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2016 SESSION

ENROLLED

VIRGINIA ACTSOF ASSEMBLY — CHAPTER

An Act to amend and reenact 88 2.2-4006, 54.1-3307, 54.1-3401, 54.1-3410.2, 54.1-3434, 54.1-3434.1,
54.1-3435, 54.1-3435.01, 54.1-3435.1, and 54.1-3437 of the Code of Virginia; to amend the Code of
Virginia by adding a section numbered 54.1-3435.4:1 and by adding in Article 4 of Chapter 34 of
Title 54.1 a section numbered 54.1-3442.01; and to repeal § 54.1-3401.1 of the Code of Virginia,
relating to manufacture and distribution of prescription drugs in the Commonwealth.

[H 528]
Approved

Be it enacted by the General Assembly of Virginia:

1. That 88 2.2-4006, 54.1-3307, 54.1-3401, 54.1-3410.2, 54.1-3434, 54.1-3434.1, 54.1-3435,
54.1-3435.01, 54.1-3435.1, and 54.1-3437 of the Code of Virginia are amended and reenacted and
that the Code of Virginia is amended by adding a section numbered 54.1-3435.4:1 and by adding
in Article 4 of Chapter 34 of Title 54.1 a section humbered 54.1-3442.01 as follows:

§ 2.2-4006. Exemptions from requirements of this article.

A. The following agency actions otherwise subject to this chapter and 8§ 2.2-4103 of the Virginia
Register Act shall be exempted from the operation of this article:

1. Agency orders or regulations fixing rates or prices.

2. Regulations that establish or prescribe agency organization, internal practice or procedures,
including delegations of authority.

3. Regulations that consist only of changes in style or form or corrections of technical errors. Each
promulgating agency shall review al references to sections of the Code of Virginia within their
regulations each time a new supplement or replacement volume to the Code of Virginia is published to
ensure the accuracy of each section or section subdivision identification listed.

4. Regulations that are:

a. Necessary to conform to changes in Virginia statutory law or the appropriation act where no
agency discretion is involved. However, such regulations shall be filed with the Registrar within 90 days
of the law's effective date;

b. Required by order of any state or federal court of competent jurisdiction where no agency
discretion is involved; or

c. Necessary to meet the requirements of federal law or regulations, provided such regulations do not
differ materially from those required by federal law or regulation, and the Registrar has so determined in
writing. Notice of the proposed adoption of these regulations and the Registrar's determination shall be
published in the Virginia Register not less than 30 days prior to the effective date of the regulation.

5. Regulations of the Board of Agriculture and Consumer Services adopted pursuant to subsection B
of § 3.2-3929 or clause (v) or (vi) of subsection C of § 3.2-3931 after having been considered at two or
more Board meetings and one public hearing.

6. Regulations of the regulatory boards served by (i) the Department of Labor and Industry pursuant
to Title 40.1 and (ii) the Department of Professional and Occupational Regulation or the Department of
Health Professions pursuant to Title 54.1 that are limited to reducing fees charged to regulants and
applicants.

7. The development and issuance of procedural policy relating to risk-based mine inspections by the
Department of Mines, Minerals and Energy authorized pursuant to 88 45.1-161.82 and 45.1-161.292:55.

8. Genera permits issued by the (a) State Air Pollution Control Board pursuant to Chapter 13
(8 10.1-1300 et seq.) of Title 10.1 or (b) State Water Control Board pursuant to the State Water Control
Law (8 62.1-44.2 et seq.), Chapter 24 (8§ 62.1-242 et seq.) of Title 62.1 and Chapter 25 (8 62.1-254 et
seq.) of Title 62.1, (c) Virginia Soil and Water Conservation Board pursuant to the Dam Safety Act
(8 10.1-604 et seqg.), and (d) the development and issuance of general wetlands permits by the Marine
Resources Commission pursuant to subsection B of § 28.2-1307, if the respective Board or Commission
(i) provides a Notice of Intended Regulatory Action in conformance with the provisions of
§ 2.2-4007.01, (ii) following the passage of 30 days from the publication of the Notice of Intended
Regulatory Action forms a technical advisory committee composed of relevant stakeholders, including
potentially affected citizens groups, to assist in the development of the general permit, (iii) provides
notice and receives oral and written comment as provided in § 2.2-4007.03, and (iv) conducts at |east
one public hearing on the proposed general permit.

9. The development and issuance by the Board of Education of guidelines on constitutional rights
and restrictions relating to the recitation of the pledge of allegiance to the American flag in public
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schools pursuant to § 22.1-202.

10. Regulations of the Board of the Virginia College Savings Plan adopted pursuant to § 23-38.77.

11. Regulations of the Marine Resources Commission.

12. Regulations adopted by the Board of Housing and Community Development pursuant to (i)
Statewide Fire Prevention Code (8 27-94 et seq.), (ii) the Industrialized Building Safety Law (8 36-70 et
seq.), (iii) the Uniform Statewide Building Code (8 36-97 et seq.), and (iv) 8§ 36-98.3, provided the
Board (a) provides a Notice of Intended Regulatory Action in conformance with the provisions of
§ 2.2-4007.01, (b) publishes the proposed regulation and provides an opportunity for oral and written
comments as provided in § 2.2-4007.03, and (c) conducts at least one public hearing as provided in
88 2.2-4009 and 36-100 prior to the publishing of the proposed regulations. Notwithstanding the
provisions of this subdivision, any regulations promulgated by the Board shall remain subject to the
provisions of § 2.2-4007.06 concerning public petitions, and 88 2.2-4013 and 2.2-4014 concerning
review by the Governor and General Assembly.

13. Amendments to the list of drugs susceptible to counterfeiting adopted by the Board of Pharmacy

to subsection B of §54.1-3307 or amendments to regulations of the Board to schedule a
substance in Schedule | or |l pursuant to subsection D of § 54.1-3443.

14. Waste load allocations adopted, amended, or repealed by the State Water Control Board pursuant
to the State Water Control Law (8 62.1-44.2 et seq.), including but not limited to Article 4.01
(8 62.1-44.19:4 et seq.) of the State Water Control Law, if the Board (i) provides public notice in the
Virginia Register; (ii) if requested by the public during the initial public notice 30-day comment period,
forms an advisory group composed of relevant stakeholders; (iii) receives and provides summary
response to written comments;, and (iv) conducts at least one public meeting. Notwithstanding the
provisions of this subdivision, any such waste load allocations adopted, amended, or repealed by the
Board shall be subject to the provisions of 88 2.2-4013 and 2.2-4014 concerning review by the Governor
and General Assembly.

B. Whenever regulations are adopted under this section, the agency shall state as part thereof that it
will receive, consider and respond to petitions by any interested person at any time with respect to
reconsideration or revison. The effective date of regulations adopted under this section shall be in
accordance with the provisions of § 2.2-4015, except in the case of emergency regulations, which shall
become effective as provided in subsection B of §2.2-4012.

C. A regulation for which an exemption is claimed under this section or § 2.2-4002 or 2.2-4011 and
that is placed before a board or commission for consideration shall be provided at least two days in
advance of the board or commission meeting to members of the public that request a copy of that
regulation. A copy of that regulation shall be made available to the public attending such meeting.

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

A. The Board shall regulate the practice of pharmacy and the manufacturing, dispensing, sdlling,
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 that do not conform to the requirements
of law.

The Board's regulations shall include criteria for:

1. Maintenance of the quality, quantity, integrity, safety and efficacy of drugs or devices distributed,
dispensed or administered.

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 as
to provide adequate 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. Promotion 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 heath 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
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cost of rendering pharmacy services.

B. The Board's regulations to implement the criteria set forth in subsection A shall include; but shall
ot be limited to; the establishment and implementation of a pedigree system; as defined in subsection
D The Board shall structure the implementation of the pedigree with limited application to eertain
schedules or certain drugs, upen finding that sueh drugs are more subject to counterfelting: Hh order to
maintain a current and appropriate list of drugs susceptible to counterfeiting; the Board may amend such
list 0 its regulations. Such amendments to the Hist shall be exempt from the regquirements of Article 2
{8-2.2-4006 et seg.) of the Administrative Process Act. The Board shall establish in regulation a process
for amending sueh list that provides notice and oppertunity for public comment Fhe Board shall Hmit
the implementation of a pedigree system to these drugs that have left the normal distribution channel as
defined 1 subsection D. The pedigree shall also satishy the reguirements of 21 U.SGC. §- 353 (&)
regarding requirements for wholesdle distributors of drugs in interstate commerce. The Board may
provide for exceptions to the pedigree requirements of this section for emergency medical reasons as
defined in

& The Board may collect and examine specimens of drugs, devices and cosmetics that are
manufactured, distributed, stored or dispensed in the Commonwealth.

B For the purpeoses of this section:

“Normal distribution channel” means a chain of custody for a prescription drug from initial sale by a
pharmacedtical manufacturer; through acguisition and sale by one wholesale distributor as defined in
5-54.1-3401 that 15 not exempted porseant 1o §-54-1-34011 watd sabe to a pharmacy or other persen
dispensing or administering the controlled substance; or a chain of custody for a prescription drug from
itk sale by a pharmacedtical manutacturer; through acquisition and sale by ene whelesdle distributer
as defined 1 5-541-340%; that s not exempted pursdant to 5-541-34011 to a chan pharmacy
Waeheu%mns%%empmyph&m%maehanﬁeugedyWamnpuendmg#emmmm

§ 54.1-3401. Definitions.

As used in this chapter, unless the context requires a different meaning:

"Administer" means the direct application of a controlled substance, whether by injection, inhalation,
ingestion, or any other means, to the body of a patient or research subject by (i) a practitioner or by his
authorized agent and under his direction or (ii) the patient or research subject at the direction and in the
presence of the practitioner.

"Advertisement" means all representations disseminated in any manner or by any means, other than
by labeling, for the purpose of inducing, or which are likely to induce, directly or indirectly, the
purchase of drugs or devices.

"Agent" means an authorized person who acts on behaf of or at the direction of a manufacturer,
distributor, or dispenser. It does not include a common or contract carrier, public warehouseman, or
employee of the carrier or warehouseman.

"Anabolic steroid" means any drug or hormonal substance, chemically and pharmacologically related
to testosterone, other than estrogens, progestins, corticosteroids, and dehydroepiandrosterone.

"Anima" means any nonhuman animate being endowed with the power of voluntary action.

"Automated drug dispensing system” means a mechanical or electronic system that performs
operations or activities, other than compounding or administration, relating to pharmacy services,
including the storage, dispensing, or distribution of drugs and the collection, control, and maintenance of
all transaction information, to provide security and accountability for such drugs.

"Biological product” means a virus, therapeutic serum, toxin, antitoxin, vaccine, blood, blood
component or derivative, alergenic product, protein other than a chemically synthesized polypeptide, or
analogous product, or arsphenamine or any derivative of arsphenamine or any other trivalent organic
arsenic compound, applicable to the prevention, treatment, or cure of a disease or condition of human
beings.

"Biosimilar" means a biological product that is highly similar to a specific reference biological
product, notwithstanding minor differences in clinically inactive compounds, such that there are no
clinically meaningful differences between the reference biological product and the biological product that
has been licensed as a biosimilar pursuant to 42 U.S.C. § 262(k) in terms of safety, purity, and potency
of the product.

"Board" means the Board of Pharmacy.
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"Bulk drug substance" means any substance that is represented for use, and that, when used in the
compounding, manufacturing, processing, or packaging of a drug, becomes an active ingredient or a
finished dosage form of the drug; however, "bulk drug substance" shall not include intermediates that
are used in the synthesis of such substances.

"Change of ownership” of an existing entity permitted, registered, or licensed by the Board means (i)
the sale or transfer of all or substantially all of the assets of the entity or of any corporation that owns
or controls the entity; (ii) the creation of a partnership by a sole proprietor, the dissolution of a
partnership, or change in partnership composition; (iii) the acquisition or disposal of 50 percent or more
of the outstanding shares of voting stock of a corporation owning the entity or of the parent corporation
of a wholly owned subsidiary owning the entity, except that this shall not apply to any corporation the
voting stock of which is actively traded on any securities exchange or in any over-the-counter market;
(iv) the merger of a corporation owning the entity or of the parent corporation of a wholly-owned
subsidiary owning the entity with another business or corporation; or (v) the expiration or forfeiture of a
corporation's charter.

"Co-licensed partner" means a person who, with at least one other person, has the right to engage
in the manufacturing or marketing of a prescription drug, consistent with state and federal law.

"Compounding” means the combining of two or more ingredients to fabricate such ingredients into a
single preparation and includes the mixing, assembling, packaging, or labeling of a drug or device (i) by
a pharmacist, or within a permitted pharmacy, pursuant to a valid prescription issued for a medicina or
therapeutic purpose in the context of a bona fide practitioner-patient-pharmacist relationship, or in
expectation of receiving a valid prescription based on observed historical patterns of prescribing and
dispensing; (ii) by a practitioner of medicine, osteopathy, podiatry, dentistry, or veterinary medicine as
an incident to his administering or dispensing, if authorized to dispense, a controlled substance in the
course of his professional practice; or (iii) for the purpose of, or as incident to, research, teaching, or
chemical anaysis and not for sade or for dispensing. The mixing, diluting, or reconstituting of a
manufacturer's product drugs for the purpose of administration to a patient, when performed by a
practitioner of medicine or osteopathy licensed under Chapter 29 (8§ 54.1-2900 et seq.), a person
supervised by such practitioner pursuant to subdivision A 6 or A 19 of § 54.1-2901, or a person
supervised by such practitioner or a licensed nurse practitioner or physician assistant pursuant to
subdivision A 4 of §54.1-2901 shall not be considered compounding.

"Controlled substance” means a drug, substance, or immediate precursor in Schedules | through VI of
this chapter. The term shall not include distilled spirits, wine, malt beverages, or tobacco as those terms
are defined or used in Title 3.2 or Title 4.1. The term "controlled substance" includes a controlled
substance analog that has been placed into Schedule | or 11 by the Board pursuant to the regulatory
authority in subsection D of §54.1-3443.

"Controlled substance analog" means a substance the chemical structure of which is substantially
similar to the chemical structure of a controlled substance in Schedule | or 1l and either (i) which has a
stimulant, depressant, or hallucinogenic effect on the central nervous system that is substantialy similar
to or greater than the stimulant, depressant, or hallucinogenic effect on the central nervous system of a
controlled substance in Schedule | or Il or (ii) with respect to a particular person, which such person
represents or intends to have a stimulant, depressant, or halucinogenic effect on the central nervous
system that is substantially similar to or greater than the stimulant, depressant, or hallucinogenic effect
on the centra nervous system of a controlled substance in Schedule | or Il. "Controlled substance
analog" does not include (a) any substance for which there is an approved new drug application as
defined under 8 505 of the federal Food, Drug, and Cosmetic Act (21 U.S.C. § 355) or that is generaly
recognized as safe and effective pursuant to 88 501, 502, and 503 of the federa Food, Drug, and
Cosmetic Act (21 U.S.C. 88 351, 352, and 353) and 21 C.F.R. Part 330; (b) with respect to a particular
person, any substance for which an exemption is in effect for investigational use for that person under
8 505 of the federal Food, Drug, and Cosmetic Act to the extent that the conduct with respect to that
substance is pursuant to such exemption; or (c) any substance to the extent not intended for human
consumption before such an exemption takes effect with respect to that substance.

"DEA" means the Drug Enforcement Administration, U.S. Department of Justice, or its successor
agency.

"Deliver" or "delivery" means the actual, constructive, or attempted transfer of any item regulated by
this chapter, whether or not there exists an agency relationship.

"Device' means instruments, apparatus, and contrivances, including their components, parts, and
accessories, intended for use in the diagnosis, cure, mitigation, treatment, or prevention of disease in
man or animals or to affect the structure or any function of the body of man or animals.

"Dialysis care technician" or "dialysis patient care technician” means an individual who is certified
by an organization approved by the Board of Heath Professions pursuant to Chapter 27.01
(8 54.1-2729.1 et seq.) and who, under the supervision of a licensed physician, nurse practitioner,
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physician assistant, or a registered nurse, assists in the care of patients undergoing renal dialysis
treatments in a Medicare-certified renal diaysis facility.

"Dialysis solution” means either the commercialy available, unopened, sterile solutions whose
purpose is to be instilled into the peritoneal cavity during the medical procedure known as peritonedl
dialysis, or commercialy available solutions whose purpose is to be used in the performance of
hemodialysis not to include any solutions administered to the patient intravenously.

"Dispense’ means to deliver a drug to an ultimate user or research subject by or pursuant to the
lawful order of a practitioner, including the prescribing and administering, packaging, labeling, or
compounding necessary to prepare the substance for that delivery. However, dispensing shall not include
the transportation of drugs mixed, diluted, or reconstituted in accordance with this chapter to other sites
operated by such practitioner or that practitioner's medical practice for the purpose of administration of
such drugs to patients of the practitioner or that practitioner's medical practice at such other sites. For
practitioners of medicine or osteopathy, "dispense" shall only include the provision of drugs by a
practitioner to patients to take with them away from the practitioner's place of practice.

"Digpenser" means a practitioner who dispenses.

"Distribute” means to deliver other than by administering or dispensing a controlled substance.

"Distributor" means a person who distributes.

"Drug" means (i) articles or substances recognized in the official United States Pharmacopoeia
National Formulary or official Homeopathic Pharmacopoeia of the United States, or any supplement to
any of them; (ii) articles or substances intended for use in the diagnosis, cure, mitigation, treatment, or
prevention of disease in man or animals; (iii) articles or substances, other than food, intended to affect
the structure or any function of the body of man or animals; (iv) articles or substances intended for use
as a component of any article specified in clause (i), (ii), or (iii); or (v) a biological product. "Drug"
does not include devices or their components, parts, or accessories.

"Drug product” means a specific drug in dosage form from a known source of manufacture, whether
by brand or therapeuticaly equivalent drug product nhame.

"Electronic transmission prescription” means any prescription, other than an oral or written
prescription or a prescription transmitted by facsimile machine, that is electronically transmitted directly
to a pharmacy without interception or intervention from a third party from a practitioner authorized to
prescribe or from one pharmacy to another pharmacy.

"Facsimile (FAX) prescription” means a written prescription or order that is transmitted by an
electronic device over telephone lines that sends the exact image to the receiving pharmacy in hard copy
form.

"FDA" means the U.S. Food and Drug Administration.

"Hashish oil" means any oily extract containing one or more cannabinoids, but shall not include any
such extract with a tetrahydrocannabinol content of less than 12 percent by weight.

"Immediate precursor’ means a substance which the Board of Pharmacy has found to be and by
regulation designates as being the principa compound commonly used or produced primarily for use,
and which is an immediate chemical intermediary used or likely to be used in the manufacture of a
controlled substance, the control of which is necessary to prevent, curtail, or limit manufacture.

"Interchangeable” means a biosimilar that meets safety standards for determining interchangeability
pursuant to 42 U.S.C. § 262(k)(4).

"Labd" means a display of written, printed, or graphic matter upon the immediate container of any
article. A requirement made by or under authority of this chapter that any word, statement, or other
information appear on the label shall not be considered to be complied with unless such word,
statement, or other information aso appears on the outside container or wrapper, if any, of the retail
package of such article or is easily legible through the outside container or wrapper.

"Labding" means all labels and other written, printed, or graphic matter on an article or any of its
containers or wrappers, or accompanying such article.

"Manufacture” means the production, preparation, propagation, conversion, or processing of any item
regulated by this chapter, either directly or indirectly by extraction from substances of natural origin, or
independently by means of chemical synthesis, or by a combination of extraction and chemical
synthesis, and includes any packaging or repackaging of the substance or labeling or relabeling of its
container. This term does not include compounding.

"Manufacturer" means every person who manufactures, a manufacturer's co-licensed partner, or a
repackager.

"Marijuand’ means any part of a plant of the genus Cannabis whether growing or not, its seeds, or
its resin; and every compound, manufacture, salt, derivative, mixture, or preparation of such plant, its
seeds, or its resin. Marijuana shall not include any oily extract containing one or more cannabinoids
unless such extract contains less than 12 percent of tetrahydrocannabinol by weight, nor shall marijuana
include the mature stalks of such plant, fiber produced from such stalk, or oil or cake made from the
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seeds of such plant, unless such stalks, fiber, qil, or cake is combined with other parts of plants of the
genus Cannabis. Marijuana shall not include industrial hemp as defined in § 3.2-4112 that is possessed,
cultivated, or manufactured by a grower licensed pursuant to § 3.2-4115.

"Medical equipment supplier” means any person, as defined in § 1-230, engaged in the delivery to
the ultimate consumer, pursuant to the lawful order of a practitioner, of hypodermic syringes and
needles, medicinal oxygen, Schedule VI controlled devices, those Schedule VI controlled substances with
no medicina properties that are used for the operation and cleaning of medical equipment, solutions for
peritoneal dialysis, and sterile water or saline for irrigation.

"Narcotic drug” means any of the following, whether produced directly or indirectly by extraction
from substances of vegetable origin, or independently by means of chemical synthesis, or by a
combination of extraction and chemical synthesis. (i) opium, opiates, and any salt, compound, derivative,
or preparation of opium or opiates; (ii) any salt, compound, isomer, derivative, or preparation thereof
which is chemically equivalent or identical with any of the substances referred to in clause (i), but not
including the isoquinoline alkaloids of opium; (iii) opium poppy and poppy straw; (iv) coca leaves and
any sat, compound, derivative, or preparation of coca leaves, and any salt, compound, isomer,
derivative, or preparation thereof which is chemically equivalent or identical with any of these
substances, but not including decocainized coca leaves or extraction of coca leaves which do not contain
cocaine or ecgonine.

"New drug" means (i) any drug, except a new animal drug or an animal feed bearing or containing a
new animal drug, the composition of which is such that such drug is not generally recognized, among
experts qualified by scientific training and experience to evaluate the safety and effectiveness of drugs,
as safe and effective for use under the conditions prescribed, recommended, or suggested in the labeling,
except that such a drug not so recognized shall not be deemed to be a "new drug" if at any time prior
to the enactment of this chapter it was subject to the Food and Drugs Act of June 30, 1906, as
amended, and if at such time its labeling contained the same representations concerning the conditions
of its use, or (ii) any drug, except a new animal drug or an animal feed bearing or containing a new
animal drug, the composition of which is such that such drug, as a result of investigations to determine
its safety and effectiveness for use under such conditions, has become so recognized, but which has not,
otherwise than in such investigations, been used to a material extent or for a material time under such
conditions.

"Nuclear medicine technologist" means an individual who holds a current certification with the
American Registry of Radiologica Technologists or the Nuclear Medicine Technology Certification
Board.

"Official compendium” means the official United States Pharmacopoeia National Formulary, officia
Homeopathic Pharmacopoeia of the United States, or any supplement to any of them.

"Official written order" means an order written on a form provided for that purpose by the U.S. Drug
Enforcement Administration, under any laws of the United States making provision therefor, if such
order forms are authorized and required by federal law, and if no such order form is provided then on
an official form provided for that purpose by the Board of Pharmacy.

"Opiate” means any substance having an addiction-forming or addiction-sustaining liability similar to
morphine or being capable of conversion into a drug having such addiction-forming or
addiction-sustaining liability. It does not include, unless specifically designated as controlled under
Article 4 (8 54.1-3437 et seq.), the dextrorotatory isomer of 3-methoxy-n-methylmorphinan and its salts
(dextromethorphan). It does include its racemic and levorotatory forms.

"Opium poppy" means the plant of the species Papaver somniferum L., except the seeds thereof.

"Original package" means the unbroken container or wrapping in which any drug or medicine is
enclosed together with label and labeling, put up by or for the manufacturer, wholesaler, or distributor
for use in the delivery or display of such article.

"Outsourcing facility" means a facility that is engaged in the compounding of sterile drugs and is
currently registered as an outsourcing facility with the U.S. Secretary of Health and Human Services and
that complies with all applicable requirements of federal and state law, including the Federal Food,
Drug, and Cosmetic Act.

"Person” means both the plural and singular, as the case demands, and includes an individual,
partnership, corporation, association, governmental agency, trust, or other institution or entity.

"Pharmacist-in-charge" means the person who, being licensed as a pharmacist, signs the application
for a pharmacy permit and assumes full legal responsibility for the operation of the relevant pharmacy in
a manner complying with the laws and regulations for the practice of pharmacy and the sale and
dispensing of controlled substances; the "pharmacist-in-charge” shall personally supervise the pharmacy
and the pharmacy's personnel as required by § 54.1-3432.

"Poppy straw" means all parts, except the seeds, of the opium poppy, after mowing.

"Practitioner" means a physician, dentist, licensed nurse practitioner pursuant to § 54.1-2957.01,
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licensed physician assistant pursuant to § 54.1-2952.1, pharmacist pursuant to § 54.1-3300, TPA-certified
optometrist pursuant to Article 5 (8 54.1-3222 et seq.) of Chapter 32, veterinarian, scientific investigator,
or other person licensed, registered, or otherwise permitted to distribute, dispense, prescribe and
administer, or conduct research with respect to a controlled substance in the course of professional
practice or research in the Commonwealth.

"Prescriber" means a practitioner who is authorized pursuant to 88 54.1-3303 and 54.1-3408 to issue
a prescription.

"Prescription” means an order for drugs or medical supplies, written or signed or transmitted by word
of mouth, telephone, telegraph, or other means of communication to a pharmacist by a duly licensed
physician, dentist, veterinarian, or other practitioner authorized by law to prescribe and administer such
drugs or medical supplies.

"Prescription drug" means any drug required by federal law or regulation to be dispensed only
pursuant to a prescription, including finished dosage forms and active ingredients subject to § 503(b) of
the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 8§ 353(b)).

"Production” or "produce” includes the manufacture, planting, cultivation, growing, or harvesting of a
controlled substance or marijuana.

"Proprietary medicine’ means a completely compounded nonprescription drug in its unbroken,
original package which does not contain any controlled substance or marijuana as defined in this chapter
and is not in itself poisonous, and which is sold, offered, promoted, or advertised directly to the general
public by or under the authority of the manufacturer or primary distributor, under a trademark, trade
name, or other trade symbol privately owned, and the labeling of which conforms to the requirements of
this chapter and applicable federal law. However, this definition shal not include a drug that is only
advertised or promoted professionally to licensed practitioners, a narcotic or drug containing a narcotic,
a drug that may be dispensed only upon prescription or the label of which bears substantially the
statement "Warning — may be habit-forming," or a drug intended for injection.

"Radiopharmaceutical” means any drug that exhibits spontaneous disintegration of unstable nuclei
with the emission of nuclear particles or photons and includes any non-radioactive reagent kit or
radionuclide generator that is intended to be used in the preparation of any such substance, but does not
include drugs such as carbon-containing compounds or potassium-containing salts that include trace
guantities of naturally occurring radionuclides. The term also includes any biological product that is
labeled with a radionuclide or intended solely to be labeled with a radionuclide.

"Reference biological product” means the single biological product licensed pursuant to 42 U.S.C.
§ 262(a) against which a biologica product is evaluated in an application submitted to the U.S. Food
and Drug Administration for licensure of biological products as biosimilar or interchangeable pursuant to
42 U.S.C. §262(k).

"Sale" includes barter, exchange, or gift, or offer therefor, and each such transaction made by any
person, whether as an individual, proprietor, agent, servant, or employee.

"Therapeutically equivalent drug products’ means drug products that contain the same active
ingredients and are identical in strength or concentration, dosage form, and route of administration and
that are classified as being therapeuticaly equivalent by the U.S. Food and Drug Administration
pursuant to the definition of "therapeutically equivalent drug products’ set forth in the most recent
edition of the Approved Drug Products with Therapeutic Equivalence Evaluations, otherwise known as
the "Orange Book."

"Third-party logistics provider" means a person that provides or coordinates warehousing of or other
logistics services for a drug or device in interstate commerce on behalf of a manufacturer, wholesale
distributor, or dispenser of the drug or device but does not take ownership of the product or have
responsibility for directing the sale or disposition of the product.

"USP-NF" means the current edition of the United States Pharmacopeia-National Formulary.

"Warehouser" means any person, other than a wholesale distributor, manufacturer, or third-party
logistics provider, engaged in the business of selling or otherwise distributing prescription drugs or
devices to any person who is not the ultimate user or consumer. No person shall be subject to any state
or local tax by reason of this definition.

"Wholesale distribution” means distribution of prescription drugs to persons other than consumers or
patients, subject to the exceptions set forth in 8-54.1-3401.1 exemptions set forth in the federal Drug
Supply Chain Security Act.

"Wholesale distributor” means any person engaged i whelesale distribution of preseription drugs
including; but net Himited to; manufacturers; repackers; ewn4~abel d-FS[-FI-bHI-GI’—S— distributers;
warehouses eenduen-ng wholesale distributions, and wholesdle drug warehouses; mdepenelent wholesale
drug traders; and retail pharmacies conducting wholesale distributions. No person shall be subject to any
state or local tax as a wholesale merchant by reason of this definition other than a manufacturer, a
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manufacturer's co-licensed partner, a third-party logistics provider, or a repackager that engages in
wholesale distribution.

The words "drugs' and "devices' as used in Chapter 33 (8§ 54.1-3300 et seq.) and in this chapter
shall not include surgical or denta instruments, physical therapy equipment, X-ray apparatus, or glasses
or lenses for the eyes.

The terms "pharmacist,” "pharmacy," and "practice of pharmacy" as used in this chapter shall be
defined as provided in Chapter 33 (8 54.1-3300 et seq.) unless the context requires a different meaning.

§ 54.1-3410.2. Compounding; pharmacists authority to compound under certain conditions;
labeling and record maintenance requir ements.

A. A pharmacist may engage in compounding of drug products when the dispensing of such
compounded products is (i) pursuant to valid prescriptions for specific patients and (ii) consistent with
the provisions of § 54.1-3303 relating to the issuance of prescriptions and the dispensing of drugs.

Pharmacists shall label all compounded drug products that are dispensed pursuant to a prescription in
accordance with this chapter and the Board's regulations, and shall include on the labeling an appropriate
beyond-use date as determined by the pharmacist in compliance with USP-NF standards for pharmacy
compounding.

B. A pharmacist may aso engage in compounding of drug products in anticipation of receipt of
prescriptions based on a routine, regularly observed prescribing pattern.

Pharmacists shall label all products compounded prior to dispensing with (i) the name and strength of
the compounded medication or a list of the active ingredients and strengths; (ii) the pharmacy's assigned
control number that corresponds with the compounding record; (iii) an appropriate beyond-use date as
determined by the pharmacist in compliance with USP-NF standards for pharmacy compounding; and
(iv) the quantity.

C. In accordance with the conditions set forth in subsections A and B, pharmacists shal not
distribute compounded drug products for subsequent distribution or sale to other persons or to
commercia entities, including distribution to pharmacies or other entities under common ownership or
control with the facility in which such compounding takes place; however, a pharmacist may distribute
to a veterinarian in accordance with federal law.

Compounded products for companion animals, as defined in regulations promulgated by the Board of
Veterinary Medicine, and distributed by a pharmacy to a veterinarian for further distribution or sae to
his own patients shall be limited to drugs necessary to treat an emergent condition when timely access
to a compounding pharmacy is not available as determined by the prescribing veterinarian.

A pharmacist may, however, deliver compounded products dispensed pursuant to valid prescriptions
to alternate delivery locations pursuant to 8§ 54.1-3420.2.

A pharmacist may provide a reasonable amount of compounded products to practitioners of medicine,
osteopathy, podiatry, or dentistry to administer to their patients, either personally or under their direct
and immediate supervision, if there is a critical need to treat an emergency condition, or as allowed by
federal law or regulations. A pharmacist may aso provide compounded products to practitioners of
veterinary medicine for office-based administration to their patients.

Pharmacists who provide compounded products for office-based administration for treatment of an
emergency condition or as allowed by federal law or regulations shall label all compounded products
distributed to practitioners other than veterinarians for administration to their patients with (i) the
statement "For Administering in Prescriber Practice Location Only"; (ii) the name and strength of the
compounded medication or list of the active ingredients and strengths; (iii) the facility's control number;
(iv) an appropriate beyond-use date as determined by the pharmacist in compliance with USP-NF
standards for pharmacy compounding; (v) the name and address of the pharmacy; and (vi) the quantity.

Pharmacists shall label all compounded products for companion animals, as defined in regulations
promulgated by the Board of Veterinary Medicine, and distributed to a veterinarian for either further
distribution or sale to his own patient or administration to his own patient with (a) the name and
strength of the compounded medication or list of the active ingredients and strengths; (b) the facility's
control number; () an appropriate beyond-use date as determined by the pharmacist in compliance with
USP-NF standards for pharmacy compounding; (d) the name and address of the pharmacy; and (e) the
quantity.

D. Pharmacists shall personally perform or personally supervise the compounding process, which
shall include a final check for accuracy and conformity to the formula of the product being prepared,
correct ingredients and calculations, accurate and precise measurements, appropriate conditions and
procedures, and appearance of the final product.

E. Pharmacists shall ensure compliance with USP-NF standards for both sterile and non-sterile
compounding.

F. Pharmacists may use bulk drug substances in compounding when such bulk drug substances:

1. Comply with the standards of an applicable United States Pharmacopoeia or National Formulary
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monograph, if such monograph exists, and the United States Pharmacopoeia chapter on pharmacy
compounding; or are drug substances that are components of drugs approved by the FDA for use in the
United States; or are otherwise approved by the FDA; or are manufactured by an establishment that is
registered by the FDA; and

2. Are mandlactured by an establishment that s registered by the EDA; or

3: Are distributed by a licensed wholesale distributor or registered nonresident wholesale distributor,
or are distributed by a supplier otherwise approved by the Board and the FDA to distribute bulk drug
substances if the pharmacist can establish purity and safety by reasonable means, such as lot anaysis,
manufacturer reputation, or reliability of the source.

G. Pharmacists may compound using ingredients that are not considered drug products in accordance
with the USP-NF standards and guidance on pharmacy compounding.

H. Pharmacists shall not engage in the following:

1. The compounding for human use of a drug product that has been withdrawn or removed from the
market by the FDA because such drug product or a component of such drug product has been found to
be unsafe. However, this prohibition shall be limited to the scope of the FDA withdrawal;

2. The regular compounding or the compounding of inordinate amounts of any drug products that are
essentially copies of commercialy available drug products. However, this prohibition shall not include
(i) the compounding of any commercially available product when there is a change in the product
ordered by the prescriber for an individua patient, (ii) the compounding of a commercialy
manufactured drug only during times when the product is not available from the manufacturer or
supplier, (iii) the compounding of a commercialy manufactured drug whose manufacturer has notified
the FDA that the drug is unavailable due to a current drug shortage, (iv) the compounding of a
commercially manufactured drug when the prescriber has indicated in the oral or written prescription for
an individual patient that there is an emergent need for a drug that is not readily available within the
time medically necessary, or (v) the mixing of two or more commercially available products regardiess
of whether the end product is a commercialy available product; or

3. The compounding of inordinate amounts of any preparation in cases in which there is no observed
historical pattern of prescriptions and dispensing to support an expectation of receiving a valid
prescription for the preparation. The compounding of an inordinate amount of a preparation in such
cases shall constitute manufacturing of drugs.

I. Pharmacists shall maintain records of al compounded drug products as part of the prescription,
formula record, formula book, or other log or record. Records may be maintained electronicaly,
manually, in a combination of both, or by any other readily retrievable method.

1. In addition to other requirements for prescription records, records for products compounded
pursuant to a prescription order for a single patient where only manufacturers' finished products are used
as components shall include the name and quantity of all components, the date of compounding and
dispensing, the prescription number or other identifier of the prescription order, the total quantity of
finished product, the signature or initials of the pharmacist or pharmacy technician performing the
compounding, and the signature or initials of the pharmacist responsible for supervising the pharmacy
technician and verifying the accuracy and integrity of compounded products.

2. In addition to the requirements of subdivision | 1, records for products compounded in bulk or
batch in advance of dispensing or when bulk drug substances are used shall include: the generic name
and the name of the manufacturer of each component or the brand name of each component; the
manufacturer's lot number and expiration date for each component or when the origina manufacturer's
lot number and expiration date are unknown, the source of acquisition of the component; the assigned
lot number if subdivided, the unit or package size and the number of units or packages prepared; and
the beyond-use date. The criteria for establishing the beyond-use date shall be available for inspection
by the Board.

3. A complete compounding formula listing all procedures, necessary equipment, necessary
environmental considerations, and other factors in detail shall be maintained where such instructions are
necessary to replicate a compounded product or where the compounding is difficult or complex and
must be done by a certain process in order to ensure the integrity of the finished product.

4. A formal written quality assurance plan shall be maintained that describes specific monitoring and
evaluation of compounding activities in accordance with USP-NF standards. Records shall be maintained
showing compliance with monitoring and evaluation requirements of the plan to include training and
initial and periodic competence assessment of personnel involved in compounding, monitoring of
environmental controls and equipment calibration, and any end-product testing, if applicable.

J. Practitioners who may lawfully compound drugs for administering or dispensing to their own
patients pursuant to 88 54.1-3301, 54.1-3304, and 54.1-3304.1 shall comply with al provisions of this
section and the relevant Board regulations.

K. Every pharmacist-in-charge or owner of a permitted pharmacy or a registered nonresident
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pharmacy engaging in sterile compounding shall notify the Board of its intention to dispense or
otherwise deliver a sterile compounded drug product into the Commonwealth. Upon renewal of its
permit or registration, a pharmacy or nonresident pharmacy shall notify the Board of its intention to
continue dispensing or otherwise delivering sterile compounded drug products into the Commonwealth.
Failure to provide notification to the Board shall constitute a violation of Chapter 33 (8§ 54.1-3300 et
seq.) or Chapter 34 (8 54.1-3400 et seq.). The Board shall maintain this information in a manner that
will allow the production of alist identifying all such sterile compounding pharmacies.

§54.1-3434. Permit to conduct pharmacy.

No person shall conduct a pharmacy without first obtaining a permit from the Board.

The application for such permit shall be made on a form provided by the Board and signed by a
pharmacist who will be in full and actual charge of the pharmacy and who will be fully engaged in the
practice of pharmacy at the location designated on the application.

The application shall (i) show the corporate name and trade name, (ii) list any pharmacist in addition
to the pharmacist-in-charge practicing at the location indicated on the application, and (iii) list the hours
during which the pharmacy will be open to provide pharmacy services. Any change in the hours of
operation, which is expected to last more than one week, shall be reported to the Board in writing and
posted, at least fourteen days prior to the anticipated change, in a conspicuous place to provide notice to
the public. The Board shall promulgate regulations to provide exceptions to this prior notification.

If the owner is other than the pharmacist making the application, the type of ownership shall be
indicated and shall list any partner or partners, and, if a corporation, then the corporate officers and
directors. Further, if the owner is not a pharmacist, he shall not abridge the authority of the
pharmacist-in-charge to exercise professional judgment relating to the dispensing of drugs in accordance
with this act and Board regulations.

The permit shall be issued only to the pharmacist who signs the application as the
pharmacist-in-charge and as such assumes the full responsibilities for the legal operation of the
pharmacy. This permit and responsibilities shall not be construed to negate any responsibility of any
pharmacist or other person.

Upon termination of practice by the pharmacist-in-charge, or upon any change in partnership
composition, or upon the acquisition, as defined in Board regulations, of the existing corporation by
another person or the closing of a pharmacy, the permit previously issued shall be immediately
surrendered to the Board by the pharmacist-in-charge to whom it was issued, or by his lega
representative, and an application for a new permit may be made in accordance with the requirements of
this chapter.

The Board shall promulgate regulations (i) defining acquisition of an existing permitted, registered or
licensed facility or of any corporation under which the facility is directly or indirectly organized; (ii)
providing for the transfer, confidentiality, integrity, and security of the pharmacy's prescription
dispensing records and other patient records, regardiess of where located; and (iii) establishing a
reasonable time period for designation of a new pharmacist-in-charge. At the conclusion of the time
period for designation of a new pharmacist-in-charge, a pharmacy which has failed to designate a new
pharmacist-in-charge shall not operate as a pharmacy nor maintain a stock of prescription drugs on the
premises. The Director shall immediately notify the owner of record that the pharmacy no longer holds a
valid permit and that the owner shall make provision for the proper disposition of all Schedule Il
through VI drugs and devices on the premises within fifteen days of receipt of this notice. At the
conclusion of the fifteen-day period, the Director or his authorized agent shall seize and indefinitely
secure al Schedule Il through VI drugs and devices still on the premises, and notify the owner of such
seizure. The Director may properly dispose of the seized drugs and devices after six months from the
date of the notice of seizure if the owner has not claimed and provided for the proper disposition of the
property. The Board shall assess a fee of not less than the cost of storage of said drugs upon the owner
for reclaiming seized property.

The succeeding pharmacist-in-charge shall cause an inventory to be made of all Schedule I, 11, III,
IV and V drugs on hand. Such inventory shall be completed as of the date he becomes
pharmacist-in-charge and prior to opening for business on that date.

The pharmacist to whom such permit is issued shall provide safeguards against diversion of all
controlled substances.

An application for a pharmacy permit shall be accompanied by a fee determined by the Board. All
permits shall expire annually on a date determined by the Board in regulation.

Every pharmacy shall be equipped so that prescriptions can be properly filled. The Board of
Pharmacy shall prescribe the minimum of such professional and technical equipment and reference
material which a pharmacy shall at al times possess. Nothing shall prevent a pharmacist who is €ligible
to receive information from the Prescription Monitoring Program from requesting and receiving such
information; however, no pharmacy shall be required to maintain Internet access to the Prescription
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Monitoring Program. No permit shall be issued or continued for the conduct of a pharmacy until or
unless there is compliance with the provisions of this chapter and regulations promulgated by the Board.

Every pharmacy shall comply with federal requirements for an electronic, interoperable system to
identify, trace, and verify prescription drugs as they are distributed.

Each day during which a person is in violation of this section shall constitute a separate offense.

§54.1-3434.1. Nonresident pharmacies to register with Board.

A. Any pharmacy located outside the Commonwealth that ships, mails, or delivers, in any manner,
Schedule 11 through VI drugs or devices pursuant to a prescription into the Commonwealth shall be
considered a nonresident pharmacy, shall be registered with the Board, shall designate a pharmacist in
charge who is licensed as a pharmacist in Virginia and is responsible for the pharmacy's compliance
with this chapter, and shall disclose to the Board all of the following:

1. The location, names, and titles of all principal corporate officers and the name and Virginia
license number of the designated pharmacist in charge, if applicable. A report containing this
information shall be made on an annua basis and within 30 days after any change of office, corporate
officer, or pharmacist in charge.

2. That it maintains, at al times, a current unrestricted license, permit, certificate, or registration to
conduct the pharmacy in compliance with the laws of the jurisdiction, within the United States or within
another jurisdiction that may lawfully deliver prescription drugs directly or indirectly to consumers
within the United States, in which it is a resident. The pharmacy shall also certify that it complies with
al lawful directions and requests for information from the regulatory or licensing agency of the
jurisdiction in which it is licensed as well as with all requests for information made by the Board
pursuant to this section.

3. As a prerequisite to registering or renewing a registration with the Board, the nonresident
pharmacy shall submit a copy of a current inspection report resulting from an inspection conducted by
the regulatory or licensing agency of the jurisdiction in which it is located that indicates compliance
with the requirements of this chapter, including compliance with USP-NF standards for pharmacies
performing sterile and non-sterile compounding. The inspection report shall be deemed current for the
purpose of this subdivision if the inspection was conducted (i) no more than six months prior to the date
of submission of an application for registration with the Board or (ii) no more than two years prior to
the date of submission of an application for renewa of a registration with the Board. However, if the
nonresident pharmacy has not been inspected by the regulatory or licensing agency of the jurisdiction in
which it is licensed within the required period, the Board may accept an inspection report or other
documentation from another entity that is satisfactory to the Board or the Board may cause an inspection
to be conducted by its duly authorized agent and may charge an inspection fee in an amount sufficient
to cover the costs of the inspection.

4. For a nonresident pharmacy that dispenses more than 50 percent of its total prescription volume
pursuant to an original prescription order received as a result of solicitation on the Internet, including
the solicitation by electronic mail, that it is credentialed and has been inspected and that it has received
certification from the National Association of Boards of Pharmacy that it is a Verified Internet Pharmacy
Practice Site, or has received certification from a substantially similar program approved by the Board.
The Board may, in its discretion, waive the requirements of this subdivision for a nonresident pharmacy
that only does business within the Commonwealth in limited transactions.

5. That it maintains its records of prescription drugs or dangerous drugs or devices dispensed to
patients in the Commonwealth so that the records are readily retrievable from the records of other drugs
dispensed and provides a copy or report of such dispensing records to the Board, its authorized agents,
or any agent designated by the Superintendent of the Department of State Police upon request within
seven days of receipt of a request.

6. That its pharmacists do not knowingly fill or dispense a prescription for a patient in Virginia in
violation of § 54.1-3303 and that it has informed its pharmacists that a pharmacist who dispenses a
prescription that he knows or should have known was not written pursuant to a bona fide
practitioner-patient relationship is guilty of unlawful distribution of a controlled substance in violation of
§18.2-248.

7. That it maintains a continuous quality improvement program as required of resident pharmacies,
pursuant to § 54.1-3434.03.

The requirement that a nonresident pharmacy have a Virginia licensed pharmacist in charge shall not
apply to a registered nonresident pharmacy that provides services as a pharmacy benefits administrator.

B. Any pharmacy subject to this section shall, during its regular hours of operation, but not less than
six days per week, and for a minimum of 40 hours per week, provide a toll-free telephone service to
facilitate communication between patients in the Commonwealth and a pharmacist at the pharmacy who
has access to the patient's records. This toll-free number shall be disclosed on a label affixed to each
container of drugs dispensed to patients in the Commonwealth.
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C. Pharmacies subject to this section shall comply with the reporting requirements of the Prescription
Monitoring Program as set forth in § 54.1-2521.

D. The registration fee shall be the fee specified for pharmacies within Virginia.

E. A nonresident pharmacy shall only deliver controlled substances that are dispensed pursuant to a
prescription, directly to the consumer or his designated agent, or directly to a pharmacy located in
Virginia pursuant to regulations of the Board.

F. Pharmacies subject to this section shall comply with the requirements set forth in § 54.1-3408.04
relating to dispensing of an interchangeable biosimilar in the place of a prescribed biological product.

G. Every nonresident pharmacy shall comply with federal requirements for an electronic,
interoperable system to identify, trace, and verify prescription drugs as they are distributed.

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

A. It shall be unlawful for any person to engage in the wholesale distribution of prescription drugs in
the Commonwealth without a valid unrevoked license issued by the Board. The applicant for licensure
as a wholesale distributor, as defined in § 54.1-3401, in the 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 a date determined by the Board in regulation; notify the Board
within 30 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.

B. A wholesale distributor that ceases distribution of Schedule Il through V drugs to a pharmacy,
licensed physician dispenser, or licensed physician dispensing facility located in the Commonwealth due
to suspicious orders of controlled substances shall notify the Board within five days of the cessation. For
the purposes of this section, "suspicious orders of controlled substances' means, relative to the
pharmacy's, licensed physician dispenser's, or licensed physician dispensing facility's order history and
the order history of similarly situated pharmacies, licensed physician dispensers, or licensed physician
dispensing facilities, (i) orders of unusua size, (ii) orders deviating substantially from a normal pattern,
and (iii) orders of unusua frequency.

C. A wholesale distributor shall be immune from civil liability for giving notice in accordance with
subsection B unless the notice was given in bad faith or with malicious intent.

D. The Board shall not impose any disciplinary or enforcement action against any licensee or permit
holder solely on the basis of a notice received from a wholesale distributor pursuant to subsection B.

E. 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.

F. Every wholesale distributor shall comply with federal requirements for an electronic, interoperable
system to identify, trace, and verify prescription drugs as they are distributed.

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

A. Any person located outside the Commonwealth who engages in the wholesale distribution of
prescription drugs into the 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 a date determined by the Board in regulation; notify the Board within 30 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.

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 the 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 State
Police upon request within seven days of receipt of such request.

D. A nonresident wholesale distributor that ceases distribution of Schedule Il through V drugs to a
pharmacy, licensed physician dispenser, or licensed physician dispensing facility located in the
Commonwealth due to suspicious orders of controlled substances shall notify the Board within five days
of the cessation. For the purposes of this section, "suspicious orders of controlled substances' means,
relative to the pharmacy's, licensed physician dispenser's, or licensed physician dispensing facility's order
history and the order history of similarly situated pharmacies, licensed physician dispensers, or licensed
physician dispensing facilities, (i) orders of unusual size, (ii) orders deviating substantially from a
normal pattern, and (iii) orders of unusua frequency.

E. A nonresident wholesale distributor shall be immune from civil liability for giving notice in
accordance with subsection D unless the notice was given in bad faith or with malicious intent.

F. The Board shall not impose any disciplinary or enforcement action against any licensee or permit
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holder solely on the basis of a notice received from a nonresident wholesale distributor pursuant to
subsection D.

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

H. Every nonresident wholesale distributor shall comply with federal requirements for an electronic,
interoperable system to identify, trace, and verify prescription drugs as they are distributed.

§ 54.1-3435.1. Denial, revocation, and suspension of license as wholesale distributor, registration
as a nonresident wholesale distributor, or permit as a third-party logistics provider, manufacturer,
or nonresident manufacturer.

A. The Board may deny, revoke, suspend, or take other disciplinary actions against a wholesale
distributor license er, nonresident wholesale distributor registration, third-party logistics provider permit,
manufacturer permit, or nonresident manufacturer permit as provided for in § 54.1-3316 or the
following:

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

2. Violations of licensing requirements under previously held licenses;

3. Failure to maintain and make available to the Board or to federa regulatory officials those records
regquired to be maintained by wholesale distributors of prescription drugs; or

4. 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 Preseription
Drug g Aet of 1987 (21 U-S.C: §§333; 353 and 381) and Part 205 Drug Supply Chain Security
Act of 2013, Title Il of P. L. 113-54, and the requirements of Chapter 21 of the Code of Federd
Regulations.

B. Wholesale drug distributors, nonresident wholesale drug distributors, third-party logistics
providers, manufacturers, and nonresident manufacturers 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.

§54.1-3435.4:1. Permitting of third-party logistics provider; renewal.

A. It shall be unlawful for any person to operate as a third-party logistics provider in the
Commonwealth without a valid, unrevoked permit issued by the Board. The third-party logistics provider
shall renew such permit annually on a date determined by the Board in regulation and shall notify the
Board within 30 days of any substantive change in the information reported on the application form
previously submitted.

B. The Board shall adopt such regulations relating to the requirements to operate as a third-party
logistics provider, including the storage, handling, and distribution of prescription drugs by third-party
logistics providers, as it deems necessary to prevent diversion of prescription drugs and to protect the
public.

§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 from the Board. Such
permits shall be subject to the Board's regulations on sanitation, equipment, and safeguards against
diversion, and shall allow the distribution of the drug manufactured, made, produced, packed, packaged,
repackaged, relabeled, or prepared to anyone other than the end user without the need to obtain a
wholesale distributor permit. This provision shall not apply to manufacturers or packers of medicated
feeds who manufacture or package no other drugs.

§54.1-3442.01. Registration of nonresident manufacturer; renewal.

A. Any manufacturer located outside the Commonwealth who ships prescription drugs into the
Commonwealth shall be registered with the Board. The nonresident manufacturer shall renew such
registration annually on a date determined by the Board in regulation and shall notify the Board within
30 days of any substantive change in the information previously submitted.

B. The nonresident manufacturer shall at all times maintain a valid, unexpired license, permit, or
registration in the state in which it is located or current registration as a manufacturer or repackager
with the federal Food and Drug Administration and shall furnish proof of such upon application and at
each renewal.

C. Records of prescription drugs distributed into the Commonwealth shall be maintained in such a
manner that they are readily retrievable from records of shipments 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.
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789 2. That §54.1-3401.1 of the Code of Virginia is repealed.



