or deceit in any application for licensure or permit under this chapter;

6. Denial, suspension, revocation, or restriction of any federal or state license previously or currently
held by the applicant or licensee for the manufacture or distribution of any drug;

7. Violations of licensing requirements under previously held licenses;

8. Failure to maintain and make available to the Board or to federal regulatory officials those records
required to be maintained by wholesale distributors of prescription drugs,
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9. Violations of the minimum requirements for qualifications, personnel, storage, and handling of
prescription drugs and maintenance of prescription drug records as set forth in the federal Prescription
Drug Marketing Act of 1987 (21 U.S.C. 88 333, 353 and 381) and Part 205 of Chapter 21 of the Code of
Federal Regulations; or

10. Violations of any provision of this chapter or regulations of the Board governing wholesale
distributors.

B. Wholesale drug distributors shall allow the Board or its authorized agents to enter and inspect, at
reasonable times and in a reasonable manner, their premises and delivery vehicles, and to audit their
records and written operating procedures. Such agents shall be required to show appropriate
identification prior to being permitted access to wholesale drug distributors' premises and delivery
vehicles.

The specific authority for the Board to issue permits to manufacturersis found in the Drug Control Act in
the following sections:

§ 54.1-3437. Permit to manufacture drugs.

It shall be lawful to manufacture, make, produce, pack, package, repackage, relabel or prepare any drug
not controlled by Schedule | after first obtaining the appropriate permit fromthe Board. Such permits
shall be subject to the Board's regulations on sanitation, equipment, and safeguards against diversion.
This provision shall not apply to manufacturers or packers of medicated feeds who manufacture or
package no other drugs.

§54.1-3437.1. Limited permit for repackaging drugs.

The Board may issue a limited manufacturing permit for the purpose of repackaging drugs, upon such
terms and conditions approved by the Board, to the pharmacy directly operated by the Department of
Mental Health, Mental Retardation and Substance Abuse Services and which serves clients of the
community services boards.

§ 54.1-3438. Manufacturing, etc., of drugs or proprietary medicines, to be supervised by pharmacist.

No drugs or proprietary medicines shall be manufactured, made, produced, packed, packaged,
repackaged, relabeled or prepared within this Commonwealth, except under the personal and immediate
supervision of a pharmacist or such other person as may be approved by the Board of Pharmacy after an
investigation and a determination by the Board that they are qualified by scientific or technical training
to perform such duties or supervision as may be necessary to protect the public health and safety. This
provision shall not apply to manufacturers or packers of medicated feeds who manufacture or pack no
other drugs. Medicated feeds are hereby defined as products obtained by mixing a commercial feed and a
drug.

8 54.1-3439. Application for nonrestricted manufacturing permit; fee.

Every person desiring to manufacture any drug or proprietary medicines shall annually apply to the
Board for a nonrestricted manufacturing permit. The application shall be accompanied by the required
fee. Separate applications shall be made and separate permitsissued for each specific place of
manufacturing. Each such permit shall expire on December 31.

§ 54.1-3440. Persons to whom nonrestricted permit is granted.
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No person shall be granted a nonrestricted permit as a manufacturer unless heis of good moral
character and properly equipped asto land, buildings, equipment and safeguards against diversion to
carry out the functions of a manufacturer with due regard to the protection of the public safety.

8§ 54.1-3441. Restricted manufacturing permit; application; fee; separate application and permit for each
place of manufacturing.

Every person desiring to manufacture a proprietary medicine or to repackage medical gases shall apply
to the Board for a restricted manufacturing permit. The application shall be accompanied by the required
fee. Separate applications shall be made and separate permits issued for each separate place of
manufacturing.

§ 54.1-3442. When permit not to be granted; regulations.

No person shall be granted a restricted manufacturing permit as a manufacturer unless such personis
properly equipped as to buildings and equipment to carry out the functions of a manufacturer with due
regard to the protection of the public health. The Board shall promulgate regulationsin order to carry
out the provisions of this section.

Please explain the need for the new or amended regulation by (1) detailing the specific reasons why
this regulatory action is essential to protect the health, safety, or welfare of citizens, and (2) discussing
the goals of the proposal and the problems the proposal is intended to solve.

Counterfeiting of prescription drugsis agrowing risk to the public health and safety and a
potentially lucrative source of criminal activity. Over the past several years the incidences of
counterfeit prescription drug products detected in the U.S. legitimate drug supply system has
been increasing. In the 1990's, the average number of counterfeit drugs found in the supply
system was approximately 5 per year. According to FDA, this number has jumped to over 20 a
year since 2001.

Of the drugs which have found to be counterfeited, many are expensive injectable drugs used to
treat our sickest population, patients undergoing cancer chemotherapy, AIDS patients, and
patients with kidney disease undergoing renal dialysis. Under-treatment or non-treatment in
these patients due to receiving counterfeit drug products would lead to exacerbation of the
disease state or other symptoms, and possibly death. In at least one case, a counterfeit product
purporting to be Procrit, was not only found to contain little to no active drug, but was also
contaminated with acinetobacter and pseudomonas bacteria, which could easily lead to a deadly
infection in anormal patient, and is much more dangerous to a patient who already has a
compromised immune system.

Counterfeiting has become very sophisticated in that often the counterfeit products look almost
identical to the real product. Much of the counterfeiting takes place in garage labs where there is
no consideration of maintaining even sanitary conditions much less sterile conditions. The
counterfeiting businessis very lucrative. Thereislittle overhead, and with the high cost of some
prescription drugs, very profitable. 1n one Florida case, one company selling counterfeit drugs to
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a Tennessee wholesaler received $17 million in wire transfers. It has become more lucrative
than dealing inillegal street drugs and lessrisky in terms of penaltiesif caught.

Florida hosted the majority of these criminal enterprises up until about two years ago when it
increased its oversight of the wholesale distributor business and began serious enforcement
efforts. Now these businesses are looking for other states with less strict laws and regulations. It
isimportant for Virginiato act now to strengthen and clarify itsrules as a deterrent to
counterfeiters.

The Board of Pharmacy is proposing amendments to increase its oversight of the wholesale
distribution market in order to prevent opportunities for counterfeiting of drugs and ensure the
integrity, safety and efficacy of drugs or devices distributed in the Commonwealth. While
current regul ations require persons engaged in the wholesale distribution of drugsto hold a
permit issued by the Board and to adhere to certain rules for safeguarding drugs from diversion,
additional requirements are needed to adequately protect the public from the distribution of
counterfeited, adulterated, misbranded, or otherwise unfit drugs.

Please briefly identify and explain the new substantive provisions, the substantive changes to existing
sections, or both where appropriate. (More detail about these changes is requested in the “Detail of
changes” section.)

The Board has adopted requirements for the licensure and regulations of wholesale distributors
and manufacturers as a new chapter — Chapter 50, Regulations Governing the Licensure of
Wholesale Distributors, Manufacturers and Warehousers. In doing so, current rules for permits,
fees, and security for wholesale distributors and manufacturers would be eliminated in Chapter
20 and moved to the new chapter. Rules for manufacturers are identical to those currently found
in Chapter 20, but the rules for wholesal e distributors include additional application and practice
requirements.

The proposed action for wholesal e distributors encompasses some of the Model Rules of the
National Association of Boards of Pharmacy, includes some definitions for terms not currently
defined in the Drug Control Act, specific criteriafor an application for licensure to include
detailed information about the distribution operation, provisions for inspections and requirements
for personnel, security, anti-counterfeiting measures, recordkeeping, and quality control.

Issues

Please identify the issues associated with the proposed regulatory action, including:

1) the primary advantages and disadvantages to the public, such as individual private citizens or
businesses, of implementing the new or amended provisions;

2) the primary advantages and disadvantages to the agency or the Commonwealth; and

3) other pertinent matters of interest to the regulated community, government officials, and the public.

If the regulatory action poses no disadvantages to the public or the Commonwealth, please so indicate.
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1) The primary advantage to the public is additional protection from the consequences of
misbranded, adulterated, or counterfeited prescription drugs. In an increasingly complex
environment for the marketing and distribution of prescription drugs and devices, the Board of
Pharmacy has an obligation to be proactive in ensuring the safety, integrity and quality of
controlled substances that are distributed in the Commonwealth. In instances where due
diligence has not been observed in other states, drugs that were adulterated or counterfeited have
entered the consumer market and resulted in harm to the public. Harm may come from an
adulterated or counterfeited drug or device to which a patient has an adverse reaction or which
does not have the strength or quality to achieve the intended result from pharmacotherapy.

It isthe Board’ s responsibility to set out rules that minimize opportunities for counterfeiting of
the drug supply, to ensure that records are being adequately maintained, and ensure that there is
sufficient oversight to deter adulteration or counterfeiting. With the adoption of new regulations
for wholesale distributors, the Board intends to add rules that offer clear standards of practice
that provide for both deterrence and enforcement.

2) There are no disadvantages to the public or the agency. There will be some increased effort
and cost associated with expanded application and oversight requirements, but the board intends
to issue limited-use permits to the majority of its currently-licensed wholesale distributors who
only engage in the distribution of medical gases. The availability of alimited-use permit will
allow the board to focus on a small number of entities that are actually distributing the full range
of prescription drugsin Virginia.

Economic impact

Please identify the anticipated economic impact of the proposed regulation.

Projected cost to the state to implement and Asaspecid fund agency, the Board must generate
enforce the proposed regulation, including sufficient revenue to cover its expenditures from
(a) fund source / fund detail, and (b) a non-general funds, specificaly the renewa and

delineation of one-time versus on-going

lication fees it chargesto practitioners or entities
expenditures ap 9 P

for necessary functions of regulation. There would
be a one-time expense of approximately $3,000 for
promulgation of the amended rule, including
meetings of the Regulation Committee at which this
regulation has been developed. A public hearing
would be heard in conjunction with aregularly
scheduled board meeting, and to the extent possible,
all notificationswould be done el ectronicaly to
minimize the cost.

On-going expenditures for the agency are related to
inspections of wholesale distributors which are not
currently conducted but will be required for licensure
under the proposed regulations. There are 125
current active wholesale distributors; 50 are
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probably suppliers of only medical gases. The
remaining 75 probably supply prescription drugs.
DHP estimates the inspection time, including
travel, for the gas only suppliers to be 2.5 hours and
the average inspection time for suppliers of
prescription drugs to be 4 hours (there are severa
large wholesale distributors that may take 8 hours
or more hours to complete). Based on an hourly
rate of $71, the estimated cost of inspecting all
wholesale distributors to be:

50* 2.5 hours* $71 = $8,875

75* 4 hours * $71 = $21,300

Total = $30,175

Based on atwo year inspection cycle, the annual
cost would be one half the total or $15,078.50. The
Board has estimated that the additional
expenditures could be offset by fees charged to
licensees, but costs related to regulation of
wholesale distributors will have to be re-evaluated
after the next biennium to determine whether fees
are sufficient to support their regulation.

Projected cost of the regulation on localities

None

Description of the individuals, businesses or
other entities likely to be affected by the
regulation

The businesses affected would be wholesale
distributors, manufacturers and warehousers.

Agency’s best estimate of the number of such
entities that will be affected

There are currently:

Wholesale distributors 153
Non-resident wholesale distributors 553
Manufacturers 21

Warehousers 29

Projected cost of the regulation for affected
individuals, businesses, or other entities

Manufacturers and warehousers will not incur
additional costs since requirements for fees,
inspections, storage and security are consistent with
current rules.

Additional cost to existing wholesale distributors
should be minimal, because the requirements were
either already required by VA in the current rules
(alarm, etc), or required by the federal regulations.
Minimum facility requirements, records, policy and
procedures are essentially the same as current
requirements. When the Department beginsto
inspect wholesale distributors, some existing
facilities may be found to be out of compliance,
and bringing facilities into compliance may
represent a cost that would be incurred if they were
currently being inspected.

Some requirements for information on theinitial
application and the specific requirements for
responsible party are new and will require
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additional effort and costs. It islikely that existing
wholesale distributors would aready have a person
on staff that meets the requirements, but for new
applicants, there may be the cost of having to
provide the additional requested information.

The three mgjor national distributors are already
licensed in Virginia and would meet the proposed
requirements.

Alternatives

Please describe any viable alternatives to the proposal considered and the rationale used by the agency
to select the least burdensome or intrusive alternative that meets the essential purpose of the action.

In order to set out rulesthat are enforceabl e through inspections and disciplinary proceedings
conducted by the Board, it is necessary to adopt regulations. While the Board could issue a
guidance document that expresses its intent regarding the practices of wholesale distributors, it
would not have legal standing to enforce the guidance as requirements of law and regulation. In
recognition of the need to address actual and potentia problems with distribution of drugs that
do that meet standards for purity, quality and safety, the National Association of Boards of
Pharmacy (NABP) has recently issued Model Rules for the Licensure of Wholesale Distributors.
Effective February 20, 2004, the Model Rules establish definitions used in regulation,
requirements for licensure, minimum qualifications for persons who engage in wholesale
distribution of drugs or devices, minimum requirements for storage, handling, transport and
shipment and for maintenance of records, requirements for security and anti-counterfeiting,
storage of drugs and devices, returned, damaged or outdated drugs, and recordkeeping. Model
Rules a so require the development of policies and procedures and sets out prohibited acts that
are unlawful for a person to perform or to aid in the performance.

Rather than adopting the NABP Model Rules by reference or incorporating them wholly into its
regulation, the Board used them as a guideline in developing regulations. The Board also
received recommended rules from Pfizer, Inc. and “Recommended Guidelines for
Pharmaceutical Distribution System Integrity” from the Healthcare Distribution Management
Association (HDMA). In addition, the Board looked at regulations in other states for wholesale
distribution of drugs and devices and involved advisors who have familiarity with the wholesale
distribution business in the development of rules that will achieve the goal of protecting the
integrity and safety of prescription drugs and devices but avoid requirements that may be
onerous and without justification. The Board of Pharmacy convened a workgroup of
stakeholders to review regulations of wholesale distributors with the intent of strengthening the
ability of the Board to detect problems and enforce rules aimed at protection of the drug supply.
Advisors from Pfizer, HDMA, the Virginia Pharmacists Association, and others participated with
a committee of board members to consider all recommendations and model regulations.

After extensive discussion and review of all recommended requirements, the Committee adopted

many of the Model Rules from NABP, with the exception of requirements for a $100,000 surety
bond and a pedigree system for all prescription drugs through the distribution system. The Board

10
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felt that the surety bond was unnecessary and overly burdensome for some wholesalers who do
businessin anumber of states. While the requirement of a paper pedigree was seriously
considered, the Board determined that the cost and burden of such a pedigree system was not
warranted at thistime. Counterfeiters who produce alook-alike prescription drug and packaging
could aso easily counterfeit the pedigree, so the Board was not convinced that such aregulation
was a sufficient deterrent to warrant the cost and effort.

Subsequent to the adoption of a proposed regulation, advocates for a pedigree system (Pfizer)
requested introduction of legislation to mandate promulgation of such aregulation. As
introduced, SB1326 (Sen. Ruff) was inclusive of model rules that Pfizer had provided in its
comment to the Board. The amendment in the nature of a substitute adopted by the Assembly
does give the Board some discretion in the adoption of a regulation and implementation of a
pedigree system to address primarily those schedules of drugs more subject to counterfeiting.
The Board will be addressing the new statutory requirement for a pedigree in a separate
rulemaking process once the statute takes effect. The Board did not want to delay the effective
date of these regulations as it considers these changes essential in deterring the establishment of
criminal enterprises in the wholesale distributor businessin Virginia.

Public comment

Please summarize all comments received during public comment period following the publication of the
NOIRA, and provide the agency response.

Commenter Comment Agency response
Gary Balick, Believe preventing counterfeit, The Board accepted many of the
Director of misbranded or adulterated recommendations of Pfizer in its requirements
Government medications from entering the drug | for licensure, but did not adopt the suggested
Affairs, Pfizer, distribution systemisacritical rules for asurety bond, the 5% limitation on
Inc. initiative. Pfizer provided model sales that leave the normal chain of

rules that included the following distribution, or the pedigree requirements.

key elements. 1) Licensure that
would ensure that only legitimate
suppliersareinvolved in the
distribution system, including
criminal and business background
information and a surety bond; 2)
restrictions of the sale, distribution
and transfer of prescription drugs,
and 3) a paper or electronic
pedigree that authenticates the drug
as it moves through the distribution
system.

Family impact

11
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Please assess the impact of the proposed regulatory action on the institution of the family and family

stability.

There is no impact of the proposed regulatory action on the institution of the family and family

stability.

Detail of changes

Please detail all changes that are being proposed and the consequences of the proposed changes.
Detail all new provisions and/or all changes to existing sections.

Current Proposed Current Proposed change and rationale
section new section requirement
number number, if
applicable
18VAC110- | n/a Feesfor Deletes those fees related to regulation of manufacturers, wholesale
20-20 applications, distributors, and warehousers — al regulated in a new chapter (50)
renewal,
inspection, etc
18VAC110- | n/a Requirement for Deleted — requirement in Chapter 50
20-630 license or permit to
operate asa
manufacturer,
wholesale
distributor, and
warehouser
18VAC110- | n/a Safeguards against | Deleted — requirement in Chapter 50
20-640 diversion of drugs
reguirements
18VAC110- | n/a Requirements for Deleted — requirement in Chapter 50
20-660 manufacturing
18VAC110- | n/a Compliance with Deleted — requirement in Chapter 50
20-670 Prescription Drug Currently, the Board incorporates the federal Prescription Drug
Marketing Act Marketing Act to establish regulations for wholesale distributors.
However, the federal government mandates that those facilities be
licensed and inspected by state boards, so having requirements set out
in the Virginia Administrative Code is clearer for compliance and
enforcement purposes.
n‘a 18VAC110- | n/a Sections 10-50 ar e applicable to wholesale distributors,
50-10 manufacturers and war ehousers
Section 10 establishes definitions for certain terms and acronyms used
in regulation
n/a 20 n/a Sets fees for applications, renewal, late renewal, reinstatement,
inspections, and miscellaneous actions. Also sets policies for renewal
and reinstatement.
The fees and policies are identical to those currently required.
n/a 30 n/a Application; Location of business; inspection required
A. Any person or entity desiring to obtain alicense as awholesae
distributor, registration as a non-resident wholesale distributor, or
permit as a manufacturer or warehouser shall file an application with the
board on aform approved by the board. An application shall be filed for

12
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anew license, registration, or permit, or for acquisition of an existing
wholesale distributor, manufacturer, or warehouser.

B. A licensee or permit holder proposing to change the location of an
existing license or permit, or make structural or security system changes
to an existing location, shall file an application for approval of the
changes following an inspection conducted by an authorized agent of the
board.

Requirements for an application and inspection of a newmly or structural
altered location prior to being granted a license to operate and stock
prescription drugs are consistent with those for pharmacies.

C. A license or permit shall not be issued to any wholesale distributor,
manufacturer, or warehouser to operate from a private dwelling or
residence or to operate without meeting the applicable facility
requirements for proper storage and distribution of drugs or devices.
Before any license or permit isissued, the applicant shall demonstrate
compliance with all federal, state and local laws and ordinances.
Currently, a wholesale distributor, manufacturer or warehouser is
allowed to operate from a private dwelling if there is a separate
business entrance and it is open for inspection at all time during
normal business hours. From experiences with counterfeit operations
in other states, it is apparent that a prohibition on allowing a
wholesaler to operate out of a private dwelling is necessary;
counterfeiters must often operate from a garage and do not maintain a
legitimate business address. |If alicensee’sbusinessislimited to
medical gases or over-the-counter drugs, an applicant could apply for
a limited-use license that could waive this requirement of the
regulation.

D. If awholesale distributor, manufacturer, or warehouser engagesin
