# Meeting of the Board of Pharmacy

Perimeter Center, 9960 Mayland Drive, Second Floor (804) 367-4456 (Tel)
Henrico, Virginia 23233 (804) 527-4472(Fax)
Tentative Agenda of Regulation Committee Meeting
April 24, 2018
9AM
TOPIC PAGES

Call to Order: Michael Elliott, Committee Chairman
o Welcome & Introductions
+ Approval of Agenda

Call for Public Comment: The Board will receive public comment at this time. The
Board will not receive comment on any regulation process for which a public
comment period has closed or any pending disciplinary matters. The Board will not
respond to any questions regarding the Request for Application (RFA) process for
pharmaceutical processors to cultivate Cannabis for the production and dispensing
of cannabidiol oil or THC-A oil. Additionally, any comments received regarding the
adoption of revised emergency regulations for pharmaceutical processors must be
restricted to concepts addressed by the 2018 legislation. Comments regarding other
aspects of the regulations for pharmaceutical processors will be received at a future

meeting.

Agenda ltems
+ Regulatory Update 1
¢ Adoption of Revised Emergency Regulations for Pharmaceutical Processors 0.61

of Cannabidiol Oil and THC-A Qil
¢ Further Consideration of Petition for Rulemaking from Lavino regarding
Delivery of Dispensed Prescriptions - 18VAC110-20-275 62-71
» Review of Legislation relating to Delivery of Schedule VI Prescription Devices 72-82

¢ Periodic Review of Guidance Documents 83-105
Adjourn
**The Committee will have a working lunch at approximately 12pm.**

***A panel of the board will convene at 1:30PM or following adjournment of the
Commiittee meeting, whichever is later. ***
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Agenda Item: Adoption of Revised Emergency Regulations for
Pharmaceutical Processors of Cannabidioil and THC-A oil

Included in your agenda package are:

Copies of the 2018 legislation mandating adoption of emergency regulations to
implement provisions of the Acts (HB1251 and SB330)

A copy of the revised emergency regulations as recommended by staff

Committee action:

Recommendation to the full board on adoption of revised emergency regulations -
(must in effect by12/14/18)



VIRGINIA ACTS OF ASSEMBLY -- 2018 SESSION

CHAPTER 246

An Act to amend and reenact §§ 18.2-250.1, 54.1-3408.3, 54.1-3442.5, and 54.1-3442.7 of the Code of
Virginia, relating to certification for use of cannabidiol oil or THC-A oil,

{H 1251}
Approved March 9, 2018

Be it enacted by the General Assembly of Virginia:

1. That §§ 18.2-250.1, 54.1-3408.3, 54.1-3442.5, and 54.1-3442.7 of the Code of Virginia are
amended and reenacted as follows;

§ 18.2-250.1. Possession of marijuzna unlawful,

A. It is unlawful for any person knowingly or intentionally to possess marijuana unless the substance
was obtained directly from, or pursuant to, a valid prescription or order of a practitioner while acting in
the course of his professional practice, or except as otherwise authorized by the Drug Control Act
(§ 54.1-3400 et seq.).

Upon the prosecution of a person for violation of this section, ownership or occupancy of the
premises or vehicle upon or in which marijuana was found shall not create a presumption that such
person either knowingly or intentionally possessed such marijuana.

Any person who violates this section is guilty of a misdemeanor and shall be confined in jail not
more than 30 days and fined not more than $500, either or both; any person, upon a second or
subsequent conviction of a violation of this section, is guilty of a Class I misdemeanor.

B. The provisions of this section shall not apply to members of state, federal, county, city, or town
law-enforcement agencies, jail officers, or correctional officers, as defined in § 53.1-1, certifled as
handlers of dogs trained in the detection of controlled substances when possession of marijuana is
necessary for the performance of their duties.

C. In any prosecution under this section involving marijuana in the form of cannabidiol oil or
THC-A oil as those terms are defined in § 54.1-3408.3, it shall be an affirmative defense that the
individual possessed such oil pursuant to a valid written certification issued by a practitioner in the
course of his professional practice pursuant to § 54.1-3408.3 for treatment or to alleviate the Symptoms
of (i) the individual's intractable epilepsy diognosed condition or disease or (ii) if such individual is the
parent or legal guardian of a minor or of an incapacitated adult as defined in § 18.2-369, such minor's or
incapacitated adult's intractable epilepsy diagnosed condition or disease. If the individual files the valid
written certification with the court at least 10 days prior to trial and causes a copy of such written
certification to be delivered to the attomney for the Commonwealth, such written certification shall be
prima facie evidence that such oil was possessed pursuant to a valid written certification.

§ 54.1-3408.3. Certification for use of cannabigiol oil or THC-A oil for treatment.

A. As used in this section:

"Cannabidiol oil" means a processed Cannabis plant extract that contains at least 15 percent
cannabidiol but no more than five percent tetrahydrocannabinol, or a dilution of the resin of the
Cannabis plant that contains at least 56 five milligrams of cannabidiol per milliliter but not more than
five percent tetrahydrocannabinol.

"Practitioner” means a practitioner of medicine or osteopathy licensed by the Board of Medicine whe
i6 a nourolegist or whe specializes in the treatment of epi .

"THC-A oil" means a processed Cannabis plant extract that contains at least 15 percent
tetrahydrocannabinol acid but not mote than five percent tetrahydrocannabinol, or a dilution of the resin
of the Cannabis plant that contains at least 56 five milligrams of tetrahydrocannabinol acid per milliliter
but not more than five percent tetrahydrocannabinol.

B. A practitioner in the course of his professional practice may issue a written certification for the
use of cannabidiol oil or THC-A oil for treatment or to alleviate the symptoms of a patient's intractable
epHepsy any diagnosed condition or disease determined by the practitioner to benefit from such use.

C. The written certification shall be on a form provided by the Office of the Executive Secretary of
the Supreme Court developed in consultation with the Board of Medicine. Such written certification
shall contain the name, address, and telephone number of the practitioner, the name and address of the
patient issued the written certification, the date on which the written certification was made, and the
signature of the practitioner. Such written certification issued pursuant to subsection B shall expire no
later than one year after its issuance unless the practitioner provides in such written certification an
earlier expiration,

D. No practitioner shall be prosecuted under § 18.2-248 or 18.2-248.1 for dispensing or distributing
cannabidiol oil or THC-A oil for the treatment or to alleviate the symptoms of a patient's intractable
epHepsy diagnosed condition or disease pursuant to a written certification issued pursuant to subsection
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B. Nothing in this section shail preclude the Board of Medicine from sanctioning a practitioner for
tailing to properly evaluate or treat a patient's medical condition or otherwise violating the applicable
standard of care for evaluating or treating medical conditions.

E. A practitioner who issues a written certification to a patient pursuant to this section shall register
with the Doard. The Doard shall, in consultation with the Board of Medicine, set 4 limit on the number
of patients to whom a practitioner may issue a written certification.

F. A patient who has been issued a written certification shall register with the Board or, if such
patient is a minor or an incapacitated adult as defined in § 18.2-369, a patient's parent or legal guardian
shall register and shall register such patient with the Board.

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

H. Information obtained under the registration process shall be confidential and shall not be subject
to the disclosure provisions of the Virginia Freedom of Information Act (§ 2.2-3700 et seq.). However,
reasonable access to registry information shall be provided to (i) the Chairmen of the House and Senate
Committees for Courts of Justice, (i) state and federal agencies or local law enforcement for the
purpose of investigating or prosecuting a specific individual for a specific violation of law, (iii) licensed
physicians or pharmacists for the purpose of providing patient care and drug therapy management and
monitoring of drugs obtained by a registered patient, (iv) a pharmaceutical processor involved in the
treatment of a registered patient, or (v) a registered patient or, if such patient is a minor or an
incapacitated adult as defined in § 18.2-369, the patient's parent or legal guardian, but only with respect
to information related to such registered patient.

§ 54.1-3442.5, Definitions.

As used in this article:

"Cannabidiol oil" has the same meaning as specified in § 54.1-3408.3.

"Pharmaceutical processor” means a facility that (i) has obtained a permit from the Board pursuant to
§ 54.1-3408.3 and (ii) cultivates Cannabis plants intended only for the production of cannabidiol oil or
THC-A oil, produces cannabidiol oil or THC-A oil, and dispenses cannabidiol oil or THC-A oil to a
registered patient or, if such patient is a minor or an incapacitated adult as defined in § 18.2-369, such
patient's parent or legal guardian for the treatment of intractable epi .

"Practitioner” has the same meaning as specified in § 54.1-3408.3.

"THC-A oil" has the same meaning as specified in § 54.1-3408.3.

§ 54.1-3442.7. Dispensing cannabidiol oil and THC-A oil; report.

A. A pharmaceutical processor shall dispense or deliver cannabidiol oil or THC-A oil only in person
to (i) a patient who is a Virginia resident, has been issued a valid written certification, and is registered
with the Board pursuant to § 54.1-3408.3 or (ii) if such patient is a minor or an incapacitated aduit as
defined in § 18.2-369, such patient's parent or legal guardian who is a Virginia resident and is registered
with the Board pursuant to § 54.1-3408.3. Prior to dispensing, the pharmaceutical processor shall verify
that the practitioner issuing the written certification, the patient, and, if such patient is a minor or an
incapacitated adult, the patient's parent or legal guardian are registered with the Board. No
pharmaceutical processor shall dispense more than a 36-dey 90-caysupply for any patient during any
36-day 90-day period. The Board shall establish in regulation an amount of cannabidiol oil or THC-A
oil that constitutes a 36-day 90-day supply to treat or alleviate the symptoms of a patient's intractable
epilepsy diagnosed condition or disease.

B. A pharmaceutical processor shall dispense only cannabidiol oil and THC-A oil that has been
cultivated and produced on the premises of such pharmaceutical processor.

C. The Board shall report annually by December 1 to the Chairmen of the House and Senate
Committees for Courts of Justice on the operation of pharmaceutical processors issued a permit by the
Board, including the number of practitioners, patients, and parents or legal guardians of patients who
have registered with the Board and the number of written certifications issued pursuant to § 54.1-3408.3,
2. That an emergency exists and this act is in force from its passage.




VIRGINIA ACTS OF ASSEMBLY -- 2018 SESSION

CHAPTER 567

An Act to amend and reenact §§ 54.1-2519, 54..1-2521, 34.1-2522.1, as it is currently effective and as it
shall become effective, 54.1-3442.6, and 54.1-3442.7 of the Code of Virginia, relating to dispensing
of THC-A oil; tetrahydrocannabinol levels and stability testing.

{S 330]
Approved March 30, 2018

Be it enacted by the General Assembly of Virginia:
1. That §§ 54.1-2519, 54.1-2521, 54.1-2522.1, as it is currently effective and as it shali become
effective, 54.1-3442.6, and 54.1-3442.7 of the Code of Virginia are amended and reenacted as

follows:

§ 54.1-2519. 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, under
the practitioner's direction, his authorized agent or (ii) the patient or research subject at the direction and

in the presence of the practitioner.
"Bureau” means the Virginia Department of State Police, Bureau of Criminal Investigation, Drug

Diversion Unit.
"Controlled substance” means a drug, substance or immediate precursor in Schedules I through Vi of

the Drug Control Act, Chapter 34 (§ 54.1-3400 et seq.) of this title.

"Covered substance” means all controlled substances included in Schedules I, 11, and 1V and all
drugs of concern that are required to be reported to the Prescription Monitoring Program, pursuant to
this chapter. “"Covered substance” also includes cannabidiol oil or THC-A oil dispensed by a
pharmaceutical processor in Virginia,

"Department” means the Virginia Department of Health Professions.

“Director” means the Director of the Virginia Department of Health Professions.

"Dispense” means to deliver a controlled substance 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.

“Dispenser" means a person or entity that (i) is authorized by law to dispense a covered substance or
to maintain a stock of covered substances for the purpose of dispensing, and (ii) dispenses the covered
substance to a citizen of the Commonwealth regardless of the location of the dispenser, or who
dispenses such covered substance from a location in Virginia regardless of the location of the recipient.

"Drug of concern" means any drug or substance, including any controlled substance or other drug or
substance, where there has been or there is the potential for abuse and that has been identified by the
Board of Pharmacy pursuant to § 54.1-3456.1.

"Prescriber" means a practitioner licensed in the Commonwealth who is authorized pursuant o
§§ 54.1-3303 and 54.1-3408 to issue a prescription for a covered substance or a practitioner licensed in
another state to so issue a prescription for a covered substance,

"Recipient” means a person who receives a covered substance from a dispenser.

"Relevant health regulatory board" means any such board that licenses persons or entities with the
authority to prescribe or dispense covered substances, including, but not limited to, the Board of
Dentistry, the Board of Medicine, and the Board of Pharmacy.

§ 54.1-2521, Reporting requirements,

A. The failure by any person subject to the reporting requirements set forth in this section and the
Department's regulations to report the dispensing of covered substances shall constitute grounds for
disciplinary action by the relevant health regulatory board.

B. Upon dispensing a covered substance, a dispenser of such covered substance shall report the
following information:

1. The recipient’s name and address.

2. The recipient's date of birth,

3. The covered substance that was dispensed to the recipient.

4. The quantity of the covered substance that was dispensed.

5. The date of the dispensing.

6. The prescriber's identifier number and, in cases in which the covered substance is cannabidiol oil
or THC-A oil, the expiration date of the written certification.

7. The dispenser's identifier number,

8. The method of payment for the prescription.
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9. Any other non-clinical information that is designated by the Director as necessary for the
implementation of this chapter in accordance with the Department's regulations.

10. Any other information specified in regulations promulgated by the Director as required in order
for the Prescription Monitering Program 1o be eligible to receive federal funds,

C. The reports required herein shall be made to the Department or its agent within 24 hours or the
dispenser’s next business day, whichever comes later, and shall be made and transmitted in such manner
and format and according to the standards and schedule established in the Department's regulations.

§ 54.1-2522.1. (Effective until July 1, 2022) Requirements of practitioners.

A. Any prescriber who is licensed in the Commonwealth to treat human patients and is authorized
pursuant to §§ 54.1-3303 and 54.1-3408 to issue a prescription for a covered substance shall be
registered with the Prescription Monitoring Program by the Department of Health Professions.

B. A prescriber registered with the Prescription Monitoring Program or a person to whom he has
delegated authority to access information in the possession of the Prescription Monitoring Program
pursuant to § 54.1-2523.2 shall, at the time of initiating 2 new course of treatment to a human patient
that includes the prescribing of opioids anticipated at the onset of treatment to last more than seven
consecutive days, request information from the Director for the purpose of determining what, if any,
other covered substances are currently prescribed to the patient. In addition, any prescriber who holds a
special identification number from the Drug Enforcement Administration authorizing the prescribing of
controiled substances approved for use in opioid addiction therapy shall, prior to or as a part of
execution of a treatment agreement with the patient, request information from the Director for the
purpose of determining what, if any, other covered substances the patient is currently being prescribed.
Nothing in this section shali prohibit prescribers from making additional periodic requests for
information from the Director as may be required by routine prescribing practices.

C. A prescriber shall not be required to meet the previsions of subsection B ift

1. The opioid is prescribed to a patient currently receiving hospice or palliative care;

2. The opioid is prescribed to a patient as part of treatment for a surgical or invasive procedure and
such prescription is for no more than 14 consecutive days;

3. The opioid is prescribed to a patient during an inpatient hospital admission or at discharge;

4. The ¢pioid is prescribed to a patient in a nursing home or a patient in an assisted living facility
that uses a sole source pharmacy;

5. The Prescription Monitoring Program is not operational or available due to temporary
technological or electrical failure or natural disaster; or

6. The prescriber is unable to access the Prescription Monitoring Program due to emergency or
disaster and documents such circumstances in the patient's medical record.

D, Prior to issuing a written certification for the use of cannabidiol oil or THC-4 oil in accordance
with § 54.1-3408.3, a practitioner shall request information from the Director for the purpose of
determining what, if any, other covered substances have been dispensed fo the patient.

§ 54.1-2522.1. (Effective July 1, 2022) Requirements of practitioners.

A, Any prescriber who is licensed in the Commonwealth to treat human patients and is authorized
pursuant to §§ 54.1-3303 and 54.1-3408 to issue a prescription for a covered substance shall be
registered with the Prescription Monitoring Program by the Department of Health Professions.

B. Prescribers registered with the Prescription Monitoring Program shall, at the time of initiating a
new course of treatment to a human patient that includes the prescribing of benzodiazepine or an opiate
anticipated at the onset of treatment to last more than 90 consecutive days, request information from the
Director for the purpose of determining what, if any, other covered substances are currently prescribed
to the patient. In addition, any prescriber whe holds a special identification number from the Drug
Enforcement Administration authorizing the prescribing of controlied substances approved for use in
opioid addiction therapy shall, prior to or as a part of execution of a treatment agreement with the
patient, request information from the Director for the purpose of determining what, if any, other covered
substances the patient is currently being prescribed. Nothing in this section shall prohibit prescribers
from making additional periodic requests for information from the Director as may be required by
routine prescribing practices,

C. The Secretary of Health and Human Resources may identify and publish a list of benzodiazepines
or opiates that have a low potential for abuse by human patients. Prescribers who prescribe such
identified benzodiazepines or opiates shall not be required to meet the provisions of subsection B. In
addition, a prescriber shall not be required to meet the provisions of subsection B if the course of
treatment arises from pain management relating to dialysis or cancer treatments,

D. Prior 1o issuing a written certification for the use of cannabidiol oil or THC-A oil in accordance
with § 54.1-3408 3, a practitioner shall request information from the Director for the purpose of
determining what, if any, other covered substances have been dispensed fo the patient.

§ 54.1-3442.6. Permit to operate pharmaceutical processor.

A. No person shall operate a pharmaceutical processor 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 pharmaceutical processor. The Board shall
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establish an application fee and other general requirements for such application.

B. Each permit shall expire annually on a date determined by the Board in regulation. The number of
permits that the Board may issue or renew in any year is limited to one for each health service area
established by the Board of Health. Permits shall be displayed in a conspicuous place on the premises of
the pharmaceutical processor.

C. The Board shall adopt regulations establishing health, safety, and security requirements for
pharmaceutical processors. Such regulations shall include requirements for (i) physical standards; (ii)
location restrictions; (iii) security systems and controls; (iv) minimum equipment and resources; (v)
recordkeeping; (vi) labeling and packaging; (vii) quarterly inspections; (viii) processes for safely and
securely cultivating Cannabis plants intended for producing cannabidiol oil and THC-A oil, preducing
cannabidiol oil and THC-A oil, and dispensing and delivering in person cannabidiol oil and THC-A oil
to a registered patient or, if such patient is a minor or an incapacitated adult as defined in § 18.2-369,
such patient's parent or legal guardian; (ix) a maximum number of marijuana plants a pharmaceutical
processar may possess at any one time; and (x) the secure disposal of plant remains; and (xi} a process
Jor registering a cannabidiol oil and THC-A oil product.

D. Every pharmaceutical processor shall be under the personal supervision of a licensed pharmacist
on the premises of the pharmaceutical processor.

E. The Board shall require an applicant for a pharmaceutical processor permit fo submit to
Jingerprinting and provide personal descriptive information to be forwarded along with his fingerprints
through the Central Criminal Records Exchange to the Federal Bureau of Investigation for the purpose
of obtaining criminal history record information regarding the applicant. The cost of fingerprinting and
the criminal history record search shall be paid by the applicant. The Central Criminal Records
Exchange shall forward the results of the criminal history background check to the Board or its
designee, which shall be a governmental entity.

F. No person who has been convicted of a felony or of any offense in violation of Article 1
(§ 18.2-247 et seq.) or Article 1.1 (§ 18.2-265.1 et seq.) of Chapter 7 of Title 18.2 shall be employed by
or act as an agent of a pharmaceutical processor,

§ 54.1-3442.7, Dispensing cannabidiol oil and THC-A oil; report.

A. A pharmaceutical processor shall dispense or deliver cannabidiol oil or THC-A oil only in person
to (i) a patient who is a Virginia resident, has been issued a valid written certification, and is registered
with the Board pursuant to § 54.1-3408.3 or (ii) if such patient is a minor or an incapacitated adult as
defined in § 18.2-369, such patient's parent or legal guardian who is a Virginia resident and is registered
with the Board pursuant to § 54.1-3408.3. Prior to the initial dispensing of each written certification, the
pharmacist or pharmacy technician at the location of the pharmaceutical processor shall verify that the
practitioner issuing the writlen eceriification; the patient; and; if such patient is a wminor of an
ineapacitated adult; the patient's parent of legal guerdian are repistered with the Beard make and
maintain for two years a paper or electronic copy of the written certification that provides an exact
image of the document that is clearly legible; shall view a current photo identification of the patient,
parent, or legal guardian; and shall verify curremt board registration of the practitioner and the
corresponding patient, parent, or legal guardion. Prior to any subsequent dispensing of each written
certification, the pharmacist, pharmacy technician, or delivery agent shall view the current written
certification; a current photo identification of the patient, parent, or legal guardian; and the current
board registration issued to the patient, parent, or legal guardian. No pharmaceutical processor shall
dispense more than a 30-day supply for any patient during any 30-day period. The Board shall establish
in regulation an amount of cannabidiol oil or THC-A oil that constitutes a 30-day supply to treat or
alleviate the symptoms of a patient's intractable epilepsy.

B. A pharmaceutical processor shall dispense only cannabidiol oil and THC-A oil that has been
cultivated and produced on the premises of such pharmaceutical processor.

C. The Board shall report annuaily by December 1 to the Chairmen of the House and Senate
Committees for Courts of Justice on the operation of pharmaceutical processors issued a permit by the
Board, including the number of practitioners, patients, and parents or legal guardians of patients who
have registered with the Board and the number of written certifications issued pursuant to § 54.1-3408.3.

D. A pharmaceutical processor shall ensure that the concentration of tetrahydrocannabinol in any
THC-A oil on site is within 10 percent of the level of tetrahydracannabinol measured for labeling and
shall establish a stability testing schedule of THC-A oil.

2. That the Board of Pharmacy shall promulgate regulations to implement the provisions of this
act to be effective within 280 days of its enactment,
3. That an emergency exists and this act is in force from its passage,
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BOARD OF PHARMACY

New regulations

CHAPTER 60

REGULATIONS GOVERNING PHARMACEUTICAL PROCESSORS

Part |

General Provisions

18VAC110-60-10. Definitions.

in addition to words and terms defined in §§ 54.1-3408.3 and 54.1-3442.5 of the Code of

Virginia, the following words and terms when used in_this chapter shall have the following
meanings. unless the context glearly indicates otherwise:

"Board” means the Board of Pharmacy.,

"Certification” means a written statement, copsistent with_requirements_of § 54.1-3408.3 of

the Code of Virginia, issued by a_practitioner for the use of cannabidiol oil or THC-A oil for

treatment or to alleviate the symptoms of [ a-pationt’s-ink

or disease determined by the practitioner to benefit from such-use | .

"Code" means the Code of Virginia.

‘Dispensing error” means an act or omission relating to the dispensing of cannabidiol oil or
THC-A oil that results in, or may reasonably be expected to resuit in, injury to or death of a
reqistered patient or results in any detrimental change to the medical treatment for the patient.

"Electronic tracking system" means an electronic radio-frequency identification (RFID) seed-

to-sale tracking system that tracks the Cannabis from either the seed or immature plant stage




until the cannabidiof oil and THC-A oil are sold to a registered patient, parent, or lega! guardian

or_until the Cannabis, including the seeds, parts of plants, and extracts, are destroyed. The

electronic tracking system shall include, at a minimum. a gentral inventory management system
and standard and ad hoc reporting functions as required by the board and shail be capable of

otherwise satisfying required recordkeeping.

“Ninety-day supply” means the amount of cannhabidiol oil or THC-A oit reasonably necessary

ty of supply for a 90-day period for registered patients, which

to ensure an uninterrupted availabili

cannot exceed 60 fluid ounces. ]

“On duty” means that a pharmacist is on the premises at the address of the permitted

pharmaceutical processor and is available as needed.

"PIC" means the pharmacist-in-charge.

“Production” or "produce” means the manufacture, planting, preparation, cultivation, growing,

harvesting, propagation, conversion, or_processing of marijuana,_either directly or indirectly by

extraction from substances of natural origin, 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.
"Resident” means a person whose principal place of residence is within the Commonwealth

as evidenced by a federal or state income tax return or a current Viraginia driver's license. If a




person is a minor, residengy may be established by evidence of Virginia residency by a parent or

legal guardian.

“Qualifying patient" means a Virginia_resident who has received [ from a practitioner, ‘as
defined in § 54.1-3408.3 of the Code, ] a written cerlification for the use of cannabidiol oil or THC-

or disease fre

"Registered patient” means a qualifying patient who has been issued a registration by the

board for the dispensing of cannabidicl ol or THC-A oil.

"Registration” means an_identification card or other document issued by the board that

identifies a person as a practitioner or a gualifying patient, parent, or legal guardian,
"Temperature and humidity” means temperature and humidity maintained in the following

ranges:

Room or Phase Temperature Humidity

Mother room 65 - 75° 50% - 60%
Nursery phase I7-85°F 65% - 75%
Vegetation phase 77-85°F 55% - 65%
Flower/harvest phase 77-85°F 55% - 60%
Drying/extraction rooms <75°F 55% - 60%

18VAC110-60-20. Fees.

A. Fees are required by the board as specified in this section. Unless otherwise provided, fees

listed in this section shall not be refundable.

B. Reagistration of practitioner,

1. Initial registration
2. Annual renewal of registration

3. Replacement of registration for a qualifying

practitioner whose information has changed or

EEE
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whose original regisiration certificate has been

lost, stolen, or destroved

C. Reqistration by a qualifying patient or by a parent or legal quardian.

1. Initial reqistration $50
2. Annual renewal of reqgistration $50
3. Replacement of registration for a qualifying $50

patient or parent or legal guardian whose
information has changed or whose original

reqistration certificate has been lost. stolen, or
destroyed

D. Phammaceutical processor permit.

1. Application

2. Initial permit
3. Annual renewal of permit

4. Change of name of processor
5. Change of PIC or any other information

provided on the permit application

6. Any acquisition, expansion, remodel, or
change of location requiring an inspection

7. Reinspection fee
[ 8. Registration of each cannabidiol oil or THC-A
oil product

— D ]
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Part i

Requirements for Practilioners and Patients

18VAC110-60-30. Requirements for practitioner issuing a certification.
A. Prior to issuing a certification for cannabidiol oil or THC-A oil for | thetreatment.-or-le

¥ any diagnosed condition or disease ] , the practitioner

shall meet the requirements of § 54.1-3408.3 of the Code, shall submit an application and fee as

prescribed in 18VAC110-60-20, and shall be reqistered with the board.

B. A practitioner issuing a cerification shalt:

i1




1. Conduct an assessment and evaluation of the patient in_order to develop a_treatment

plan for the patient, which shall include an examination of the patient and the patient's

medical history, prescription history, and current medical condition, including an in-person

physical examination;

2. Diagnose the patient [ as

3. Be of the opinion that the potential benefits of cannabidiol cil or THC-A oil would likely
outweigh the heaith risks of such use to the qualifying patient;

4. Explain proper administration and the potentiai risks and benefits of the cannabidiol oil

or THC-A oil to the gualifying patient and, if the qualifying patient lacks legal capacity, to
a parent or legal gquardian prior fo issuing the written cerification;

5. Be available or ensure that ancther practitioner, as defined in § 54.1-3408.3 of the

Code, is available to provide follow-up care and treatment to the qualifying patient,
including physical examinations, to determine the efficacy of cannabidiol cil or THC-A oil

for treating the [ inlfas diagnosed ‘condition or disease ] ;

7. Comply with generally accepted standards of medical practice, except to the extent

such standards would counsel against certifving a qualifving patient for cannabidiol oil or

THC-A oil;

8. Maintain medical records for all patients for whom the practitioner has issued a

certification in accordance with 18VAC85-20-26; and

Virginia_Prescription_Monitoring Program for the purpose of determining which, if any,

covered substances have beeri dispensed to the.patient ],
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C. Patient care and evaluation shail not occur by telemedicine for at least the first vear of

cerification. Thereafter, the practitioner shall use his professional judagment o determine the

manner and frequency of patient care and evaluation.

D. A practitioner shall not delegate the respongibility of diagnosing a patient or determining

whether a patient should be issued a certification. Employees under the direct supervision of the

practitioner may assist with preparing a certification, so long as the final certification is approved

and signed by the practitioner before it is issued to the patient.

E. The practitioner shall provide instructions for the use of cannabidiol cil or THC-A oil to the

patient, or parent or guardian, as applicable, and shall also securely transmit such instructions to

the permitted pharmaceutical processor.

F. A practitioner shall not issue certifications for cannabidiol oil or THC-A oil to more than 600

patients at any given time. However, the practitioner may petition the Board of Pharmacy and

Board of Medicine for an increased number of patients for whom certifications may be issued,

upon submission of evidence that the limitation represents potential patient harm.

G. Upon request, a practitioner shall make a copy of medical records available to an agent of
the Board of Medicine or Board of Pharmacy for the purpose of enabling the board to ensure

compliance with the law and requlations or to investigate a possible violation.

18VAC110-60-40, Prohibited practices for practitioners.
A. A practitioner who issues certifications shall not:

1. Directly or indirectly accept, solicit, or receive anvthing of value from any person

associated with a pharmaceutical processor or provider of paraphemalia;

2. Offer a discount or any other thing of vajue to a qualifying patient, parent, or guardian
based on the patient's agreement or decision to use a particular pharmaceutical processor

or cannabidiol oil or THC-A oil product;
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3. Examine a qualifying patient for purposes of diagnosing [ intractable_epilepsy. t

condition or disease ] at a_location where cannabidiol oil or THC-A oil is dispensed or

produced; or

4. Directly or indirectly benefit from a patient obtaining a certification. Such prohibition shall

not prohibit a practitioner from charging an appropriate fee for the patient visit.

B. A practitioner who issues certifications, and such practitioner's coworker, employee,

spouse, parent, or child, shall not have a direct or indirect financial interest in a pharmaceutical

processor or any other entity that may benefit from a qualifying patient's acquisition, purchase, or

use of cannabidiol oil or THC-A oil,_including any formal or informal agreement whereby a

pharmaceutical processor or other person provides compensation if the practitioner issues a
cerlification for a qualifying patient or steers a qualifying patient to a specific pharmaceutical

processor or cannabidiol oll or THC-A il product.

C. A practitioner shall not issue a certification for himself or for family members, employees,

or coworkers.

D. A practitioner shall not provide product samples containing cannabidiol cil or THC-A oil

other than those approved by the U.S. Food and Drug Administration.

18VAC110-60-50. Registration of a patient, parent, or legal guardian.

A. A gqualifying patient for whom a practitioner has issued a certification, and. if such patient

is a minor or an incapacitated adult, the gualifying patient's parent or legal quardian shall register
with the board in accordance with this section. For a registration application to be considered

complete, the following items shall be submitied:

1..A copy of the certification issued by a registered practitioner;

2. Proof of residency of the qualifying patient and proof of residency of a parent or iegal

guardian, if applicable, such as a government-issued identification card or tax receipt;
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of the parent or legal guardian in the form of a government-issued identification card:

4. Proof of the qualifying patient's age in the form of a birth cerificate or other government-

issued identification:

5. Pavyment of the appropriate fees: and

6. Such other information as the board may require to determine the applicant's suitability

for registration or to protect public health and safety.

B. A qualifving patient shall not be issued a written certification by more than one practitioner
during a given time period.

C. Patients, parents, and legal guardiang issued a registration shail carry their registration

with them whenever they are in possession of cannabidiol oil or THC-A oil.

18VAC110-60-60. Denial of a qualifying patient, parent, or legal guardian registration

application.

A. The board may deny an application or renewal of the reqistration of a qualifying patient,
parent, or leqal quardian if the applicant:
1. Does not meet the requirements set forth in law or regutation or fails to provide complete

information on the appiication form;

2. Does not provide acceptable proof of identity, residency, or age of the patient io the

board;

3. Provides false, misleading, or incorrect information to the board;

4. Has had a qualifying registration of a qualifying patient, parent, or legal guardian denied,

suspended, or revoked by the board in the previous six months:
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5. Has a certification issued by a practitioner who is not authorized {o certify patients for

cannabidiol oil or THC-A oil; or
6. Has a prior conviction of a violation of any law pertaining o confrolied substances.
B. if the board denies an application or renswal of a qualifving patieni applicant or parent or

legal quardian appiicant, the board shall provide the applicant with notice of the grounds for the

denial and shall inform the applicant of the right to request a hearing pursuant to § 2.2-4019 of

the Code.

18VAC110-60-70. Reporting requirements for practitioners, patients, parents, or legal

guardians.

A. A practitioner shall report to the board, on a form prescribed by the board, the death of a

registered patient or a change in status involving a registered patient for whom the practitioner

has issued a certification if such change affects the patient's continued eligibility o use

cannabidiol oil or THC-A oil, or the practitioner's inability to continue treating the patient. A

practitioner shall report such death, change of status, or inability to continue treatment not more

than 15 days after the practitioner becomes aware of such fact.

B. A patient, parent, or legal guardian who has been issued a registration shall notify the board
of any change in the information provided to the board not later than 15 days after such change.
The patient, parent, or legal guardian shall report changes that include a change in name,
address, contact information, medical status of the patient, or change of the certifying practitioner.
The patient, parent, or legal guardian shall report such changes on a form prescribed by the

board.

C. if a patient, parent, or legal guardian notifies the board of any change that results in

information on the patient, parent, or legal guardian's registration being inaccurate, the patient,

parent, or tegal guardian shall submit the fee for a replacement registration. Upon receipt of a
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new registration, the qualifving patient, parent, or legal guardian shall destroy in a nonrecoverable

manner the registration that was replaced.

D. if a patient, parent, or legal guardian becomes aware of the loss, theft, or destruction of the
reqistration of such patient, parent, or legal guardian, the patient, parent, or legal guardian shall

notify the board not later than five business days after becoming aware of the loss, theft, or

destruction, and submit the fee for a replacement registration. The board shall inactivate the initial

registration upon receiving such notice and issue a replacement registration upon receiving the

applicable fee, provided the applicant continues to satisfy the requirements of law and reguiation.

18VAC110-60-80. Proper storage and disposal of cannabidiol oil or THC-A oil by patients,
parents, or legal guardians.
A._A reqgistered patient, parent, or leqal guardian shail exercise reasonable caution to store

cannabidio! oil or THC-A oil in a manner to prevent theft, loss, or access by unauthorized persons.

B. A registered patient, parent, or legal guardian shall dispose of all usable cannabidiol oil or
THC-A oil in_the reqistered patient, parent, or legal guardian's possession no later than 10
calendar days after the expiration of the patient's registration if such registration is not renewed,

or sooner. should the patient no longer wish o possess cannabidiol oll or THC-A oil. A registered

patient, parent, or legal quardian shail complete such disposal by one of the following methods:

1. By removing the oil from the original container and mixing it with_an undesirable

substance such as used coffee grounds, dirt, or kitty litter. The mixture shall be placed in

a sealable bag, empty can, or cther container to prevent the drug from leaking or breaking

out of a garbage bag.

2. By transferring it to law enforcement via a medication drop-box or drug take-back event,

if permissible under state and federal law,

10
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18VAC110-60-90. Revocation or suspension of a qualifying patient, parent, or legal

quardian reqistration.
The board may revoke or suspend the reqistration of a patient, a parent, or a legal guardian

under the following circumstances:

1. The patient's practitioner nofifies the board that the practitioner is_withdrawing the
written certification submitted on behalf of the patient, and 30 days after the practitioner's

withdrawal of the written certification, the patient has not obtained a valid written

certification from a different practitioner;
2. The patient, parent or legal guardian provided false, misieading, or incorrect

informaticn to the board:

3. The patient, parent, or legal guardian is no longer a resident of Virginia;

4. The patient, parent, or legai guardian obtained more than a [ ere-menth 90-day ] supply

of cannabidiol oil or THC-A oil in a [ ere~rmenth 90-day ] period;

5. The patient, parent, or leqal guardian provided or sold cannabidiot oil or THC-A oil to
any person, including another registered patient. parent, or legal quardian;

6. The patient, parent, or legal guardian permitied another person {o use the patient,

parent, or legal guardian's reqgistration;

7. The patient, parent, or legal quardian tampered, faisified, altered, modified, or allowed
another person fo tamper, falsify. alter, or modify the patient, parent, or legal quardian's

reqistration;

8. The patient, parent,_or iegal quardian's registration was lost, stolen, or destroyed, and

the patient, parent, or leqal guardian failed to notify the board or notified the board of such

11
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incident more than five business days after becoming aware that the registration was lost,

stolen, or destroyed:;

8. The patient, parent. or legal guardian failed to notify the board of a change in registration

information or notified the board of such change more than 14 days after the change; or

10. The patient, parent, or legal guardian violated any federal or state law or requlation.

Part Il

Appiication and Approval Process for Pharmaceutical Processors

18VAC110-60-100. Publication of notice for submission of applications.

A. The board shall pubiish a notice of open applications for pharmaceutical processor permits.
Such notice shall include information on how to obtain and complete an application, the required

fees, the criteria for issuance of a permit, and the deadline for receipt of applications.

B. The board shall have the right to amend the notice of open applications prior to the deadline

for submitting an application. Such amended notice shall be published in the same manner as the
original notice of cpen appiications,

C. The board shall have the right fo cancel a notice of open applications prior to the award of
a pharmaceutical processor permit.

18VAC110-60-110. Application process for pharmaceutical processor permits.
A. The appiication process for permits shall occur in three stages: submission of initial

application, awarding of conditiona! approval, and granting of a pharmaceutical processor permit.

B. Submission of initial application.

1. A pharmaceutical processor permit applicant shall submit the required application fee
and form with the following information and documentation:

a. The name and address of the applicant and the applicant's owners:
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b. The location within the heaith service area established by the State Board of Health

for the pharmaceutical processor that is to be operated under such permit;

c. Detailed information regarding the applicant's financial pesition, indicating ali assets,
liabilities, income, and net worth, fo demonstrate the financial capacity of the applicant

fo_build and operate a facility to cultivate Cannabis plants intended only for the

production and dispenging of cannabidiol oil and THC-A oil pursuant to §8 54.1-3442.6
and 54.1-3442.7 of the Code of Virginia, which may include evidence of an escrow

account, letter of credit, or performance surety bond;

d. Details regarding the applicant's plans for security to maintain adequate control

against the diversion, theft, or loss of the Cannabis planis and the cannabidiol il or

THC-A oil;

e. Documents sufficient to establish_that the applicant is authorized fo conduct

business in Virginia and that all applicable state and local building, fire, and zoning

reguirements and local ordinances are met or will be met prior to issuance of a permit;
f. Information necessary for the board to_conduct a criminal background check on

g. Information about any previous or current involvement in the medical cannabidiol oil

or THC-A oil industry;

h. Whether the person has ever applied for a permit or registration related to medical
cannabidiol oil or THC-A oil in any state and, if so, the status of that application, permit,

or registration, to include any disciplinary action taken by any state on the permit, the

registration, or an associated license;
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1. Any business and marketing plans related to the operation of the pharmaceutical

processor or the sale of cannabidiol oil or THC-A oil:

| Text and graphic materials showing_the exterior appearance of the proposed

pharmaceytical processor;

k. A blueprint of the proposed pharmaceutical processor, which shail show and identify
the square footage of each area of the facility, to include the location of all safes or
vaults used to store the Cannabis plants and oils and the location of all areas that may
contain Cannabis plants, cannabidiol oil, or THC-A oil, showing the placement of walls,

partitions, counters, and all areas of ingress and egress:

I._Documents related to any compassionate need program the pharmaceutical
processor infends to offer;

m. information_about the applicant's_expertise in_agriculture and other production

techniques required o produce cannabidiol oil or THC-A oil and to safely dispense

~ such products; and

n. Such other documents and information reguired by the board to determine the

applicant's suitability for permitting or to protect public health and safety.

2..In the event any information contained in the application or accompanying documents
changes after being submitted to the board, the applicant shall immediately ndtiﬂ the

board in writing and provide corrected information in a timely manner so as not to disrupt
the permit selection process.

3. The board shall conduct criminal background checks on the owner or owners and may

verify information contained in_each application and accompanying documentation in

order to assess the applicant's ability to operate a pharmaceutical processor,
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C. in the event the board determines that there are no gualified applicants to award conditional

approval for a pharmaceutical processor permit in a health service area, the board may republish,

in accordance with 18VAC110-60-100, a notice of open applications for pharmaceutical processor

permits.

D. No person who has been convicted of a felony or of any offense in violation of Article 1 (§
18.2-247 et seq.) or Article 1.1 (§ 18.2-265.1 et seq.) of Chapter 7 of Title 18.2 of the Code of

Virginia shall have any form of ownership, be emploved by, or act as an agent of a pharmaceutical

processor,
18VAC110-60-120. Conditional approval.

A. Following the deadline for receipt of applications, the board shall evaiuate each complete
and timeiy submitted application and may grant conditional approval on a competitive basis based

on_compliance with requirements set forth in 18VAC110-60-110.

B. The board shall consider, but is not limited to, the following criteria_in evaluating

pharmaceutical processor permit applications:

1. The results of the criminal background checks reguired in 18VAC110-60-110 B 3 or any

history of disciplinary action imposed by a state or federal requlatory agency:;

2. The location for the proposed pharmaceutical processor, which shall not be within 1,000
feet of a school or daycare;

3. The applicant’s ability to maintain adequate control against the diversion, theft, and loss

of the Cannabis, to include the seeds, any parts or extracts of the Cannabis plants, the

cannabidiol oil, or THC-A oil:

4. The applicant’s ability to maintain the knowledge, understanding, judgment, procedures,

security controls, and ethics to ensure optimal safety and accuragy in the dispensing and

sale of cannabidiol oil of THC-A oil;
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5. The extent to which the applicant or any of the applicant's pharmaceutical processor

owners have a financial interest in another license, permit,_registrant, or applicant; and
6. Any other reason provided by state or federal statute or state or federal requlation that

is_not inconsistent with the law and regulations regarding pharmaceutical processors.

B. The board may disqualify any applicant who:

1. Submits an incompiete, false, inaccurate. or misleading appiication;

2. Fails to submit an application by the published deadiine:

3. Fails to pay all applicable fees: or

4. Fails to comply with all requirements for a pharmaceutical processor.
C_Following review, the board shall notify applicants of denial or conditional approval. The
decision of the board not to grant conditiona! approvai to an applicant shall be final.

D. if granted conditional approval, an applicant shall have one vear from date of notification

to complete all requirements for issuance of a permit fo include employment of a PIC and other
personnel necessary for operation of a pharmaceutical processor, the construction or remodeling
of a facility, installation of equipment, and securing local zoning approval.

18VAC110-60-130. Granting of a pharmaceutical processor permit.

A. The board may issue a pharmaceutical processor permit when all requirements of the board

have been met to include:

1. Designation of a PIC;

2. Evidence of criminal background checks for all employees and agents of the processor

to ensure compliance with § 54.1-3442.6 of the Code;

3. Evidence of utilization of an electronic fracking system: and
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4, A satisfactory inspection of the facility conducted by the board or its agents.

B. The permit shali not be awarded until any deficiencies identified by inspectors have been

corrected and the facility has been satisfactorily reinspected, if warranted.

C. Before any permil is issued, the applicant shall attest fo compliance with all state and logal
laws and ordinances. A pharmaceutical processor permit shall not be issued to any person o

operate from a private dwelling or residence.

D. if an applicant has been awarded a pharmaceutical processor permit and has nof

commenced operation of such facility within 180 days of being notified of the issuance of a

pharmaceutical processor permit, the board may rescind such permit, uniess such delay was
caused by circumstances beyond the control of the permit holder.

E. A pharmaceutical processor shall be deemed to have commenced operation if Cannabis

plants are under cultivation by the processor in accordance with the approved application,

F. In the event a permit is rescinded pursuant to this subsection, the board may award a
pharmaceutical processor permit by selecting among the qualified applicants who applied for the

pharmaceutical processor permit subject to rescission. If no other qualified applicant applied for

such pharmaceutical processor permit satisfied the criteria for awarding a permit, the board shall

publish, in accordance with this section, a notice of open applications for a pharmaceutical

processor permit.

G. Once the permit is issued, Cannabis may not be grown or held in_the pharmaceutical
processor earlier than two weeks prior fo the opening date designated on the application. Once
Cannabis has been placed in the pharmaceutical processor, a pharmacist shall be present during

hours of operation to ensure the safety, security, and integrity of the Cannabis. If there is a change

in the designated opening date, the pharmaceutical processor shall notify the board office, and a

pharmacist shait continue fo be on site on a daily basis.

17

24




18VAC110-60-140. Notification of changes by pharmaceutical processor.
A, Unless otherwise provided in law or regulation, the PIC designated on the application to be

in_full and actual charge of the pharmaceutical processor shall provide any notification or

information that is required from a pharmaceutical processor.

B. Prior to making anv change to the pharmaceutical processor name, the pharmaceutical

processor shall submit an application for such change to the board and pay the fee.

C. Any person wishing to engage in the acquisition of an existing pharmaceutical processor,
change the location of an existing pharmaceutical processor, make structural changes to an

existing pharmaceutical processor, or make changes fo a previously approved security system
shall submit an application to the board and pay the required fee.
1. The proposed location or structural changes shall be inspected by an authorized agent

of the board prior to issuance of a permit.

2. Cannabis shall not be moved to a new location until approval is granted by the inspector

or board staff.

18VAC110-60-150. Pharmaceutical processor closings; going out of business; change of

ownership.

A. At least 30 days prior to the date a pharmaceutical processor closes, either temporarily or

permanently, the owner shall:

1. Notify the board;

2. Send written notification to patients with current certification; and
3. Post a notice on the window or door of the pharmaceutical processor.

B. The proposed disposition of all Cannabis, dispensing records, patient information records,
and other required records shall be reported to the board. If the Cannabis and records are to be
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transferred to another processor located in Virginia, the owner shall inform the board and the

patients and include on the public notice the name and address of the processor to whom the

Cannabis and records are being transferred and the date of transfer.

C. Exceptions to the public notice shall be approved by the board and may inciude sudden
closing due to fire, destruction, natural disaster, death, property seizure, eviction, bankruptcy, or

other emergency circumstances. If the pharmaceutical processor is not able to meet the

notification requirements, the owner shalt ensure that the board and public are properly notified

as soon as he knows of the closure and shall disciose the emergency circumstances preventing

the notification within the required deadlinegs.

D. In the event of an exception to the notice, the PIC or owner shall provide notice as far in

advance of closing as allowed by the circumstances.

E. At least 14 days prior to any change in ownership of an existing pharmaceutical processor,

the owner shall notify the board of the pending change.

1. Upon any change in ownership of an existing pharmaceutical processor, the dispensing
records for the two years immediately preceding the date of change of ownership and

other required patient information shall be provided to the new owners on the date of

change of ownership in substantially the same format as previously used immediately prior
to the transfer to provide continuity of services.

2. The previous owner shall be held responsible for assuring the proper and lawful transfer

of records on the date of the transfer.

18VAC110-60-160. Grounds for action against a pharmaceutical processor permit.

In_addition to the bases enumerated in § 54.1-3316 of the Code of Virginia, the board may
suspend, revoke, or refuse to grant or renew a permit issued, or place such permit on probation,
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place conditions on such permit, or take other actions permitted by statute or regulation on the
following grounds:

1. Any criminal conviction under federal or state statutes or regulations or local ordinances,

unless the conviction was based on a federal statute or requlation related to the

possession, purchase, or sale of cannabidiol oif or THC-A ail that is authorized under state

law and requlations;

2. Any civil action under any federal or state statute or regulation or local ordinance (i)

relating to the applicant's, licensee's, permit holder's, or reqgistrant's profession or (ii)

involving drugs, medical devices, or fraudulent practices, including fraudulent billing

practices;

3. Failure to maintain_effective controls against diversion, theft, or loss of Cannabis,

cannabidiol oil or THC-A oil, or other controlled substances;

4. Intentionally, or through negligence, obscuring, damaging, or defacing a permit or

regjstration card:

5. Permiiting another person to use the permit of a permit hoider or registration of a

ualifying patient, parent, or legal guardian:

8. Failure to cooperate or give information to the board on any matter arising out of conduct
at a pharmaceutical processor; or

7. Discontinuance of business for more than 60 days, unless the board approves an
extension_of such period for good cause shown, upon a written request from a
pharmaceutical processor. Good cause includes exigent circumstances that necessitate

the closing of the facility, Good cause shall not include a voluntary closing of the

pharmaceutical processor or production facility.
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Part IV

Reguirements for Pharmaceutical Processor Personnel
18VAC110-60-170. Pharmaceutical processor employee licenses and registrations.

A. A pharmacist with a_current, unrestricted license issued by the board, practicing at the

location of the address on_the pharmaceutical processor application shall be in full and actual

charge of a pharmaceutical processor and serve as the pharmacist-in-charge.
B. A pharmacist with a current, unrestricted license issued by the board shall provide personal

supervision on the premises of the pharmaceutical processor at ali times during hours of operation
or whenever the processor is being accessed.

C. No person shall perform the following duties under pharmacist supervision without
main{aining a current, unrestricted reqistration as a pharmacy technician pursuant to § 54.1-3321

of the Code of Virginia and having been registered with the board or reqistered or certified by the

board of another United States jurisdiction as a pharmacy technician for the previous two years:

1. The entry of drug dispensing information and drug history into a data systemn or other

recordkeeping system;

2. The preparation of labels for dispensing the oils or patient information;

3. The removal of the oil to be dispensed from inventory:

4. The measuring of the oil to be dispensed:;

5. The packaging and labeling of the oil to be dispensed and the repackaging thereof:

6. The stocking or loading of devices used in the dispensing process;

7. The selling of the oil fo the registered patient, parent, or legal quardian;

8. The performance of any other task restricted to pharmacy technicians by the board's
requlations.
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D. A pharmacist with a current, unrestricted license or a pharmacy technician with a current,

unrestricted reqistration issued by the board may perform duties associated with the cultivation,
extraction, and dispensing of the oils, as authorized by the PIC or as otherwise authorized in law.

E. Persons who do not maintain licensure as a pharmacist or registration as a_pharmacy

fechnician but have received a degree in horticulture or have at least two years of experience

cultivating plants may perform duties associated with the cultivation of Cannabis, as authorized

by the PIC.
F. Persons who do not maintain licensure as a pharmacist or registration as a pharmacy

technician, but have received a degree in chemistry or pharmacoloagy or have at least two vears

of experience extracting chemicals from plants may perform duties associated with the exiraction
of cannabidiol oil and THC-A oil, as authorized by the PIC.

G. A pharmacist on duty shall directly supervise the activities in all areas designated for

cultivation, extraction, and dispensing or have a process in place, approved by the board, that

ds, extracts

provides adequate supervision to protect the security of the Cannabis, see

cannabidiol oil, and THC-A oil and ensure guality of the dispensed oils,

H. At no time shall a pharmaceutical processor cperate or be accessed without a pharmacist

on duty.

1. No person shall be employed by or serve as an agent of a pharmaceutical processor without

being at least 18 years of age.

J. No person who has had a license or registration suspended or revoked or been denied

issuance of such license or reqistration shall serve as an employee or agent of the pharmaceutical

rocessor.
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18VAC 110-60-180. Employee training.
A, All employees of a pharmaceutical processor shall completle training, prior to the employee

commencing work at the pharmaceutical processor, at a minimum, in the following;

1. The proper use of security measures and confrols that have been adopted for the

prevention of diversion, theft, or loss of Cannabis, fo include the seeds, any parts or

extracts of the Cannabis plants, cannabidiol gil, and THC-A oil;

2. Procedures and instructions for responding to an emergency;

3. Professional conduct, ethics, and state and federal statutes and requlations regarding

patient confidentiality; and

4. Developments in the field of the medicai use of cannabidicl ol or THC-A oil.

B. Prior fo regular performance of assigned tasks, the employee shall also receive on-the-job

training and other related education, which shall be commensurate with the tasks assigned {o the

employee.

C. The PIC shall assure the continued competency of all employees through continuing in-
service training designed to supplement initiai training, which shall include any guidance specified
by the board.

D. The PIC shall be responsible for maintaining a written record documenting the initial and

continuing training of all employees, which shall contain:

1. The name of the person receiving the training;

2. The dates of the training;
3. A general description of the topics covered;

4. The name of the person supervising the training; and

5. The signatures of the person receiving the training and the PIC.
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E. When a change of pharmaceutical processor PIC occurs, the new PIC shail review the

training record and sign if, indicating that the new PIC understands ifs confenis.

F. A pharmaceutical processor shall maintain the record documenting the employee training
and make it available in accordance with regulations.

18VAC110-60-190. Pharmacy technicians; ratio; supervision and responsibility.

A. The ratio of pharmacy technicians to pharmacists on-duty in the areas of a pharmaceutical

processor designated for production or dispensing shall not exceed four pharmacy technicians to

one pharmacist.

B. The pharmacist providing direct supervision of pharmacy technicians may be heid

responsible for the pharmacy technicians’ actions. Any violations relating to the dispensing of

cannabidiol oil or THC-A oil resulting from the actions of a pharmacy technician shall constitute
grounds for action against the license of the pharmacist and the registration of the pharmacy

technician. As used in this subsection, "direct supervision" means a supervising pharmacist who:

1. Is on duty where the pharmacy {echnician is performing routine cannabidiol oil or THC-

A oil production or dispensing functions; and

2. Conducts in-process and final checks on the pharmacy technician's performance.

C. Pharmacy technicians shail not:

1. Counsel a registered patient or the patient's parent or legal guardian regarding
cannabidiol oil, THC-A oil, or other drugs, either before or after cannabidiol oil or THC-A

oil has been dispensed, or regarding any medical information confained in_a patient

medication record;
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2. Consult with the practitioner who cerified the qualifying patient, or the practitioner's

agent, regarding a patient or any medical information pertaining to the patient's
cannabidiol oil or THC-A oil or any other drug the patient may be taking;

3. Interpret the patient's clinical data or provide medical advice;

4. Determine whether a different formulation of cannabidicl oil or THC-A oif shouid be

substituted for the cannabidiol oit or THC-A oil product or formulation recommended by
the practitioner or requested by the registered patient or parent or legal guardian; or

5. Communicate with a practifioner who cerdified a reqistered patient, or the practitioner's

agent, fo obtain a clarification on a qualifying patient's written certification or instructions.

18VAC 110-60-200. Responsibilities of the PIC.
A. No person shall be PIC for more than one pharmaceutical processor at any time. A

processor shall employ the PiC at the pharmaceutical processor for at least 35 hours per week,
except as otherwise authorized by the board.
B. The PIC or the pharmacist on duty shail control all aspects of the practice of the

pharmaceutical processor. Any decision overriding such control of the PIC or other pharmacist

on duty may be grounds for disciplinary action against the pharmaceutical processor permit.

C. The pharmaceutical processor PIC shall be responsible for ensuring that:

1. Pharmacy fechnicians are registered and ail emplovees are properly trained;
2. All record retention requirements are met;

3. All requirements for the physical security of the Cannabis, to include the seeds, any

parts or extracts of the Cannabis plants, the cannabidio] cil, and THC-A oil are met;

4. The pharmaceutical processor has appropriate pharmaceutical reference materials to
ensure that cannabidiol oil or THC-A oll can be properly dispensed:

25

32




5. The following items are conspicuously posted in the pharmaceutical processor in a
location and in a manner so as to be clearly and readily identifiable to registered patients,

parents, or legal quardians:

a, Pharmaceutical processor permit:

b. Licenses for all pharmacists practicing at the pharmaceutical processor; and

¢. The price of all cannabidiol oil or THC-A oil products offered by the pharmaceutical

processor; and

6. Any other required filings or notifications are made on_behalf of the processor as set

forth in regulation.

D. When the PIC ceases practice at a pharmaceutical processor or no longer wishes to be

designated as PIC, he shall immediately return the pharmaceutical processor permit to the board

indicating the effective date on which he ceased to be the PIC.

E. An outgoing PIC shall have the opportunity to take a complete and accurate inventory of

all Cannabis, to include plants, extracts, cannabidio! oil, or THC-A oil on hand on the date he

ceases to be the PIC, unless the owner submits written hotice to the board showing good cause

as to why this opportunity should not be allowed.

E. A PIC who is absent from practice for more than 30 consecutive davs shall be deemed 1o

no longer be the PIC. If the PIC knows of an upcoming absence of longer than 30 days, he shail

be responsible for notifying the board and returning the permit. For unanticipated absences by

the PIC, which exceed 15 days with_no known return date within the next 15 days. the permit

holder shall immediately notify the board and shall obtain a new PIC.

G. An application for a permit designating the new PIC shall be filed with the required fee

within 15 days of the original date of resignation or termination of the PIC on a form provided by
the board. it shall be unlawful for a pharmaceutical processor to operate without a new permit
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past the 15-day deadline unless the board receives a request for an extension prior to the

deadline. The executive director for the board may grant an extension for up o an additional 14

days for good cause shown.

Part V

Operation of 3 Pharmaceutical Processor

18VAC110-60-210. General provisions.

A. A pharmmaceutical processor shall sell cannabidiol oil or THC-A oil only in a child-resistant,

secure, and light-resistant container. Upon a written reguest from the registered patient, parent,

or legal guardian, the oil may be dispensed in a non-child-resistant container so long as all labeling

is maintained with the product,
B. Only a pharmacist may dispense cannabidiol oil of THC-A oil to registered patients or

parents or legal guardians of patients whe are minors or incapacitated adults and who are

registered with the board. A pharmacy technician who meets the requirements of 18VAC110-60-

170 C may assist, under the direct supervision of a pharmacist, in the dispensing and selling of

cannabidiol oil or THC-A oil.

C. The PIC or pharmacist on duty shall restrict access to the pharmaceutical processor to:

1. Such persons whose responsibilities necessitate access to the pharmaceutical
processor and then for only as long as necessary to perform the person's job duties; or

2. Such person who s a registered patient, parent, or legal guardian, in which case such
person shall not be permitted behind the service counter or in other areas where Cannabis

plants, extracts, cannabidiol oif, or THC-A oll is stored.

D. All pharmacists and pharmacy technicians shall, at all times while at the pharmaceutical

processor, have their current license or registration availabie for inspection by the board or the

board's agent.
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E. While inside the pharmaceutical processor, all pharmaceutical processor emplovees shall

wear name tags or similar forms of identification that clearly identify them, including their position

at the pharmaceutical processor.

F. A pharmaceutical processor shall be open for registered patients, parents, or legal

guardians to purchase cannabidiol oil or THC-A oil products for 2 minimum of 35 hours a week,

except as otherwise authorized by the board.

G. A phamaceutical processor that closes during ifs normal hours of operation shall

implement procedures to notify registered patients, parents, and leqa! guardians of when the

pharmaceutical processor will resume normal hours of operation. Such procedures may include

telephone system messages and conspicuously posted signs. If the pharmaceutical processor is,
or will be, closed during its normal hours of operation for longer than fwo business days, the
pharmaceutical processor shall immediately notify the board.

H. A pharmacist shall counsel registered patients, parents, and legal quardians regarding the
use of cannabidiol oil or THC-A oil. Such counseling shall include information related to safe

techniques for proper use and storage of cannabidiol oil or THC-A oil:

I. The pharmaceutical processor shall establish, implement, and adhere to a written alcohol-
free, drug-free, and smoke-free work place policy, which shall be available to the board or the

board’s agent upon request.
18VAC110-60-220. Pharmaceutical processor prohibitions.
A. No pharmaceutical processor shall;
1. .Cultivate Cannabis plants, produce, or dispense cannabidiol oil or THC-A oil in any

place except the approved facility at the address of record on the application for the

pharmaceutical processor permit;
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2. Sell, deliver, transport, or distribute Cannabis, including cannabidioil oil or THC-A oil, to
any other facility;

3. Produce or manufacture cannabidioi oil or THC-A oil for use outside of Virginia; or

4. Provide cannabidiof oil or THC-A oil samples.

B. No pharmaceutical processor shall be open or in operation, and ne person shall be in the

pharmaceutical processor, unless a phammacist is on the premises and directly supervising the
activity within the pharmagceutical processor. At all other times, the pharmaceutical processor shall

be closed and properly secured.
C. No pharmaceutical processor shall sell anything other than cannabidiol oil or THC-A oil
products from the pharmaceutical processor.

D. A pharmaceutical processor shall not [ market-of ] advertise cannabidiol oil or THC-A oil

products, except it may post the following information on websites:

1. Name and jocation of the processor;

2. Contact information for the processor;

3. Hours and days the pharmaceutical processor is open for dispensing cannabidiol oil or

THC-A oil products:

4. Laboratory results; and

5. Directions fo the processor facility.

E. No cannabidiol ofl or THC-A qil shall be consumed on the premises of 2 pharmaceutical

processor, except for emergency administration o a reqistered patient,

F. No person except a pharmaceutical processor employee or a registered patient, parent, or

legal guardian shail be allowed on the premises of a_processor with the following exceptions:

laboratory staff may enter a processor for the sole purpose of identifying and collecting Cannabis,
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cannabidiol oil, or THC-A oil samples for purposes of conducting laboratory tests; the board or
the board's authorized representative may waive the prohibition upon prior written request.

G. All persons who have been authorized, in writing, to enter the facility by the board or the

board's authorized representative shall obtain a visitor identification badge from a pharmaceutical

processor employee, prior fo entering the pharmaceutical processor,

1. An employee shall escort and monitor_such a visitor at all times the visitor is in_the

pharmaceutical processor,

2. A visitor shall visibly display the visitor identification badge at ail fimes_the visitor is in

the_pharmaceutical processor and shall return the visitor identification badge to a

pharmagceutical processor employee upon exiting the pharmaceutical processor.

3. All visitors shall log in and out. The pharmaceutical processor shall maintain the visitor

fog, which shail include the date, time, and purpose of the visit, and that shall be available

to the board.

4.1t an emergency requires the presence of a visitor and makes it impractical for the

pharmaceutical processor to obtain a waiver from the board, the processor shall provide
written notice to the board as soon as practicable after the onset of the emergency. Such

notice shall include the name and company affiliation of the visitor, the purpose of the visit,
and the date and time of the visit. A pharmaceutical processor shall monitor the visitor and

maintain a log of such visit as reguired by this subsection.

H. No cannabidiol oil or THC-A il shall be sold, dispensed, or distributed via a delivery service

or any other manner outside of a pharmaceutical processor, except that a registered parent or

leqal guardian may deliver cannabidiol oil or THC-A oil o the registered patient [ or.in accordance

with subsection A of 18VAC110-60-310 1.
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I. Notwithstanding the regquirements of subsection [ EF | of this section, an agent of the board,

local law enforcement or other federal, state, or local government officials may enter any area of

a pharmaceutical processer if necessary to perform their governmental duties.

18VAC110-60-230. inventory requirements.

A. Each pharmaceutical processor, prior to commencing business, shall:

1. Conduct an initial comprehensive inventory of all Cannabis plants inciuding the seeds,

parts of plants, extracts, cannabidiol oil, and THC-A o¢il at the facility. The inventory shall

include at a minimum, the date of the inventory. a summary of the inventory findings, and

the name, signature, and title of the pharmacist or pharmacy technician who conducted
the inventory. If a facility commences business with no Cannabis on hand, the pharmmacist

shall record this fact as the initial inventory; and

2. Establish ongeing inventory controls and procedures for the conduct of inventory

reviews and comprehensive inventories of all Cannabis plants, including the seeds, parls
of plants. extracts, cannabidiol oil. and THC-A oil, which shali enable the facility lo detect
any diversion, theft, or loss in a timely manner.

B. Upon commencing business, each pharmaceutical processor and production facility shall

conduct a weekly inventory of all Cannabis plants, including the seeds, parts of plants, cannabidio}

oil, and THC-A oil in stock, which shall include, at a minimum, the date of the inventory, a summary

of the inventory findings. and the name, signature,_and title of the pharmacist or pharmacy

techniclan who conducted the inventory. The record of all cannabidiol gil and THC-A oii soid,

dispensed, or otherwise disposed of shall show the date of sale, the name of the pharmaceutical

processor, registered patient, parent, or legal guardian to whom the cannabidiol oil or THC-A oil

was sold, the address of such person, and the kind and quantity of cannabidiol oil or THC-A oil

sold.
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C. A compiete and accurate record of ail Cannabis plants, including the seeds, parts of plants,

cannabidiol oil, and THC-A oil on hand shall be prepared annually on the anniversary of the initial
inventory or such other date that the PIC_may choose, so long as it is_not more than one year
following the pricr vear's inventory.

D. Al inventories, procedures, and_other documents required by this section shail be

maintained on the premises and made available to the board or its agent.
E. Inventory records shall be maintained for three vears from the date the inventory was taken.

F. Whenever any sample or record is removed by a person_authorized to enforce state or

federal law for the purpose of investigation or as evidence, such person shall tender a receipt in

lieu thereof and the receipt shall be kept for a period of at least three Vears.

18VAC 110-60-240. Security requirements.

A. A pharmaceutical processor shall inifially cultivate only the number of Cannabis plants
necessary to produce cannabidiol oif or THC-A oil for the number of patients anficipated within

the first three months of operation. Thereafier, the processor shall:

1. Not maintain more than four Cannabis plants per patient at any given time based on

dispensing data from the previous [ 3@ 90 ] days:;

2. Not maintain cannabidio! oil or THC-A oil in excess of the guantity required for normal,

efficient operation;
3. Maintain all Cannabis plants, seeds, parts of plants. extracts, cannabidiol oil, and THC-

A il in a secure area or location accessible only by the minimum number of authorized

employees essential for efficient operation;
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4. Store all cut parts of Cannabis planis, extracts, cannabidiol o, or THC-A oil in an
approved safe or approved vault within the pharmaceutical processor and shall not sell
cannabidiol oil or THC-A oil products when the pharmaceutical processor is closed;

5. Keep all approved safes, approved vaults, or any other approved eguipment or areas
used for the production, cultivation, harvesting, processing, manufacturing, or storage of

cannabidiol oil or THC-A oil securely focked or protected from entry, except for the actual
fime required fo remove or replace the Canpabis, seeds, parts of plants. exiracts,

cannabidiol oil, or THC-A cil;

6. Keep all locks and security equipment in good working order;
7. Restrict access to keys or codes to all safes, approved vaults, or other approved

equipment or areas 1o pharmacists practicing at the pharmaceutical processor; and

8. Not allow keys to be left in the focks or accessible to nonpharmacists.

B. The pharmaceuticai processor shall have an adeguate security system to prevent and
detect diversion, theft, or loss of Cannabis seeds, plants, extracts, cannabidiol oil, or THC-A oil.

A _device for the detection of breaking and a back-up alarm_system with an ability to remain

operational during a power outage shall be insialled in each pharmaceutical processor. The

installation_and the device shall be based on accepted alarm_industry standards and shall be
subject to the following conditions:
1. The device shall be a_sound, microwave, photoelectric, ultrasonic, or any other
generally accepted and suitable device;

2. The device shail be monitored in accordance with acgepted industry standards,

maintained in operating order, have an auxiliary source of power, and be capabie of
sending an alanm signal to the monitoring entity when breached if the communigation line

is not operational;
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3. The device shall fully protect the entire processor facility and shall be capable of

delecting breaking by any means when activated;

4. The device shall include a duress alarm, a panic alarm, and automatic voice dialer: and

5. Access fo the alarm system for the pharmaceutical processor shail be restricted to the
pharmacists working at the pharmaceutical processor and the system shall be activated

whenever the pharmaceutical processor is closed for business.

C. A pharmaceutical processor shall keep the outside perimeter of the premises well-lit. A
processor shall have video cameras in all areas that may contain Cannabis plants, seeds. parts

of plants, extracts, cannabidiol oil, or THC-A oil and at all points of entry and exit, which shall be

appropriate for the normal lighting conditions of the area under surveillance.
1. The processor shall direct cameras at all approved safes. approved vauits, dispensing

areas, cannabidiol oil, or THC-A oil sales areas and any other area where Cannabis plants,

seeds, extracts, cannabidiol oil, or THC-A oil _are being produced, harvested,

manufactured, stored, or handled. At entry and exit points, the processor shall angle
cameras so as to allow for the capture of clear and certain identification of any person

entering or exiting the facilify;

2. The videg system shail have:
a. A failure nofification system that provides an audible, text. or visual notification_of

any failure in the surveillance system. The failure notification system shall provide an

glert to the processor within five minutes of the failure, either by {elephone. email, or
text message;

b. The ability to immediately produce a clear color still photo that is 2 minimum of 9600

dpi from any camera image (live or recorded);
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c. A date and time stamp embedded on all recordings. The date and fime shall be

synchronized and set correctly and shail not significantly obscure the picture; and

d. The ability to remain operational during a power outage;
3. All video recording shall allow for the exporting of still images in an industry standard
image format. Exported video shall have the ability to be archived in a proptietary format

that ensures authentication of the video and guarantees that no alteration of the recorded

image has taken place. Exported video shall also have the ability to be saved in an industry
standard file format that can be played on a standard computer gperating system. A

pharmaceutical processor shall erase ali recordings prior to disposal or sale of the facility,

and

4. The processor shall make 24-hour _recordings from all video cameras available for

immediate viewing by the board or the board's agent upon request and shall retain the

recordinas for at least 30 days. If a processor is aware of a pending criminal, civil, or

administrative investigation or legal proceeding for which a recording may contain relevant

information, it shall retain an unaltered copy of the recording until the investigation or
proceeding is closed or the entity conducting the investigation or proceeding notifies the

pharmaceutical processor PIC that it is not necessary to retain the recording.

D. The processor shall maintain all security svstem equipment and recordings in a_secure

location so as to prevent theft loss, destruction, or alterations. All security equipment shall be

maintained in good working order and shail be tested no less than two limes per year.

E. A pharmaceutical processor shall limit access to surveillance areas to persons who are

essential  to  surveillance operations, law-enforcement _agencies, securi system

service employees, the board or the board's agent, and others when approved by the board. A

processor shall make available a current list of authorized employees and security system service
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employees who have access to the surveillance room to the processor. The pharmaceutical

processor shall keep all onsite surveillance rooms locked and shall not use such rooms for any

other functien.

F. If diversion, theft, or loss of Cannabis plants, seeds, pars of plants, extracts, cannabidiol
oil, or THC-A oil has occurred from a pharmaceutical processor, the board may require additional
safequards to ensure the security of the products.

18VAC110-60-250. Requirements for the storage and handling of Cannabis, cannabidiol

oil, or THC-A oil,

A. A pharmaceutical processor shall;

1. Have storage areas that provide adequate lighting, ventilation, sanitation, temperature,
and humidity as defined in 18VAC110-60-10 and space, equipment, and security

conditions for the cultivation of Cannabis, and the production and dispensing of

cannabidiol oil or THC-A oil;

2. Separate for storage in_a gquarantined area Cannabis plants, seeds, parts of plants,

extracts, including cannabidiol oil or THC-A oil, that is outdated, damaged, deteriorated,

migbranded, or adulterated, or whose containers or packaging have been opened or
breached, until such Cannabis plants. seeds, paris of plants, extracts. cannabidiol oil, or

THC-A oil is destroved;

3. Be maintained in a clean, sanitary, and orderly condition; and

4, Be free from infestation by insects. rodents, birds, or vermin of any kind.

B. A processor shall compartmentalize all areas in_the facility based on function and shall

restrict access between compartments. The processor shall establish, maintain, and comply with
written policies and procedures regarding best practices for the secure and proper cultivation of
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Cannabis_and_preduction of cannabidiol oi! or THC-A oil. These shall include poiicies and

procedures that:
1. Restrict movement between compariments;

2. Provide for different colored identification cards for facility emplovees based on_the

compariment to which they are assigned at a given time so as to ensure that only

employees necessary for a particular function have access to that compariment of the
facility;

3. Require pocketiess clothing for all production facility employees working in an area
containing Cannabis plants, seeds, and exiracts, including cannabidiol oil or THC-A oil;

nd

4. Document the chain of custody of all Cannabis plants, parts of plants. seeds, extracts,

cannabidiol ¢il, and THC-A oif products.

C. The PIC shall estabiish, maintain, and comply with written policies and procedures for the
cultivation, production, security, storage, and inventory of Cannabis, including seeds, parts of

plants, extracts, cannabidiol cil, and THC-A cil. Such_policies _and procedures shall include

methods for identifying, recording, and reporting diversion, theft, or loss, and for correcting all

errors and inaccuracies in inventories. Pharmaceutical processors shall include in their written
policies and procedures, a process for the following:

1. Handling mandatory and voluntary recalls of cannabidiol oil or THC-A oil. Such process

shall be adequate to deal with recalls due to any action initiated at the request of the board

and any voluntary action by the pharmaceutical processor o remove defective or

potentiaily defective cannabidiol oil or THC-A oil from the market or any action underiaken

to promote public health and safety by repiacing existing cannabidiol oil or THC-A oil with

improved products or packaging;
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2. Preparing for, protecting against, and handling any crises that affect the security or
operation of any facility in the event of strike, fire, flood, or other natural disaster, or other

situations of local, state, or national emergency;
3. Ensuring that any outdated, damaged, deteriorated, misbranded, or adulterated

Cannabis, including seeds, parts of plants, extracts, cannabidiol oil, and THC-A oil, is
segregated from all other Cannabis, seeds, parts of plants, extracts, cannabidiol oil, and

THC-A oil and destroved. This procedure shall provide for written documentation of the

Cannabis, including seeds, parts of plants, exiracts. cannabidiol oil, and THC-A oil
disposition; and

4. Ensuring the oldest stock of Cannabig, including seeds, parts of plants, extracts,

cannabidiol oil, and THC-A oil product is used first. The procedure may permit deviation
from this requirement, if such deviation is temporary and appropriate.

D. The processor_ shall store all Cannabis, including seeds, parts of plants, exiracts,
cannabidiol oil, and THC-A oil, in the process of production, transfer, or analysis in such a manner
as to prevent diversion, theft, or loss; shali make Cannabis, including the seeds, parts of plants,

extracts, cannabidiol oil, and THC-A oil accessible only fo the minimum number of specifically

authorized employees essential for efficient operation; and shall return the aforementioned items
to_their secure location immediately after completion of the production, transfer, or analysis

process or at the end of the scheduled business day. If a production process cannot be completed
at the end of a working day, the pharmacist shall securely lock the processing area or tanks,

vessels bins, or bulk containers containing Cannabis, including the seeds, parts of plants,

extracts, cannabidiol oil, and THC-A oil, inside an area or building that affords adequate security.
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18VAC110-60-260. Recordkeeping requirements.

A. If a pharmaceutical processor uses an electronic system for the storage and retrieval of
patient information or other records related to cultivating, producing, and dispensing cannabidiol
oit or THC-A oil, the pharmaceutical processor shall use a system that:

1. Guarantees the confidentiality of the information contained therein:

2. Is capable of providing safequards against erasures and upauthorized changes in data

after the information has been entered and verified by the pharmacist: and

3. Is capable of being reconstructed in the event of a computer malfunction _or_accident

resulting in the destruction of the data bank.
B. All records relating to the inventory, laboratory results, and dispensing shall be maintained

for a period of three years and shall be made available to the board upon request.

18VAC110-60-270. Reportable events; security.
A. Upon becoming aware of diversion, theft, loss, discrepancies identified during inventory, or

unauthorized destruction of any cannabidiol oil or THC-A oif or of any loss or unauthorized

alteration of records related to cannabidiol ojl or THC-A il or quaiifying patients, a pharmacist or

pharmaceutical processor shall immediately notify appropriate law-enforcement authorities and

the board.

B. A pharmacist or processor shall provide the notice required by subsection A of this section
to the board by way of a signed statement that details the circumstances of the event, including

an accurate inventery of the quantity and brand names of cannabidiol oil or THC-A oil diverted

stolen, lost, destroved, or damaged and confirmation that the local law-enforcement authorities

were notified. A pharmacist or processor shall make such notice no later than 24 hours after

discovery of the event.
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C. A _pharmacist or pharmaceutical processor shall notify the board no later than the next
business day, followed by written nofification no later than 10 business days, of any of the

following:

1. An alarm activation or other event that requires a response by public safety personnel;
2. A breach of security;

3. The failure of the security alarm system due to a loss of electrical support or mechanical
malfunction that is expected to last longer than eight hours; and

4. Corrective measures taken, if any,

Part Vi

Cultivation, Production, and Dispensing of Cannabidiol Qil or THC-A Ol

18VAC 110-60-280. Cultivation and production of cannabidiol oil or THC-A oil.
A. No cannabidiol oil or THC-A oil shall have had pesticide chemicais or petroleum-based

solvents used during the cuitivation, extraction, production, or manufacturing process, except that

the board may authorize the use of pesticide chernicals for purposes of addressing an infestation
that could result in a catastrophic loss of Cannabis crops.

B. Cultivation methods for Cannabis plants and exfraction methods used to produce the

cannabidiol oil and THC-A shall be performed in a manner deemed safe and effective based on

current standards or scientific literature,

C. Any Cannabis plant, seed, parts of plant, extract, cannabidiol oil, or THC-A oil not in

- compliance with this section shall be deemed adulterated.

-285. Registration of products.

[ 18VAC110-60

A. A pharmaceutical processor shalil assign a brand name to each product of cannabidiol oil

or THC-A oil. The pharmaceutical processor shall register each brand hame with the board. on
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a form prescribed by the board, prior to any dispensing and.shall associate éach brand.name with

rpenes profile. and a list of all ‘active inaredients

including:

1. Tetrahydrocannabinol (THC):

2. Tetrahydrocannabinol-acid (THCA);

3. Cannabidiols (CBD);

4. Cannabidiolic acid (CBDA); and

5. Any other active ingredient that constitutes at least 1% of the batch used in the product.
B. A pharmaceutical processor shall not label two marijuana products with the same brand

name unless the laboratory test results for each product.indicate that thev contain the same level
of each active ingredient listed within subsection A of this section within a range of 97% to 103%.

C. The Board shall not register any brand name that:

1. 1s identical to, or confusingly similar to, the name of an existing commercially available

produict;

2. Is identical to, or confusingly simitar to, the name of an untawful product or
substance;

roved cannabidiol oit or THC-A oil

3. Is confusingly similar to the name of a previously a

product brand name;

4. Is obscene or indecent:

5. May encourage the use of mariiuana, cannabidiol oil, or THC-A oil for recreational

purposes;
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6. May.encourage the use of cannabidial oil or THC-Asil for a disease or condition other

than the disease or condition for which.

8. Is related to the benefits, safety.or efficacy of the cannabidiol oii. or THC-A oil product

unléss supported by substantial evidence or substantial. clinical data. ]

18VAC110-60-290. Labeling of batch of cannabidiol oil or THC-A oil products.

[ A=] Cannabidiol oil or THC-A oil produced [ for—dispensing as a batch ] shall not be

adulterated and shali be:

1. Processed, packaged, and labeled according to the Food and Drug Administration's

Current Good Manufacturing Practice in Manufacturing, Packaging, Labeling, or Holding

Operations for Dietary Supplements." 21 CFR Part 111; and

a. The name and address of the pharmaceutical processor;

b. The brand name of the cannabidiol oil or THC-A oil product that was registered with

the board pursuant to 18VAC110-20-285;

c. A unigue serial number that will match the product with the pharmaceutical

rocessor batch and ot number so as to facilitate any warnings or recalls the board or
pharmaceutical processor deem appropriate;
d.. The date of final testing and packaging;

e. The expiration date;

f. The guantity of cannabidiol oil or THC-A oil contained thersin:
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g. A terpenes profile and a list of all active ingredients_including:

v._any other_active ingredient that constitute at least 1% of the baich used in the

product.

h. A pass or fail rating based on the [aboratory's microbiological, mycotoxins, and

heavy metals and chemical residue analysis.
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A. A pharmaceutical processor shall label each cannabidiol gil or THC-A oil product prior ta

dispensing by a pharmacist and shall securely affix to the package a label that states in legible

1. The brand name of the cannabidiol oil or THC-A oil that was registered with the board

3. The date of dispensing the cannabidiol il or THC-A oil;

4. An appropriate expiration date, not to exceed six months;

5. The guantity of cannabidiol oil or THC-A oil contained therein;

6. A terpenes profile and a list of all active ingredients. including:

e

b. Tetrahydrocannabinol.acid {THC-A); and

S

c. Cannabidiol (CBD):;
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10. Such directions for.use as may be included in the practitioner’s writtén: certification or

otherwise provided by the practitioner:

11: Name and address of the pharmaceutical processor; and

12. Any cautionary statement as mav be required by statute or requlation:

A oil products have been produced, processed, manufactured, and certified to be consistent with

organic standards in compliance with 7 CFR Part 205.']

18VAC110-60-300. Laboratory reguirements; testing.

A. No pharmaceutical processor shall utilize a laboratory to _handle, test or analyze
cannabidiot oil or THC-A oil unless such iaboratory:
1. Is_independent from all other persons involved in the cannabidiol oil or THC-A oil
industry in Virginia, which shall mean that no person with a direct or indirect interest in the
laboratory shall have a direct or indirect financial interest in a pharmacist, pharmaceutical
processor, certifying practitioner, or any other entity that may benefit from the production,
manufacture. dispensing, sale, purchase, or use of cannabidiol oil or THC-A oil; and
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2. Has empioyed at least one person to oversee and be responsible for the igboratory
testing who has earned, from a coliege or university accredited by a national or regional

certifving authority, at least a master's level degree in chemical or biological sciences and

a_minimum of two vears of post-deqgree laboratory experience or a bachelor's degree in
biological sciences and a minimum of four years of post-degree laboratory experience.

B. Immediately prior to producing any cannabidiol oit or THC-A oil product, a pharmaceutical
processor shall seqregate all harvested Cannabis info homogenized batches. A pharmaceutical

processor shall make a sample available from each baich for a laboratory to test for
microbiological contaminants, mycotoxins, heavy metals, and pesticide chemical residue, and for

purposes of conducting an active ingredient analysis.

C. From the time that a batch of Cannabis has been homogenized for sample testing and

eventual packaging, until the laboratory provides the results from its tesis and analysis, the

pharmaceutical processor shall segregate and withhold from use the entire batch of Cannabis,

except the samples that have been removed by the laboratory for testing. During this period of

segregation, the pharmaceutical processor shall maintain the Cannabis in a secure, cool, and dry
location so as o prevent the Cannabis from becoming contaminated or losing its efficacy.

D. Under no circumstances shall a pharmaceutical processor inciude Cannabis in_a

cannabidiol ol or THC-A oil product or sell it prior to the time that the laboratory has completed

its testing and analysis and provided those results, in writing, to the pharmaceutical processor or
ather designated facility employee.

E. The processor shaii require the laboratory to immediately return or properiy dispose of any

Cannabis upon the completion of any testing, use, or research.
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F. ¥ a sample of Cannabis does not pass the microbiological, mycotoxin, heavy metal, or

pesticide chemical residue test based on the standards set forth in this subsection, the

pharmaceutical processor shall dispose of the entire batch from which the sample was taken.

1. For purposes of the microbiological test, a cannabidiol oil or THC-A oil sample shall be

deemed to have passed if it satisfies the standards set forth in Section 1111 of the United

States Pharmacopeia.

2. For purposes of the mycotoxin test, a Cannabis sample shall be deemed to have passed

if it meets the following standards:

Test Specification

Aflatoxin B1 <20 uG/KG of Substance
Aflatoxin B2 <20 uG/KG of Substance
Aflatoxin O1 <20 uG/KG of Substance
Aftatoxin 02 <20 uG/KG of Substance
QOchratoxin A <20 uG/KG of Substance

3..Eor purposes of the heavy metal test, a Cannabis sample shali be deemed to have

passed if it meets the following standards:

Metal Natural Health Products Acceptable Limits
UuG/KG BW/Day

Arsenic <0.14

Cadmium <0.09

Lead <0.29

Mercury <0.29

4. For purposes of the pesticide chemical residue test, a Cannabis sample shall be

deemed to have passed if it satisfles the most stringent acceptable standard fora pesticide

chemical residue in any food jtem as set forth in Subpart C of the federa! Environmental

Protection Agency's requlations for Tolerances and Exemptions for Pesticide Chemical
Residues in Food, 40 CFR Part 180,
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G. If a sample of Cannabis passes the microbiological, mycotoxin, heavy metal, and pesticide
chemical residue test, ithe entire batch may be utilized by the processor for immediate

manufacturing, packaging and labeling for sale.
H. The processor shall require the laboratory to file with the board an electronic copy of each
laboratory test resuit for any batch that does not pass the microbiological, mycotoxin, heavy metal,

or_pesticide chemical residue test at the same time that it transmits those results to the

pharmaceutical processor. in addition, the laboratory shall maintain the laboratory test results and

make them available to the board or an agent of the board.

I. Each pharmaceutical processor shall have such laboratory results available upon request
to registered patients, parents, or legal guardians and registered practitioners who have certified
qualifying patients.

18VAC110-60-310. Dispensing of cannabidiol oil or THC-A oil.
A. A pharmacist, in good faith, may dispense cannabidio! oil or THC-A ol to any registered

patient, parent, or legal guardian as indicated on the written certification.

dispensing of oil pursuant to_each written_certification, the pharmacist or pharmacy

technician at the location of the pharmaceutical processor shall view a current photo
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identification of the patient, parent, or legal guardian and shall verify current board

registration of the practitioner and the corresponding patient, parent, or legal quardian. _
2. The pharmacist or pharmacy technician shall make and maintain for two years a paper

or electronic copy of the current written certification that provides an exact image of the

document that is clearly legible.
3. Prior to any subsequent dispensing, the pharmacist, pharmacy technician, or delivery
agent shall view the current written certification and a current photo identification_and

current registration of the patient, parent, or legal guardian. ]

B. A pharmacist may dispense a portion of a reqgistered patient's [ ene-menth 90-day ] supply
of cannabidiol oil or THC-A oif. The pharmacist may dispense the remaining portion of the [ ere-

month 90-day ] supply of cannabidio! oil or THC-A oil at any time except that no registered patient,

parent, or legal guardian shall receive more than a [ ene-menth 90-day ] supply of cannabidiol
oil or THC-A oil in a [ ene-menth 90-day | period from any pharmaceutical processor.

C. A dispensing record shall be maintained for three vears from the date of dispensing, and
the pharmacist or pharmacy technician under the direct supervision of the pharmacist shall affix

a label fo the container of il which contains:

1. A serial number assigned to the dispensing of the oil:

2. The name or kind of cannabidiol oil or THC-A oil and its strength;

3. The serial number assigned to the oil during production:;

4. The date of dispensing the cannabidiol oil or THC-A oil:

5. The quantity of cannabidiol oil or THC-A oil dispensed, which cannot exceed 20 fluid

ounces;

6. The name and registration number of the reqistered patient:
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7. The name and registration number of the certifying practitioner;
8. Such directions for use as may be included in the practitioner's written certification or

otherwise provided by the practitioner:

8. The name or initials of the dispensing pharmacist;

10. Name, address, and telephone number of the pharmaceutical processor;
11. Any cautionary statement as may be necessary; and

12. A prominently printed expiration date based on the pharmaceutical processor's

recommended conditions of use and storage that can be read and understood by the

ordinary individual.

D. The dispensed cannabidiol cii or THC-A ofl shall be dispensed in child-resistant packaging,

except as provided in 18VAC110-60-210 A. A package shall be deemed child-resistant if it

satisfies the standard for "special packaging" as set forth in the Poison Prevention Packaging Act

of 1970 Requlations, 16 CFR 1700.1(b}4).

E. No person except a pharmacist, or a pharmacy technigian operating under the direct

supervision of g pharmacist, shall alter, deface, or remove any label so affixed.

F. A pharmacist shall be responsible for verifying the accuracy of the dispensed oil in alt
respects prior to dispensing and shall document that each verification has been performed.

G. A pharmacist shall document a registered patient's self-assessment of the effects of

cannabidiol oil or THC-A oil in treating the registered patient's intractabie epilepsy or the

symptoms thereof. A pharmaceutical processor shail maintain such documentation in writing or
electronically for two years from the date of dispensing and such documentation shall be made

available in accordance with requiation.
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H. A pharmacist shall exercise professional judoment fo determine whether to dispense
gannabidiol oil or THC-A oil to a registered patient, parent, or legal guardian if the pharmacist

suspects that dispensing cannabidiol gi or THC-A oil to the registered patient, parent, or jegal

guardian_may have negative health or safety consequences for the registered patient or the

public.

18VAC110-60-320. Dispensing error review and reporting: quality assurance program.

A. A pharmaceutical processor shall implement and comply with a quality assurance program
that describes, in writing, policies and procedures to detect, identify, and prevent dispensing

errors. A pharmaceutical processor shall distribute it to all pharmaceutical processor emplovees

and shall make it readily available on the premises of the pharmaceutical processor. Such policies

and procedures shall include:

1. Directions for communicating the details of a dispensing eror to the practitioner who
certified a qualifving patient and to the qualifying patient, the patient's parent or legal
guardian or appropriate family member if the patient is deceased or is unabie to fully

comprehend the communication. Such communication shall describe methods of

coirecting the dispensing error or reducing the negative impact of the error on_the

ualifving patient; and

2. A process fo document and assess dispensing errors to determine the cause of the

error and an appropriate response.
B. A phamaceutical processor shall use the findings of its guality assurance program to

develop systems and workflow processes designed to prevent dispensing errors. A
pharmaceutical processor PIC shall:

52

59




1. Inform pharmaceutical processor employees of changes fo policy, procedure, systems,
or processes made as a resulf of recommendations generated by the quality assurance

proaram;

2. Notify all processor empioyees that the discovery or reporting of a dispensing error shall
be relayed immediately to a pharmacist on duty;
3. Ensure that a pharmagist performs a quality assurance review for each dispensing error.

A pharmacist shall commence such review as soon as is reasonably possible, but no later
than two business days from the date the dispensing error is discovered; and
4. Create a record of every quality assurance review. This record shail contain at least the

following:

a. The date or dates of the guality assurance review and the names and titles of the
persons performing the review;

b. The pertinent data and other information relating to the dispensing error reviewed;

¢. Documentation of contact with the registered patient, parent, or legal guardian
where applicable, and the practitioner who certified the patient;

d. The findings and determinations generated by the quality assurance review; and
&. Recommended changes to pharmaceutical processor policy, procedure, systems,

or processes, if any.

C. A pharmaceutical processor shall maintain for three vears a copy of the pharmaceutical
processor's guality assurance program and records of all reported dispensing errors and quality

assurance reviews in an orderly manner and filed by date.
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18VAC110-60-330. Disposal of cannabidiol oil or THC-A oil.

A. To mitigate the risk of diversion, a pharmaceutical processor, an agent of the board, or the
board's agent shall routinely and prompfly dispose of undesired, excess, unauthorized, gbsolete,

adulterated, misbranded, or deteriorated Cannabis plants, including seeds, parts of plants,

extracts, cannabidiol oil, or THC-A oil by disposal in the presence of an agent of the board in such

a manner as to render the cannabidioi oil or THC-A oil nonrecoverabie.

B. The person disposing of the cannabidiol oil or THC-A oil shall maintain and make available
a separate record of each such disposal indicating:

1. The date and time of disposal;

2. The manner of disposal;

3. The name and quantity of cannabidiol oil or THC-A oil disposed of: and

4. The signatures of the persons disposing of the cannabidiol oil or THC-A oil. the agent
of the board, and any other persons present during the disposal.
C. The record of disposal shall be maintained at the pharmaceutical processor for three years

from the date of disposal.
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Agenda Item: Petition for rulemaking:
Included in your package are:
Copy of petition from Joseph Lavino
Copy of Comments on the petition
Copy of applicable law and regulation
Staff note:
Lavino petition was discussed at the 12/11/7 Board meeting and motion

made to refer it to the Regulation Committee for further review and decision on
a Notice of Intended Regulatory Action.

Committee action — Recommendation on NOIRA or other decision on
petitioner’s request
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COMMONWEALTH OF VIRGINIA
Board of Pharmacy

9960 Mayland Drive, Suite 300 (804) 367-4456 (Tel)
Henrico, Virginia 23233-1463 (804) 527-4472 (Fax)

Petition for Rule-making

The Code of Virginia (§ 2.2-4007) and the Public Participation Guidelines of this board require a person who wishes to petition the board 1o
deveiop a new regulation or amend an existing requlation to provide centain information. Within 14 days of receiving a valid petition, the
board will notify the petitioner and send a notice to the Register of Regulalions identifying the petitioner, the nature of the request and the
plan for responding to the petition. Following publication of the pelition in the Register, a 21-day comment period wil begin to allow written
comment on the petition. Within 90 days after the comment period. the board will issue & written decision on the petition.

Please provide the information requested below. (Print or Type)
Petitioner's full name (Last, First, Middle initial, Suffix,)
Lavino, Joseph

Street Address Area Code and Telephone Number
1CVS Drive, Mail Code 2325 401-369-0745

City State Zip Code
Woonsocket Rt 01887
Email Address {optional) Fax {optional)
Joseph.Lavino@CVSHealth.com

| Respond to the following questions:

1. What regulation are you petitioning the board to amend? Please state the title of the regulation and the section/sections you want the
board to consider amending.

CVS Health is petitioning the Virginia Board of Pharmacy, to amend18 VAC 110-20-275(B)(2)(d), which pertains to the delivery of
dispensed prescriptions.

July 2002
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2. Please summarize the substance of the change you are requesting and state the rationale or purpose for the new or amended rule.

18 VAC 110-20-275(B)(2)(d) requires that pharmacies, which fill prescriptions and deliver the prescriptions to a second pharmacy for
palient pickup, maintain and comply with afl procedures in a current policy and procedure manual that includes the procedure for identifying
on the prescription label all pharmacies involved in filling and dispensing the prescription. While the regulation contemplates a mode! where
a pharmacy is filling 2 prescription on behalf of a requesting pharmacy, which subsequently receives the prescription back for delivery, we
go not believe the regulation contemplates situations where prescriptions are held for pick-up or further delivery at a pharmacy location, at
a patient’s request and without that phammacy location’s involvement in any par in the dispensing process other than delivery to the patient

or the patient’'s agent {"Depot pharmacy”).

Based on the current interpretation of the Virginia Board of pharmacy, in those cases where prescriptions are held for pick-up or further
delivery at a depot pharmacy, the label on the prescription container would require the name and address of the pharmacy holding the
prescription for pick-up or further delivery. This creates potential patient safety risks, confusion for patients and a redundancy.

As the Board is aware, the ability to craft 2 prescription label with adequate font size, white space, and highlighting of critical prescription
elements is an essential component in driving patient adherence to medication as prescribed. The addition of a depot pharmacy name and
address to a label may have the potential of encroaching on the essential elements of a labal needed to drive adherence. Per the NABP
Model State Pharmacy Act and Mode!l Rules, the pharmacy name, while considered important information on a label, is not considered
critical information for patients and should not supersede critical fabel information. Additionally, the Institute for Safe Medication Practices
("ISMP"), whose position is that the risk of medication error can occur when iabels are poorly designed, made several recommendations on
pharmacy Jabel design based on an analysis of actual medication erors reported and a review of phammacy-generated labels produced by
a number of systems. Based on those recommendations, ISMP concluded that a pharmacy's information, if required af all, is niot a critical
element to reduce medication errors and may be placed at the bottom of the label. Of note, this recommendation contemplates the
inclusion of information on a single pharmacy rather than multiple pharmacies, if required at all.

Secondly, the addition of a depot pharmacy name and address {o a label may cause confusion to the patient. A pharmacy that did not

participate in the filing and dispensing of a prescription, and serves solely to deliver the prescription to the patient or their agent, would not
be best positioned fo answer patient questions on the filling and dispensing processes of that prescription from a patient. The patient may
be further confused as to which pharmacy(s) actually performed prescription processing or filling functions, mistaking the depot pharmacy

as providing those functions,

Lastly, the addition of a depot pharmacy name and address to a label, for the sole purpose of providing the patient information on which
pharmacy held the prescription for pick-up or further defivered it is a redundancy. The petient would fikely be provided additional information
or documentation (i.e. a leaflet or receipt) indicating the name and address of the pharmacy, which held the prescription for pick-up or
further deiivered the prescription fo the patient. In the case of a patient or patient's agent physicafly presenting to a depot pharmacy, the
patient or patient's agen! would be physically present and have firsthand knowledge of which pharmacy detivered the prescription. Lastly,
the patient or patient's agent would have knowledge of the name and address of the depot pharmacy because they would be in control of

requesting the pharmacy location at which to pick-up the prescription.
Given these factors, CVS Health proposes the foliowing amendments to 18 VAC 110-20-275(B)(2)(d):

d. The procedure for identifying on the prescription fabel a unique identifier for all pharmacies involved in filing and dispensing the
prescriplion. This unigue identifier is not required o identify a pharmacy solely involved in the holding of a prescription for pick-up of further

defivery when that pharmagy has not shared in other filling or dispensing functions:

3. Slate the Jegal authority of the board to take the action requested. In generai, the legal authority for the adoption of regulations by the
board is fourd in § 54.1-2400C of the Code of Virginia. if there is other legal authority for promulgation of a regulation, piease provide

that Code reference,

The general powers and duties of the Virginia Board of Phamacy shail be to promulgate reguiations in accordance with the Administrative
Process Act {§ 2.2-4000 et seq.) which are reasonable ang necessary to administer effectively the regulatory system.
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Virginia Regulatory Town Hall View Comments Page 1 of 2

¥ Department of Health Professions

Board of Pharmacy

" Regulations Governing the Practice of Pharmacy [18 VAC 110 - 20]

All good comments for this forum  Show Only Flagged

Back to List of Comments

Commenter: Keith Richardson 11/6/17 9:04 am
Reply

I'am okay with removing the unique identifer as suggested by the petition for rulemaking

However to the best of my knowledge

National Council for Prescription Drug Programs (NCPDP) maintains NP}
{National Provider Identifier)

- Al licensed pharmacies are assigned a seven digit number known as the NCPDP Provider 1D,

National Provider identifier (NPI) is a ten digit number
A npi is searchable and accessible online

A npi is synonymous to an individual

i the unique identifer is to be removed

Other than payor sheets
By which means does anyone have the ability to reference a pharamacy?

Is there a way to find a pharmacy?

http:/townhall.virginia.gov/L/ViewComments.cfm?petitionid=262 1 1/306/250 17




Virginia Reguiatory Town Hall View Comments Page 2 of 2

Commenter: Rx Partnership 111717 257 pm
Rx Partnership favors amendment

Rx Partnership, a nonprofit organization working statewide to increase medication access,
supports this amendment as proposed in the petition. The change would increase efficiency and
ease related to providing prescriptions for individuals who need a convenient location for pick-up

that may not necessarily be where the prescription was filled.
We believe this amendment will help encourage more pharmacies 1o be invalved in helping
patients receive medications at a preferred location. Many of the low income and uninsured

patients Rx Partnership supports experience transportation challenges and being able to receive
medication(s) at a preferred pharmacy would greatly improve medication adherence and health

outcomes.

http://townhall.virginia.gov/L/ViewComments.cfm?petitionid=262 ] 1130é28 17




Y CV8Hedalth

Lauren Berton, PharmD | 200 Highland Corporate Drive | Woonsocket, RI 02895 | T: 540-604-3661

‘/-”*\

November 20, 2017

Caroline Juran, RPH

Executive Director

Virginia Board of Pharmacy
9960 Mayland Drive

Suite 300

Richmond, VA 23233-1463
Caroline juran@dhp.virginia.gov

Re: Proposed amendment to 18VAC110-20-275. Delivery of dispensed prescriptions.

Dear Executive Director Juran:

i am writing to you in my capacity as Director of Regulatory Affairs for CVS Health and its family of pharmacies.
CV5 Health, the largest pharmacy heaith care provider in the United States, is uniquely positioned to provide
diverse access points to care to patients in the state of Virginia through our integrated offerings across the
spectrum of pharmacy care. CVS Health appreciates the opportunity to submit comments on the Virginia Board
of Pharmacy proposed amendment to 18VAC110-20-275 Delivery of Dispensed Prescriptions. We would also like
to thank the Board for their vigilance to continuously improve the laws and regulations that guide pharmacists,
pharmacy interns and pharmacy technicians serving Virginia patients.

CVS Health appreciates the Board's acceptance of Petition for Rule-making to amend 18VAC 110-20-275 which
changes the policy and procedure requirements for delivery to another pharmacy alowing for a unigque ]
identifier to be used in identifying all pharmacies used in filling and dispensing the prescription. Amendments
also include the allowance for the unigue identifier to not be placed on the jabel if the pharmacy solely hotds the
prescription for further pick up and defivery without being involved in the filling and dispensing. The Institute for
Safe Medication Practices provided industry guidelines for medication labels for community and maif order
pharmacies. They suggest maximixing the use of white space on a fabel to improve medication adherence and
reduce inadvertent medication errors. These changes would assist in achieving maximum white space, whie still
providing an audit trail for the tracking of the prescription as reguired.

CVS Health appreciates the opportunity to submit comments for this proposed rule amendment. If you have any
questions, please contact me directly at 540-604-3661.

Sincerely,

L .M’?@

Lauren Berton, Pharmb,
Director, Pharmacy Regulatory Affairs
CVS Health

CYS pharmacy / caremark / minute clinlc / specialty
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§ 54.1-3420.2. Delivery of prescription drug order.

A. Whenever any pharmacy permitted to operate in this Commonwealth or nonresident
pharmacy registered to conduct business in the Commonwealth delivers a prescription drug
order by mail, common carrier, or delivery setvice, when the drug order is not personally hand
delivered directly, to the patient or his agent at the person's residence or other designated

location, the following conditions shail be required:

1. Written notice shall be placed in each shipment alerting the consumer that under certain
circumstances chemical degradation of drugs may occur; and

2. Written notice shall be placed in each shipment providing a toli-free or local consumer access
telephone number which is designed to respond to consumer questions pertaining to chemical

degradation of drugs.

B. If a prescription drug order for a Schedule VI controlled substance is not personaily
hand delivered directly to the patient or the patient's agent, or if the prescription drug
order is not deiivered to the residence of the patient, the defivery location shall hold a
current permit, license, or registration with the Board that authorizes the possession of
controiled substances at that location. The Board shall promulgate regulations related to
the security, access, required records, accountability, storage, and accuracy of delivery
of such drug delivery systems. Schedule il through Schedule V controlled substances
shall be delivered to an aiternate delivery location only if such delivery is authorized by

federal law and regulations of the Board.

C. Prescription drug orders dispensed to a patient and delivered to a community services board
or behavioral heaith authority facility licensed by the Department of Behavioral Health and
Developmental Services upon the signed written request of the patient or the patient's iegally
autherized representative may be stored, retained, and repackaged at the facility on behalf of
the patient for subsequent delivery or administration. The repackaging of a dispensed
prescription drug order retained by a community services board or behavioral heaith authority
facility for the purpose of assisting a client with self-administration pursuant to this subsection
shall only be performed by a pharmacist, pharmacy technician, nurse, or other person who has
successfully completed a Board-approved training program for repackaging of prescription drug
orders as authorized by this subsection. The Board shall promulgate regulations relating to
training, packaging, labeling, and recordkeeping for such repackaging. :

D. Prescription drug orders dispensed to a patient and delivered to a Virginia Depariment of
Health or iocal health depariment clinic upon the signed written request of a patient, a patient's
legally authorized representative, or a Virginia Department of Health district director or his
designee may be stored and retained at the clinic on behalf of the patient for subsequent

delivery or administration.

E. Prescription drug orders dispensed to a patient and delivered to a program of ail-inclusive
care for the eiderly (PACE) site licensed by the Department of Social Services pursuani to §
£3.2:1701 and overseen by the Department of Medical Assistance Services in accordance with
§ 32.1-330.3 upon the signed written request of the patient or the patient's legally authorized
representative may be stored, retained, and repackaged at the site on behalf of the patient for
subsequent delivery or administration. The repackaging of a dispensed prescription drug order
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retained by the PACE site for the purpose of assisting a client with self-administration pursuant
to this subsection shall only be performed by a pharmacist, pharmacy technician, nurse, or other
person who has successfully completed a Board-approved training program for repackaging of
prescription drug orders as authorized by this subsection. The Board shall promulgate
regulations relating to training, packaging, labeling, and recordkeeping for such repackaging.

1998, c. 597; 2002, ¢. 411; 2010, c. 28; 2015, ¢. 505.

18VAC110-20-275. Delivery of dispensed prescriptions.

A. Pursuant to § 54.1-3420.2 B of the Code of Virginia, in addition to direct hand delivery to a
patient or patient's agent or delivery to a patient's residence, a pharmacy may deliver a dispensed
prescription drug order for Schedule VI controlled substances to another pharmacy, to a
practitioner of the healing arts licensed to practice pharmacy or to sell controlled substances, or
to an authorized person or entity holding a controlled substances registration issued for this
purpose in compliance with this section and any other applicable state or federal law.
Prescription drug orders for Schedule II through Schedule V controlled substances may not be
delivered to an alternate delivery location unless such delivery is authorized by federal law and

regulations of the board.,

B. Delivery to another pharmacy.

1. One pharmacy may fill prescriptions and deliver the prescriptions to a second pharmacy for
patient pickup or direct delivery to the patient provided the two pharmacies have the same
owner, or have a written contract or agreement specifying the services to be provided by each
pharmacy, the responsibilities of each pharmacy, and the manner in which each pharmacy will

comply with all applicable federal and state law.

2. Each pharmacy using such a drug delivery system shall maintain and comply with all
procedures in a current policy and procedure manual that includes the following information:

a. A description of how each pharmacy will comply with all applicable federal and state law;

b. The procedure for maintaining required, retrievable dispensing records to include which
pharmacy maintains the hard-copy prescription, which pharmacy maintains the active
prescription record for refilling purposes, how each pharmacy will access prescription
information necessary to-carry out its assigned responsibilities, method of recordkeeping for
identifying the pharmacist or pharmacists responsible for dispensing the prescription and
counseling the patient, and how and where this information can be accessed upon request by the

hoard;
¢. The procedure for tracking the prescription during each stage of the filling, dispensing, and
delivery process;
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d. The procedure for identifying on the prescription label all pharmacies involved in filling and
dispensing the prescription;

¢. The policy and procedure for providing adequate security 1o protect the confidentiality and
integrity of patient information;

f. The policy and procedure for ensuring accuracy and accountability in the delivery process;

g. The procedure and recordkeeping for returning to the initiating pharmacy any prescriptions
that are not delivered to the patient; and

h. The procedure for informing the patient and obtaining consent for using such a dispensing and
delivery process.

3. Drugs waiting to be picked up at or delivered from the second pharmacy shall be stored in
accordance with subsection A of 18VAC110-20-200.

C. Delivery to a practitioner of the healing arts licensed by the board to practice pharmacy or to
sell controlled substances or other authorized person or entity holding a controlled substances

registration authorized for this purpose.

1. A prescription may be delivered by a pharmacy to the office of such a practitioner or other
authorized person provided there is a written contract or agreement between the two parties
describing the procedures for such a delivery system and the responsibilities of each party.

2. Each pharmacy using this delivery system shall maintain a policy and procedure manual that
includes the following information;

a. Procedure for tracking and assuring security, accountability, integrity, and accuracy of
delivery for the dispensed prescription from the time it leaves the pharmacy until it is handed to

the patient or agent of the patient;

b. Procedure for providing counseling;

c. Procedure and recordkeeping for return of any prescription medications not delivered to the
patient,

d. The procedure for assuring confidentiality of patient information; and

e. The procedure for informing the patient and obtaining consent for using such a delivery
process.

3. Prescriptions waiting to be picked up by a patient at the alternate site shall be stored in a
lockable room or lockable cabinet, cart, or other device which cannot be easily moved and which
shall be locked at all times when not in use. Access shall be restricted to the licensed practitioner
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of the healing arts or the responsible party listed on the application for the controlled substances
registration, or either person's designee,

D. The contracts or agreements and the policy and procedure manuals required by this section for
alternate delivery shall be maintained both at the originating pharmacy as well as the aiternate
delivery site.

E. A controlled substances registration as an alternate delivery site shall only be issued to an
entity without a prescriber or pharmacist present at all times the site is open if there is a valid

patient health or safety reason not to deliver dispensed prescriptions directly to the patient and if
compliance with all requirements for security, policies, and procedures can be reasonably

assured,
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Agenda Item: Review of Legislation relating to delivery of Schedule VI
prescription devices

Included in package:
Copy of HB878 (SB413 was identical)

Staff note:

The 2™ enactment on HB878 requires the Board to promulgate regulations to be
effective within 280 days of its enactment (day the Governor signed the bill). The
legislation becomes effective on July 1, 2018, so the Board will adopt emergency

regulations at its September meeting.

Committee action:

None required
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VIRGINIA ACTS OF ASSEMBLY -- 2018 SESSION

CHAPTER 241

An Act to amend and reenact § 54.1-3401, as it is currently effective and as it shall become effective,
and to amend the Code of Virginia by adding a section numbered 54.1-3415.1, relating to delivery of

Schedule VI prescription devices.

{H 878)
Approved March 9, 2018

Be it enacted by the General Assembly of Virginia:
1. That § 54.1-3401, as it is currently effective and as it shall become effective, of the Code of

Virginia is amended and reenacted and that the Code of Virginia is amended by adding a section
numbered 54.1-3415.1 as follows:

§ 54.1-3401. (Effective until July 1, 2020) 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 behalf 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.

"Animal" 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, foxin, antitoxin, vaccine, blood, blood
component or derivative, allergenic product, protein other than a chemically synthesized polypeptide, or
analogous product, or arsphenamine or any derivative of arsphenamine or any other ftrivalent 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.8.C. § 262(k) in terms of safety, purity, and potency
of the product.

"Board"” means the Board of Pharmacy.
"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 ingrediemt 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
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a pharmacist, or within a permitted pharmacy, pursuant to a valid prescription issued for a medicinal 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; (i) 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 analysis and not for sale or for dispensing. The mixing, diluting, or reconstituting of a
manufacturer's product drugs for the purpose of administration to a patieni, when performed by a
practitioner of medicine or osteopathy licensed under Chapter 29 (§ 54.1-2900 et seq.), a person
supervised by such practitioner pursuant to subdivision A 6 or 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 1 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 I or 11 by the Board pursuant to the regulatory
authority in subsection D of § 54.1-3443,

"Controlied substance analog" means a substance the chemical structure of which is substantially
similar to the chemical structure of a controlled substance in Schedule I or H and either (i) which has a
stimulant, depressant, or hallucinogenic effect on the central nervous system that is substantially similar
to or greater than the stimuiant, depressant, or hallucinogenic effect on the central nervous system of a
controlled substance in Schedule T or I1 or (ii) with respect to a particular person, which such person
represents or intends to have a stimulant, depressant, or hallucinogenic effect on the central nervous
system that is substantially similar to or greater than the stimulant, depressant, or hallucinogenic effect
on the central nervous system of a controlled substance in Schedule I or 1. "Controlied substance
analog" does not include (a) any substance for which there is an approved new drug application as
defined under § 505 of the federal Food, Drug, and Cosmetic Act (21 U.S.C. § 355) or that is generally
recognized as safe and effective pursuant to §§ 501, 502, and 503 of the federal Food, Drug, and
Cosmeti¢ Act (21 U.8.C. §§ 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
§ 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 (¢) 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, including delivery of a Schedule VI
prescription device to an ultimate user or consumer on behalf of a medical equipment supplier by a
manufacturer, nonresident manufacturer, wholesale distributor, nownresident wholesale distributor,
warehouser, nonresident warehouser, third-party logistics provider, or nonresident third-party logistics
provider at the direction of a medical equipment supplier in accordance with § 54.1-3415.1.

"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 animais 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 ar organization approved by the Board of Health Professions pursuant to Chapter 27.01
(§ 54.1-2729.1 et seq) and who, under the supervision of a licensed physician, nurse practitioner,
physician assistant, or a registered nurse, assists in the care of patients undergoing renal dialysis
treatments in a Medicare-certified renal dialysis facility.

“Dialysis solution” means either the commercially available, unopened, sterile solutions whose
purpose is to be instilled into the peritoneal cavity during the medical procedure known as peritoneal
dialysis, or commercially 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 1o 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 1o patients to take with them away from the practitioner's place of practice.

"Dispenser” means a practitioner who dispenses.

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

"Distributor" means a person who distributes.
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"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; (i) 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 (1), (ii), or (ii); 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 therapeutically equivalent drug product name.

"Electronic transmission prescription” means any prescription, other than an oral or wrilten
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 principal 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 mit manufacture.

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

"Label" 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 also 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.

"Labeling” 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.

"Marfjuana" 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
seeds of such plant, unless such stalks, fiber, oil, 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 medicinal 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; (i} 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 salt, 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 hearing or containing a
new animal drug, the composition of which is such that such drug is not generally recognized, among
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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 2 "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 Radiological Technologists or the Nuclear Medicine Technology Certification
Board.

"Official compendium"” means the official United States Pharmacopoeia National Formulary, official
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 lHability, It does not include, unless specifically designated as controlled under
Article 4 (§ 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, lcensed nurse practitioner pursuant to § 54.1-2957.01,
licensed physician assistant pursuant to § 54.1-2952.1, pharmacist pursuant to § $4.1-3300, TPA-certified
optometrist pursuant to Article 5 (§ 54.1-3222 et seq.) of Chapter 32, veterinanan, 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 §§ 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. § 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 Jaw. However, this definition shall not include a drug that is only
advertised or promoted professionally to licensed practitioners, a narcotic or drug containing a narcotic,
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a drug that may be dispensed only vpon 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-radicactive reagent kit or
radionuclide generator that is intended fo 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
quantities of naturally occurring radionuclides. The term also includes any biological product that is
labeled with a radionuclide or intended soleiy to be labeled with a radionuclide.

“Reference biological product” means the single biclogical product licensed pursuant to 42 U.S.C.
§ 262(a) against which a biological 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.8.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 therapeutically 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 (i} selling or otherwise distributing prescription drugs or
devices to any person who is not the ultimate user or consumer and (ii} delivering Schedule VI
prescriplion devices to the ultimate user or consumer pursuant to § 54.1-3415.1. No person shall be
subject to any state or local tax by reason of this definition.

"Wholesale distribution" means (i) distribution of prescription drugs to persons other than consumers
or patients and (i) delivery of Schedule VI prescription devices io the ultimate user or consumer
pursuant io § 54.1-3415.1, subject to the exemptions set forth in the federal Drug Supply Chain Security
Act,
"Wholesale distributor" means any person other than a manufacturer, a 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 (§ 54.1-3300 et seq.) and in this chapter
shall not include surgical or dental instruments, physical therapy equipment, X-tay 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 (§ 54.1-3300 et seq.) unless the context requires a different meaning.

§ 54.1-3401. (Effective July 1, 2020) 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 fo induce, directly or indirectly, the
purchase of drugs or devices.

"Agent" means an authorized person who acts on behalf 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 warechouseman.

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

"Animal” 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 1o 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, allergenic 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
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beings,

"%iosimilar" 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.5.C. § 262(k) in terms of safety, purity, and potency

of the product.
*Board" means the Board of Pharmacy.
"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 medicinal 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 analysis and not for sale 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 (§ 54.1-2900 et seq.), a person
supervised by such practitioner pursuant to subdivision A 6 or 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 I 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 Il 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 I or Il and either (i) which has a
stimulant, depressant, or hallucinogenic effect on the central nervous system that is substantiaily similar
to or greater than the stimulant, depressant, or hallucinogenic effect on the central nervous system of a
controlled substance in Schedule I or II or (i) with respect to a particular person, which such person
represents or intends to have a stimulant, depressant, or hallucinogenic effect on the central nervous
system that is substantially similar to or greater than the stimulant, depressant, or hallucinogenic effect
on the central nervous system of a controlled substance in Schedule 1 or 1I. "Controlled substance
analog" does not include (a) any substance for which there is an approved new drug application as
defined under § 505 of the federal Food, Drug, and Cosmetic Act (21 U.S.C. § 355) or that is generally
recognized as safe and effective pursuant to §§ 501, 502, and 503 of the federal Food, Drug, and
Cosmetic Act (21 U.S.C. §§ 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
§ 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, including delivery of a Schedule VI
prescripfion device to an ultimate user or consumer on hehalf of a medical equipment supplier by a
manufacturer, nonresident manufacturer, wholesale disiributor, nonresident wholesale distributor,
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warehouser, nonresident warehouser, third-party logistics provider, or nonresident third-party logistics
provider at the direction of a medical equipment supplier in accordance with § 54.1-3413.1.

"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 ot 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 Health Professions pursuant to Chapter 27.01
{§ 54.1-2729.1 et seq.) and who, under the supervision of a licensed physician, nurse practitioner,
physician assistant, or a registered nurse, assists in the care of patients undergoing renal dialysis
treatments in a Medicare-certified renal dialysis facility.

“Dialysis solution” means either the commercially available, unopened, sterile solutions whose
purpose is to be instilled into the peritoneal cavity during the medical procedure known as peritoneal
dialysis, or commercially 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 {o 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.

"Dispenser” means a practitioner who dispenses.

"Distribute” means to deliver other than by administering or dispensing a conirolled 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; (ili} 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 therapeutically equivalent drug product name.

"Electronic prescription” means a written prescription that is generated on an electronic application
and is transmitied to a pharmacy as an electronic data file; Schedule I through V prescriptions shall be
transmitted in accordance with 21 C.F.R. Part 1300.

"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 cil" 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 principal 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
conirolled 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).

"Label" means a display of written, printed, or graphic maiter 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 also 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,

"Labeling” 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.
"Marijuana" means any part of a plant of the genus Cannabis whether growing or not, its seeds, or
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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 tetrahydrocannabino! by weight, nor shall marijuana
include the mature stalks of such plant, fiber produced from such stalk, or oil or cake made from the
seeds of such plant, uniess such stalks, fiber, oil, 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 medicinal 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 salt, 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,
othfzjrwise 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 Radiological Technologists or the Nuclear Medicine Technology Certification
Board.

"Official compendium" means the official United States Pharmacopoeia National Formulary, official
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 controlied under
Article 4 (§ 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 personne! as required by § 54.1-3432.

"Poppy straw” means ail parts, except the seeds, of the opium poppy, after mowing.
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"Practitioner” means a physician, dentist, licensed nurse practitioner pursuant to § 54.1-2957.01,
licensed physician assistant pursuant to § 54.1-2952.1, pharmacist pursuant to § 54.1-3300, TPA-certified
optometrist pursuant to Article 5 (§ 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 §§ 54.1-3303 and 54.1-3408 to issue

a prescription.

“Prescription” means an order for drugs or medical supplies, writlen or signed or fransmitted 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 (2! U.S.C. § 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 shall 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
quantities 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 biological product is evaluated in an application submitted to the U.S. Food
and Drug Administration for Hcensure of biological products as biosimilar or interchangeable pursuant to
42 US.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 producis 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 therapeutically 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 "Crange 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 (i} selling or otherwise distributing prescription drugs or
devices to any person who is not the ultimate user or consumer and (i) delivering Schedule VI
prescription devices to the wltimate user or consumer pursuant to § 54.1-3415.1. No person shall be
subject to any state or local tax by reason of this definition.

"Wholesale distribution” means (i} distribution of prescription drugs to persons other than consumers
or patients and (i} delivery of Schedule VI prescription devices to the ultimate user or consumer
pursuant to § 54.1-3415.1, subject to the exemptions set forth in the federal Drug Supply Chain Security
Act,
"Wholesale distributor” means any person other than a manufacturer, a manufacturer's co-licensed
partnet, a third-party logistics provider, or a repackager that engages in wholesale distribution.

The words "drugs" and "devices" as used in Chapter 33 (§ 54.1-330C et seq.) and in this chapter
shall not include surgical or dental instruments, physical therapy equipment, X-ray apparatus, or glasses

or lenses for the ¢yes,
The terms "pharmacist,” "pharmacy,” and "practice of pharmacy” as used in this chapter shall be
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defined as provided in Chapter 33 (§ 54.1-3300 et seq.} unless the context requires a different meaning.

§ 54.1-3415.1. Delivery of medical devices on behalf of a medical equipment supplier.

A. A permitted manyfacturer, wholesale distributor, warehouser, nonresident warehouser, third-party
logistics provider, or nonresident third-party logistics provider, or registered nonresident manufacturer
or nonresident wholesale distributor may deliver Schedule VI prescription devices directly to an wltimate
user or consumer on behalf of a medical equipment supplier provided thar (i) such delivery occurs al
the direction of a medical equipment supplier that has received a valid order from a prescriber
authorizing the dispensing of such prescription device to the witimate user or comsumer and (i) the
manufacturer, nonresident manufacturer, wholesale distributor, nonresident wholesale distributor,
warehouser, nonresident warehouser, third-party logistics provider, or nonresident third-party logistics
provider has entered into an agreement with the medical equipment supplier for such delivery.

B. A permitted manufacturer, wholesale distributor, warehouser, nonresident warehouser, third-party

logistics provider, or nonvesident third-party logistics provider, or registered nonresident manufacturer
or nonresident wholesale distributor may deliver Schedule VI prescription devices directly to an uitimate
user'’s or consumer's residence to be administered by persons authorized to administer such devices,
provided that (i} such delivery is made on behalf of a medical director of a home health agency,
nursing home, assisted living facility, or hospice who has reguested the distribution of the Schedule VI
prescription device and directs the delivery of such device to the ultimate user's or consumer’s residence
and (i) the medical director on whose behalfl such Schedule VI prescription device is being delivered
has entered info an agreement with the manufacturer, nonresident manufucturer, wholesale distribuior,
nonresident wholesale distributor, warehouser, nonresident warehouser, third-party logistics provider, or
nonresident third-party logistics provider for such delivery.
2, That the Board of Pharmacy (the Board) shall promulgate regulations to implement the
provisions of this act to be effective within 280 days of its enactment. Such regulations shall
include provisions governing apreements between a manufacturer, nonresident manufacturer,
wholesale distributor, nonresident wholesale distributor, warehouser, nonresident warehouser,
third-party logistics provider, or nonresident third-party logistics provider and a medical
equipment supplier, home health agency, hospice, pharmacy, nursing heme, or assisted living
facility for delivery of Schedule VI prescription devices directly to an vltimate user or consumer
and such other provisions as the Board may deem appropriate.
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Agenda Item: Review of Guidance Documents

Included in your agenda package:

Listing of current guidance documents for the Board — highlighted are those
that have not been reviewed, revised or readopted in the past four years

Documents for review at this meeting of the Regulation Committee (review
to be completed at a subsequent meeting)

Committee Action:

Recommendation for repeal, revision or readoption
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BOARD OF PHARMACY

Copies of the following documents may be viewed during regular work days from 8:15 a.m. until
5 p.m. at the offices of the Departinent of Health Professions, 9960 Mayland Drive, Suite 300,
Henrico, VA 23233, Copies may also be downloaded from the board's webpage at
http://www dhp. virginia gov/Pharmacy or the Regulatory Town Hall at

http://www.townhall. virginia.gov or requested by email at pharmbd@dhp.virginia.gov.
Questions regarding interpretation or implementation of these documents or requests for copies
may be directed to Caroline D. Juran, Executive Director of the Board, at the address above or by

telephone at (804) 367-4456. Copies are free of charge.

Guidance Documents:

hupeirwww.dhp, virginia gov/Pharmacy/pharmacy_guidelings.htm

110-1, List of categories of facility licenses and a brief description of each, revised December 11,
2017

110-2, Instructions for applicants for pharmacist licensure, revised March 28, 2018

110-3, Guidance on alternative delivery of prescriptions, pharmacy to physician or pharmacy to
controlled substance registration type of delivery, revised September 9, 2014

110-4, Continuing Education Guide for Pharmacists, revised December 11, 2017
110-5, Instructions and forms for reporting of thefts or losses of drugs, revised March 29, 2018

110-6, Sanctions for non-compliance with reporting to the Prescription Monitoting: Program,
revised March 12, 2013

110-7, Practitioner/patient relationship and the prescribing of drugs for family or self, revised
September 2015

110-8, Information on prescriptive authority in Virginia, revised January 15, 2016

110-9, Pharmacy Inspection Deficiency Monetary Penalty Guide, revised March 21, 2017
110-10, Board guidance on dispensing of drugs from mobile vans, revised April 2006
110-11, Board guidance on proof of identity for Schedule I drugs, révised July 1, 2011
110-12, Bylaws of the Board of Pharmacy, revised September 26, 2017

110-13, Cousent Order for the Board of Pharmacy v. CVS/phmmacy, ca5c decxsmn holdmg the
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110-14, Consent Order for the Board of Pharmacy v, Eckerd Corporation, case decision holdmg
the corporate owner responsible for violations of pharmacy laws and regulations, August 19,

1997

110-15, Delegation of authority in disciplinary matters, revised March 25, 2016

110-16, Board guidance on performing inventories, adopted September 20, 201 1

110-17, Instructions for graduates of foreign schools of pharmacy, revised October 12, 2016
110-18, Advance preparation of medications for administration, revised September 29, 2015

110-19, Transferring valid orders between medical equipment providers, revised July 1, 2013

110-20, Practice as a pharmacy technician trainee, revised March 21, 2017
110-21, Sanctien Reference Points Manual, revised September, 2013
110-22, Dispensing records; identification of pharmacist, revised December 12, 2013

110-23, Monetary penalties for inspection deficiencies for physicians selling controlled
substances, adopted March 26, 2014

110-24, Competency examination required and passing sqore;_adopted June 2009

110-25, Guidance for life of a prescription after a prescriber no longer in practice, September 3,
2008

110-27, Pharmacist-In-Charge responsibilities, revised December 1, 2015

110-28, Guidance for free clinic pharmacy permit applicants, revised September 2009
110-29, Guidance for physician dispensing, revised June 2016

110-30, Drugs within animal shelters and pounds, revised March 2011

110-31, Approved capture drugs and drug administering equipment, Directive from the State
Veterinarian, revised September 2016

110-32, Use of a drop-box for the collection of prescriptions, adopted December 12, 2007

110-33, Pharmacy Interns as Pharmacy Technicians, Pharmacy Technician Ratio, revised
September 2009

110-34, Manufacturer and wholesale distributor licensure, revised September 29, 2015
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110-35, Requirements for Prescriptions, revised September 26, 2017
110-36, Compliance with USP Standards for Compounding, revised December 11, 2017

110-37, Guidance for conducting informal fact-finding by an agency subordinate, revised June 8,
2011

110-38, Requirement for Non-resident Pharmacies to Submit Current Inspection Report, revised
December 12, 2016

110-39, Hours of continuous work and taking breaks by pharmacists, adopted March 21, 2017
110-40, Storage of Schedule II drugs in a pharmacy, adopted June 2, 2014

110-41, Changes a pharmacist may make to a Schedule II prescription, revised December 14,
2011

110-42, Continuing education audit and recommended sanctions, adopted March 11, 2009
110-43, Dispensing with an authorized generic, adopted December 12, 2012

110-44, Protocol for prescribing or dispensing naloxone, revised March 29, 2018

110-45, Protocol for prescribing and dispensing naloxone to trainers, revised March 29, 2018
110-46, Delivery of temperature-sensitive drugs, adopted December 11, 2017

110-47, Disposal of drugs, revised March 29, 2018
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Guidance Document 110-06 Revised: 3/12/13

Virginia Board of Pharmacy

Failure to report to the Prescription Monitoring Program

The Board has determined standard procedures and sanctions for pharmacies who fail to submit
timely required reports to the prescription monitoring program. A first letter will be sent
concerning non-reporting and, if no response or an inadequate response if received, a certified

letter would then be mailed.

Should the dispenser still not respond or give an inadequate response, the matter will be referred
for disciplinary action to include, but not be limited to, the offering of a pre-hearing consent
order requiring the immediate submission of the required data and a $500 fine for each

unreported period.

Adopted: 9/26/2006
Revised: 3/12/13
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Guidance Document: 110-10 Adopled: March B, 2006
Revised April 2006

Virginia Board of Pharmacy

Mobile Units for Dispensing for the Indigent or Underserved Population

For good cause shown and pursuant to 54.1-3304, the Board of Pharmacy may grant a license to any physician
licensed under the laws of Virginia authorizing such physician to dispense drugs to persons to whom a
pharmaceutical service is not reasonably available. The Board has recently interpreted that the indigent and
medically underserved may represent a population for which pharmacy services are not reasonably available.
As such, a physician desiring to dispense drugs only to an indigent or underserved population from a mobile
unit may apply for this license as a "permitted physician” which allows him to practice pharmacy pursuant to
Board of Pharmacy regulations as set forth in 18VAC110-20-410. For purposes of this guidance document,
"indigent" is defined as those persons whose income is not more than 200% above the federal poverty
guidelines, and a medically underserved area or population is defined by criteria established by the Health
Resources and Services Administration of the U.S. Department of Health and Human Resources.

Additionally, pursuant to 18 VAC 110-20-410 (B) and 18VAC110-20-120, the Board may issue a special or
limited-use permit to a permitted physician, when the scope, degree or type of pharmacy practice or service to
be provided is of a special, limited or unusual nature as compared to a regular pharmacy service. The Board has
been made aware of at least two physicians who use mobile units traveling throughout a community to offer
medical assistance to the indigent or underserved and who would like to include the dispensing of prescription
drugs. Mobile units do not meet all physical requirements of 18VAC110-20-150 for security and appropriate
storage conditions for drugs, and possibly do not meet the alarm requirements of 18VAC110-20-180. They also
may not meet the traditional enclosure requirements of 18VAC110-20-190.

The Board recognizes that there is a growing need to be able to provide pharmacy services to this population.
Therefore, if a physician applies for a permitted physician license for this purpose, he may request a waiver of
sections A, B and C of 18VAC110-20-150, but must be able to meet the other requirements of this section
including temperature control. The enclosure requirements in a mobile unit may, if approved after inspection,
be met by a separate lockable room, compartment, or cabinet. In order for the Board to consider waiving these
requirements for a mobile unit, the following criteria must be met in addition to all other legal requirements for

a permitted physician:
» The mobile unit shall not stock any Schedule II-V controlled substances for dispensing.
+ The mobile unit shall be parked daily during its off-hours at the same designated location as specified to the

Board during the application process.
When parked during the off-hours, the mobile unit shall be under camera surveillance or within a secure
parking area with around-the-clock security staff, and in an area that is affiliated with the physician’s

practice location.
The mobile unit shall at all times provide a controlled temperature environment pursuant to 18VAC110-20-

150.
The mobile unit shall have an alarm system that complies with the requirements of 18VAC110-20-180 and

capable of alerting the alarm company or security staff to any breaking. It shall fully protect the drug
storage area and shall only be controlled by the physician or designated personnel authorized to dispense
medications. It shall be activated and operational at all times the mobile van is not in use to include any

breaks during the day when it is not staffed.
The mobile unit shall only be used to serve the indigent or underserved consistent with the permitted

physician application.
If the mobile unit is to be parked and not used for more than seven consecutive days, all drugs for

dispensing must be removed from the unit and stored in a permanent location where access is restricted to
the permitted physician.
An application for a limited-use pharmacy permit for a mobile unit for this same purpose would also have to
meet the same requirements.
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Guidance Document: 110-11 Revised: June 8, 2011

Virginia Board of Pharmacy

Revised Law Effective July 1, 2011
Proof of Identity when Dispensing Schedule II Drugs

Section 54.1-3420.1 of the Drug Control Act (see below) has always authorized a pharmacist to
request proof of identity prior to dispensing or refilling prescriptions written for drugs in Schedules I

through V.

Effective July 1, 2011, subsection B requires that a pharmacist or his agent obtain proof of identity at
the time of delivery anytime the pharmacist or his agent does not know the patient or the person picking
up or "seeking to take delivery” of the Schedule 11 dispensed drug prescribed for the patient. “Proof of
identity” (hereafter referred to as "ID") is defined to mean a driver’s license, government-issued
identification card, or other photo identification along with documentation of the person’s current address.
Additionally, there is a requirement to either make a photocopy or electronic copy of the person’s
identification or record the full name and address whenever someone other than the patient for whom the
drug was prescribed is not known to the pharmacist or his agent and is picking up or secking to take

delivery of the Schedule IT dispensed prescription,

In summary:

 if any person picking up or "seeking to take delivery” of a Schedule 1I dispensed prescription
is known to the pharmacist or his agent, then the pharmacist or his agent is not required to

obtain ID.
* If the person picking up the Schedule II dispensed prescription is the patient for whom the
prescription is written, and the pharmacist or his agent does not know that person, then the

pharmacist or his agent must require ID.

» If anyone other than the patient for whom the prescription is written seeks to take delivery of
the drug, and the pharmacist or his agent does not know the person, then the pharmacist or his
agent must either make a photocopy or an electronic copy of such person’s ID or record the
full name and address of such person. The pharmacist must keep the record or copy of ID for

at least one month.

Also, subsection C states that when a pharmacy delivers a Schedule I drug by mail, common carrier, or
delivery service to a Virginia address, the method of delivery employed shall require the signature of the
recipient as confirmation of receipt.

Code of Virginia:
§ 54.1-3420.1. Identification required for filling prescriptions.

A. Before dispensing any drug listed on Schedules III through V, a pharmacist may require proof of
identity from any patient presenting a prescription or requesting a refill of a preseription.
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B. A pharmacist, or his agent, shall require proof of identity at the time of delivery from any person
seeking to take delivery of any drug listed on Schedule Il pursuant to a valid prescription, unless such
person is known to the pharmacist or to his agent. If the person seeking to take delivery of a drug listed
on Schedule Il pursuant to a valid prescription is not the patient for whom the drug is prescribed, and the
person is not known to the pharmacist or his agent, the pharmacist or his agent either make a photocapy
or electronic copy of such person’s identification or record the full name and address of such person. The
pharmacist shall keep records of the names and addresses or copies of proof of identity of persons taking
delivery of drugs as required by this subsection for a period of at least one month. For the purposes of
this subsection, "proof of identity” means a driver's license, government-issued identification card, or
other photo identification along with documentation of the person's current address.

C. Whenever any pharmacist permitted to operate in the Commonwealth or nonresideni pharmacist
registered to conduct business in the Commonwealth delivers a prescription drug order for any drug
listed on Schedule 1l by mail, common carrier, or delivery service to a Virginia address, the method of
delivery employed shall requirve the signature of the recipient as confirmation of receipt.
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Virginia Board of Pharmacy

Performing Inventories

Various sections of law or regulation, to include §§ 54.1-3404 and 54.1-3434 of the Code of Virginia and
18 VAC 110-20-240 of the Regulations of the Board of Pharmacy, address requirements for performing
an inventory of drugs in Schedules I-V. However, it is unclear whether certain individuals are required to
perform a physical count of the drugs when performing the inventories. Recently, the Board concluded

the following:

¢+ Those persons required in law to perform an inventory of drugs shall physically count the drugs in
Schedules 1-V when a theft or any other unusual loss has occurred, and he is unable to determine

the exact kind and quantity of the drug loss;

» Dispensers, researchers, and reverse distributors may otherwise perform the inventory in a manner
consistent with federal allowances, as listed in 21 CFR 1304.11 (attached to this document), which
require a physical count of drugs in Schedules I and II, but allow for an estimation of drugs in
Schedules I11-V unless the container contains greater than 1,000 tablets/capsules; and

¢+ Nothing shall prohibit a person from choosing to perform a physical count of all drugs listed in
Schedules I-V when performing an inventory.

Additionally, to comply with the requirement to perform a perpetual inventory of Schedule 11 drugs as
stated in Regulation 18 VAC 110-20-240, the perpetual inventory record must accurately indicate the
physical count of each Schedule II drug “on-hand” at the time of performing the inventory. Furthermore,
to comply with the requirement to perform the required “reconciliation” of the perpetual inventory, an
explanation for any difference between the physical count and the theoretical count must be noted.
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Srom 21 CFR 1304.11
Section 1304.11 Inventory Requirements

(a)Gereral requirements. Each inventory shall contain a complete and accurate record of all controlled
substances on hand on the date the inventory is taken, and shall be maintained in written, typewritten, or
printed form at the registered location. An inventory taken by use of an oral recording device must be
promptly transcribed. Controlled substances shall be deemed to be “on hand” if they are in the possession
of or under the control of the registrant, including substances retumed by a customer, ordered by a
customer but not yet invoiced, stored in a warehouse on behalf of the registrant, and substances in the
possession of employees of the registrant and intended for distribution as complimentary samples. A
separate inventory shall be made for each registered location and each independent activity registered,
except as provided in paragraph (e)(4) of this section. In the event controlled substances in the possession
or under the control of the registrant are stored at a location for which he/she is not registered, the
substances shall be included in the inventory of the registered location to which they are subject to controi
or to which the person possessing the substance is responsible. The inventory may be taken either as of
opening of business or as of the close of business on the inventory date and it shall be indicated on the

inventory.

(b)Initial inventory date. Every person required to keep records shall take an inventory of all stocks of
controlled substances on hand on the date he/she first engages in the manufacture, distribution, or
dispensing of controlled substances, in accordance with paragraph (e) of this section as applicable. In the
event a person commences business with no controlled substances on hand, he/she shall record this fact as

the initial inventory.

(c) Biennial inventory date. After the initial inventory is taken, the registrant shall take a new inventory of
all stocks of controlled substances on hand at least every two years. The biennial inventory may be taken
on any date which is within two years of the previous biennial inventory date.

(d)inventory date for newly controlled substances. On the effective date of a rule by the Administrator
pursuant to §§1308.45, 1308.46, or 1308.47 of this chapter adding a substance to any schedule of
controlled substances, which substance was, immediately prior to that date, not listed on any such
schedule, every registrant required to keep records who possesses that substance shali take an inventory of
all stocks of the substance on hand. Thereafter, such substance shall be included in each inventory made

by the registrant pursuant to paragraph {c) of this section.

(e)Inventories of manufacturers, distributors, dispensers, researchers, importers, exporters and chemical
analysts. Each person registered or authorized (by §1301.13 or §§1307.11-1307.13 of this chapter) to
manufacture, distribute, dispense, import, export, conduct research or chemical analysis with controlied
substances and required to keep records pursuant to §1304.03 shall include in the inventory the

information listed below.

(1} Inventories of manufacturers. Each person registered or authorized to manufacture controfled
substances shall include the following information in the inventory:
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(i) For each controlied substance in bulk form to be used in (or capable of use in) the manufacture of the
same or other controlled or non-controlled substances in finished form, the inventory shall include:

(A) The name of the substance and
(B) The total quantity of the substance to the nearest metric unit weight consistent with unit size.

(ii) For each controlled substance in the process of manufacture on the inventory date, the inventory shail
include:

(A) The name of the substance;

(B) The quantity of the substance in each batch and/or stage of manufacture, identified by the batch
number or other appropriate identifying number; and

(C) The physical form which the substance is to take upon completion of the manufacturing process (e.g.,
granulations, tablets, capsules, or solutions), identified by the batch number or other appropriate
identifying number, and if possible the finished form of the substance (e.g., 10-milligram tablet or 10-
milligram concentration per fluid ounce or milliliter) and the number or volume thereof,

(ii)For each controlled substance in finished form the inventory shall include:

{A) The name of the substance;

{B) Each finished form of the substance (e.g., 10-milligram tablet or 10-milligram concentration per fluid
ounce or milliliter);

(C) The number of units or volume of each finished form in each commercial container (e.g., 100-tablet
bottle or 3-milliliter vial); and

(D) The number of commercial containers of cach such finished form (e.g. four 100-tablet bottles or six 3-
milliliter vials).

(iv)For each controlled substance not included in paragraphs (¢)(1)

(i), (ii) or (iii} of this section {e.g., damaged, defective or impure substances awaiting disposal, substances
held for quality control purposes, or substances maintained for extemporaneous compoundings) the

inventories shall include:

{A) The name of the substance;

(B) The total quantity of the substance to the nearest metric unit weight or the total number of units of
finished form; and

(C) The reason for the substance being maintained by the registrant and whether such substance is capable
of use in the manufacture of any controlied substance in finished form.
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(2) Inventories of distributors. Except for reverse distributors covered by paragraph (e)(3) of this section,
each person registered or authorized to distribute controlled substances shall include in the inventory the
same information required of manufacturers pursuant to paragraphs (e)(1)(iii} and (iv) of this section.

(3) Inventories of dispensers, researchers, and reverse distributors. Each person registered or authorized
to dispense, conduct research, or act as a reverse distributor with controiled substances shall include in the
inventory the same information required of manufacturers pursuant to paragraphs (e)(1)(iii) and (iv) of
this section, In determining the number of units of each finished form of a controlled substance in a
commercial container which has been opened, the dispenser, researcher, or reverse distributor shall do as

follows:

(i) If the substance is listed in Schedule I or Il, make an exact count or measure of the contents, or

(i) If the substance is listed in Schedule 11, IV or V, make an estimated count or measure of the contents,
unless the container holds more than 1,000 tablets or capsules in which case he/she must make an exact

count of the contents.

(4)Inventories of importers and exporters. Each person registered or authorized to import or export
controlled substances shall include in the inventory the same information required of manufacturers
pursuant to paragraphs (e){1) (iii) and (iv) of this section. Each such person who is also registered as a
manufacturer or as a distributor shall include in his/her inventory as an importer or exporter only those
stocks of controlled substances that are actually separated from his stocks as a manufacturer or as a
distributor (e.g., in transit or in storage for shipment).

(5)Inventories of chemical analysts. Each person registered or authorized to conduct chemical analysis
with controlled substances shall include in his inventory the same information required of manufacturers
pursuant to paragraphs (e)(1) (iii) and (iv) of this section as to substances which have been manufactured,
imported, or received by such person. If {ess than 1 kilogram of any controlled substance (other than a
hallucinogenic controlled substance listed in Schedule I), or less than 20 grams of a hallucinogenic
substance listed in Schedule | (other than lysergic acid diethylamide), or less than 0.5 gram of lysergic
acid diethylamide, is on hand at the time of inventory, that substance need not be included in the
inventory. Laboratories of the Administration may possess up to 150 grams of any hallucinogenic
substance in Schedule I without regard to a need for an inventory of those substances. No inventory is
required of known or suspected controlied substances received as evidentiary materials for analysis.
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Virginia Board of Pharmacy

Transferring Valid Orders between Medical Equipment Suppliers

A valid order authorizing the dispensing of drugs or devices may be transferred from one medical
equipment supplier to another medical equipment supplier provided the order can be filled or refilled.
The transfer should be communicated either orally by direct communication between an individual at the
transferring medical equipment supplier and the receiving medical equipment supplier, or by facsimile
machine or by electronic transmission.

The transferring medical equipment supplier should:
a. Record the word "VOID" on the face of the invalidated order;
b. Record on the reverse of the invalidated order the name and address of the medical equipment

supplier to which it was transferred, the date of the transfer, and for an oral transfer, the name of the
individual receiving the prescription information and the name of the individual transferring the

information; and,

The receiving medical equipment supplier should:

a. Write the word "TRANSFER" on the face of the transferred prescription.
b. Provide all information required to be on a valid order to include:

(13 Date of issuance of original order,

(2) Original number of refilis authorized on the original order;

(3) Date of original dispensing, if applicable;

(4) Number of valid refills remaining and date of last dispensing;

(5) Medical equipment supplier name and address from which the order information was transferred;
and

(6) Name of transferring individual, if transferred orally.
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Both the original and transferred order should be maintained for a period of two years from the date of
last refill. In lieu of recording the required information on the hard copy of a valid order, a medical
equipment supplier may record all required information in an automated data processing system used for

storage and retrieval of dispensing information.

Related statute and regulation:

§ 54.1-3435.2. Permit to act as medical equipment supplier; storage; limitation; regulations.

A. Unless otherwise authorized by this chapter or Chapter 33 (§ 34.1-3300 et seq.) of this title, it shall
be unlawful for any person to act as a medical equipment supplier, as defined in § 34.1-3401, in this
Commonwealth without a valid unrevoked permit issued by the Board. The applicant for a permit to act
as a medical equipment supplier in this Commonwealth shall apply to the Board for a permit, using such
Jorm as the Board may furnish; renew such permit, if granted, annually on a date determined by the
Board in regularion; and remit a fee as determined by the Board.

B. Prescription drugs received, stored, and distributed by authority of this section shall be limited to
those Schedule VI controlled substances with no medicinal properties which are used for the operation
and cleaning of medical equipment, solutions for peritoneal dialysis, and sterile water and saline for

irrigation.

C. Distribution of any Schedule VI drug or device or of any hypodermic needle or syringe, or medicinal
oxygen by authority of this section is limited to delivery to the ultimate user upon lawful order by a
prescriber authorized to prescribe such drugs and devices.

D. The Board may promulgate such regulations relating (o the storage, handling, and distribution of
prescription drugs, devices and controlled paraphernalia by medical equipment suppliers as it deems
necessary lo implement this section, to prevent diversion of prescription drugs and devices and
controlled paraphernalia, and to protect the public.

18VACL10-20-680. Medical equipment suppliers.

A. A medical equipment supplier's location shall be inspected by the board prior o engaging in
business. The location shall be clean and sanitary and shall have a sysiem of temperature control 1o
provide for specified storage conditions for any Schedule VI drug or device.

B. Hypodermic needles and syringes and Schedule VI drugs shall not be placed on open display or in an
open area where patrons will have access to such items. No Schedule VI devices shall be placed in an
areq where responsible parties cannof exercise reasonable supervision and control.

C. A medical equipment supplier shall receive a valid order from a practitioner prior to dispensing and
shall maintain this order on file on the premises for a period of two years from date of last dispensing.
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The original order may be kept at a centralized office as long as it is readily retrievable within 48 hours
and a copy of the order is kept on the premises of the dispensing supplier. In lieu of a hard copy, an
electronic image of an order may be maintained in an electronic database provided it preserves and

provides an exact image of the order that is clearly legible and made available within 48 howrs of a
request by a person authorized by law fo have access to prescription information.

D. Medical equipment suppliers shall make a record at the time of dispensing, This record shall be
maintained on the premises for two years from date of dispensing and shall include:

1. Name and address of patient;
2. ltem dispensed and quantity, if applicable; and

3. Date of dispensing.
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Virginia Board of Pharmacy

Use of Dispensing Records to Identify Pharmacist Responsible for Dispensing Error

To improve compliance with regulations and assist in determining which pharmacist to hold responsible for a
dispensing error, the Board offers the following guidance on current dispensing practices and required
recordkeeping when more than one pharmacist at the same location assumes responsibility for individual
dispensing functions associated with dispensing one prescription product.

Dispensing Scenario #1

One pharmacist verifies the accuracy of the prescription product in all respects and assumes responsibility for
the entire transaction. Per Regulation 18VAC110-20-270 C, he shall place his initials on the record of
dispensing as a certification of the accuracy of, and the responsibility for, the entire transaction. Such record
showing verification of accuracy shall be maintained for the required time period of two years. Additionally, if
the pharmacist makes use of an automated data processing system, he shall document the fact that the
information entered into the computer is correct in compliance with Regulation 18VAC110-20-250.

Dispensing Scenario #2

More than one pharmacist at the same pharmacy location verifies the accuracy of individual tasks associated
with the dispensing of a prescription product and assumes responsibility for these individual tasks, i.e., one
pharmacist may verify accuracy of the data entry while another may verify accuracy of product selection. Per
18VAC110-20-270 C, if more than one pharmacist is involved in verifying the accuracy of the prescription
product, a record shall be maintained identifying the date of dispensing, each pharmacist involved in the
process, and the individual task for which he is responsible for verifying the accuracy. If the pharmacy’s record
of dispensing is non-compliant and inappropriately only captures one set of pharmacist initials on the record and
this is the only record of dispensing maintained, then that pharmacist shall be responsible for the entire

transaction and any resulting dispensing errors.

To identify more than one pharmacist responsible for individual tasks when the pharmacy’s record of
dispensing is incapable of capturing more than one set of pharmacist initials, an alternative record shall be used
in compliance with Regulation 18VAC110-20-255. The alternative record shall indicate the date of dispensing
and the identity of the other pharmacist(s) invoived in the dispensing. An example of an alternative record
could be a manual log. Such alternative record shall be maintained for a period of two years on premises. A
pharmacy using such alternative record shall maintain a current policy and procedure manual documenting the
procedures for using the record, how the record is integrated into the total dispensing record system, and how
the data included in the record shall be interpreted, i.e., which set of pharmacist initials is associated with
verifying the accuracy of which dispensing function. For example, the policy and procedure manual could
indicate that the pharmacist whose initials are on the record of dispensing maintained in the computer is
responsible for verifying the validity of the prescription, drug-therapy appropriateness, including, but not
limited to, interactions, contraindications, adverse effects, incorrect dosage or duration of treatment, clinical
misuse or abuse, noncompliance and duplication of therapy, and prospective drug review. Additionally, the
manual could indicate that the pharmacist whose initials are captured on the manual log is responsible for

1
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product verification and ensuring that the correct quantity of the correct drug and strength has been placed in the
properly labeled container.

Dispensing Scenario #3

More than one pharmacist at different pharmacy locations participate in central or remote processing pursuant
to Regulation 18VAC110-20-276 or 18 VAC110-20-515. The pharmacist and/or pharmacies must be properly
licensed in compliance with regulations. Retrievable records shall be maintained at the participating
pharmacies which show, for each prescription processed, each individual processing function and identity of the
pharmacist or pharmacy technician who performed a processing function and the pharmacist who checked the
processing function, if applicable. The record shall be readily retrigvable for at least the past two years through
the primary dispensing pharmacy, and shall be available for inspection by the board. The Virginia-licensed
pharmacist identified on these records who assumed responsibility for checking an individual function which
resulted in a dispensing error shall be held responsible for that dispensing error, i.e., if the dispensing error
resulted from incorrect data entry, then the pharmacist identified on the record for checking the data entry shall
be responsible for the error and if the dispensing error resulted from incorrect product selection, then the
pharmacist identified on the record for checking the product selection shail be responsible for the error.

***Note Regarding Partial Filling of a Prescription: When a prescription is partially-filled, a record of each
dispensing shall be maintained. The records shall indicate the date a partial quantity was dispensed, the
quantity dispensed, and the initials of the pharmacist verifying the accuracy of the dispensing. If the
pharmacy’s record of dispensing is maintained in an automated dispensing system capable of capturing only the
total quantity dispensed and not each partial dispensing, then the pharmacy’s records are out of compliance. To
improve compliance with recordkeeping requirements, the pharmacy shall maintain another record that is
accurate from which dispensing information is retrievable and in which the original prescription and any
information maintained in the data processing system concerning such prescription can be found. An example
of an alternative record could be a manual log that indicates the date of dispensing for each partial quantity, the
quantity dispensed, and the initials of the pharmacist verifying the accuracy of each dispensing. Pursuant to
Regulation 18VAC!110-20-255, a pharmacy using such alternative record shall maintain a current policy and
procedure manual documenting the procedures for using the record, how the record is integrated into the total
dispensing record system, and how the data included in the record shall be interpreted.***

Relevant sections of law and regulation:

§ 54.1-3412. Date of dispensing; initials of pharmacist; automated data processing system.

Pursuant to regulations promulgated by the Board, the pharmacist dispensing any prescription shall record the date of
dispensing and his initfals on the prescription in (i) an automated data processing system used for the storage and
retrieval of dispensing information for prescriptions or (i) on another record that is accurate from which dispensing
information is retrievable and in which the original prescription and any information maintained in such data

processing system concerning such prescription can be found.

18VAC110-20-250. Automated data processing records of prescriptions,

A. An automated data processing system may be used for the storage and retrieval of original and refill dispensing
information for prescriptions instead of manual record keeping requirements, subject to the following conditions;
2
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1. A prescription shall be piaced on file as set forth in 18VAC110-20-240 B with the following provisions:

. In lieu of a hard copy file for Schedule VI prescriptions, an electronic image of a prescription may be maintained in
an electronic database provided it preserves and provides an exact image of the prescription that is clearly legible
and made available within 48 hours of a request by a person authorized by law to have access to prescription
information. Storing electronic images of prescriptions for Schedule 1I-V controlled substances instead of the hard
copy shall only be authorized if such storage is allowed by federal law.

. If the pharmacy system's automated data processing system fields are automatically popuiated by an electronic
prescription, the automated record shall constitute the prescription and a hard copy or electronic image is not

required,
. For Schedule 1I-V controlled substances, electronic prescriptions shall be maintained in accordance with federal

a

o

law and regulation.
. Any computerized system shall provide retrieval (via computer monitor display or printout) of original prescription

information for those prescriptions which are currently authorized for dispensing.

. Any computerized system shall also provide retrieval via computer monitor display or printout of the dispensing

history for prescriptions dispensed during the past two years.

4. Documentation of the fact that the information entered into the computer each time a pharmacist fills a prescription
for a drug is correct shall be provided by the individual pharmacist who makes use of such system. If a printout is
maintained of each day's prescription dispensing data, the printout shall be verified, dated and signed by the
individual pharmacist who dispensed the prescription. The individual pharmacist shall verify that the data
indicated is correct and then sign the document in the same manner as his name appears on his pharmacist license
{e.g., J. H. Smith or John H. Smith).

If a bound log book; or separate file is maintained rather than a printout, each individual pharmacist involved in
dispensing shall sign a statement each day in the log, in the manner previously described, attesting to the fact that
the dispensing information entered into the computer that day has been reviewed by him and is correct as shown.

B. Printout of dispensing data requirements. Any computerized system shall have the capability of producing a
printout of any dispensing data which the user pharmacy is responsible for maintaining under the Drug Control
Act (§54.1-3400 et seq. of the Code of Virginia) and such printout shall be provided within 48 hours of a request of

an authorized agent.

b

(%)

I8VAC110-20-255. Other dispensing records.
Pursuant to §54.1-3412 of the Code of Virginia, any other record used to record the date of dispensing or the identity

of the pharmacist dispensing shall be maintained for a period of two years on premises. A pharmacy using such an
alternative record shall maintain a current policy and procedure manual documenting the procedures for using the
record, how the record is integrated into the total dispensing record system, and how the data included in the record

shall be interpreted.

18VAC110-20-270. Dispensing of prescriptions; certification of completed prescriptions; supervision of
pharmacy technicians.

C. After the prescription has been prepared and prior to the delivery of the order, a pharmacist shali
inspect the prescription product fo verify its accuracy in all respects, and place his initials on the record
of dispensing as a certification of the accuracy of, and the responsibility for, the entire transaction. If
more than one pharmacist is involved in verifying the accuracy of the prescription product, a record
shall be maintained identifying the date of dispensing, each pharmacist involved in the process, and the
individual task for which he is responsible for verifying the accuracy. Such record showing verification
of accuracy shall be maintained on a pharmacy record and, if necessary, an alternate record consistent
with 18VACI10-20-255 for the required time period of two years, unless otherwise specified in
regulation. If the dispensing involves central or remote processing, records of pharmacist verification
shall be maintained in a manner consistent with 18VAC110-20-276 and 18VAC110-20-515.

Adopted: June 12, 2012
Revised: December 12, 2013

100




Guidance document: 110-22 Revised: December 12, 2013

18VAC110-20-276. Central or remote processing.
A, Centralized or remote processing of a prescription does not include the dispensing of a drug, but does include any
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of the following activities related to the dispensing process:

. Receiving, interpreting, analyzing, or clarifying prescriptions;

. Entfering prescription and patient data into a data processing system;

. Transferring prescription information;

. Performing a prospective drug review as set forth in § 54.1-3319 of the Code of Virginia;

Obtaining refill or substitution authorizations, or otherwise communicating with the prescriber concerning a
patient's prescription;

. Interpreting clinical data for prior authorization for dispensing;

. Performing therapeutic interventions; or
. Providing drug information or counseling concerning a patient's prescription to the patient or patient's agent.

A pharmacy may outsource certain prescription processing functions as described in subsection A to another
pharmacy in Virginia or a registered non-resident pharmacy under the following conditions:

. The pharmacies shall either have the same owner or have a written contract describing the scope of services to be

provided and the responsibilities and accountabilities of each pharmacy in compliance with all federal and state
laws and regulations related to the practice of pharmacy;

. Any central or remote pharmacy shalf comply with Virginia law and regulation with respect to requirements for

supervision of pharmacy technicians and the duties which are restricted to pharmacists and pharmacy technicians.
Pharmacy technicians at the remote pharmacy shall either be registered in Virginia or possess credentials
substantially equivalent to those reguired for a technician registered in Virginia;

. A pharmacist licensed in Virginia, whether at the remote pharmacy or the dispensing pharmacy, shall perform a

check for accuracy on all processing done by the remote processor; and

. The pharmacies shall share a common electronic file or have technology which allows sufficient information

necessary to process a non-dispensing function.

. Any pharmacy that outsources prescription processing to another pharmacy shall provide notification of such to

patients. A one-time written notification or a sign posted in the pharmacy in a location that is readily visible to
the public will satisfy this notification requirement. The notice shall state the name of any contract pharmacy
providing central or remote prescription processing. [f the pharmacy uses a network of pharmacies under
common ownership, this fact shall be disclosed in the notice.

A policy and procedure manual that relates to central or remote processing shall be maintained at each pharmacy
involved in the processing of a prescription and available for inspection. The manual shall at a minimum include

the foltowing:

. The responsibilities of each pharmacy;
. A list of the name, address, telephone numbers, and permit/registration numbers of all pharmacies invelved in

central or remote processing;

. Procedures for protecting the confidentiality and integrity of patient information;
. Procedures for ensuring that pharmacists performing prospective drug reviews have access to appropriate drug

information resources;

. Procedures for maintaining required records;
. Procedures for complying with all appiicable laws and regulations to include counseling;
. Procedures for objectively and systematically monitoring and evaluating the quality of the program to resolve

problems and improve services; and
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8. Procedures for annually reviewing the written policies and procedures for needed modifications and documenting
such review.

E. In addition to any other required records, pharmacies engaged in central or remote processing shall maintain
retrievable records which show, for each prescription processed, each individual processing function and identity
of the pharmacist or pharmacy technician who performs a processing function and the pharmacist who checked
the processing function, if applicable.

1. The records may be maintained separately by each pharmacy, or in a common electronic file shared by both
pharmacies provided the system can produce a record showing each processing task, the identity of the person
performing each task, and the location where each task was performed.

2. The record shall be readily retrievable for at least the past two years through the primary dispensing pharmacy, and

shall be available for inspection by the board.

F. Nothing in this section shall prohibit an individual employee ficensed as a pharmacist in Virginia from accessing
the employer pharmacy's database from a remote location for the purpose of performing certain prescription
processing functions as described in subsection A, provided the pharmacy establishes controls to protect the

privacy and security of confidential records.

1I8VAC110-20-515. Remote prescription order processing for hospitals and long term care facilities,

A. Remote processing of a prescription does not include the dispensing of a drug, but does include any of the

following activities related to the dispensing process:
. Receiving, interpreting, analyzing, or clarifying prescriptions;
. Entering prescription and patient data into a data processing system;

. Transferring prescription information;
. Performing a prospective drug review to include an evaluation of a prescription order and patient records for over-

or under-utilization of medication, therapeutic duplication of medication, drug-disease contraindications, drug
interactions, incorrect drug dosage or duration of drug treatment, or clinical abuse or misuse of medication;
. Obtaining substitution authorizations, or otherwise communicating with the prescriber concerning a patient's order;

. Interpreting or acting on clinical data;

. Performing therapeutic interventions;
. Providing drug information to the medical or nursing staff of the hospital or long term care facility; or
. Authorizing the administration of the drug to the patient by appropriate hospital or long term care facility staff.

NN PO N T
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B. The primary pharmacy providing pharmacy services to a hospital or long term care facility may outsource certain
order processing functions as described in subsection A to another pharmacy in Virginia or a registered non-
resident pharmacy under the following conditions:

I. The pharmacies shall either have the same owner or have a written contract describing the scope of services to be
provided and the responsibilities and accountabilities of each pharmacy in compliance with all federal and state
laws and regulations related to the practice of pharmacy;

2. Any central or remote pharmacy shall comply with Virginia law and regulation with respect to requirements for
supervision of pharmacy technicians and the duties which are restricted to pharmacists and pharmacy technicians.
Pharmacy technicians at the remote pharmacy shall either be registered in Virginia or possess credentials
substantially equivalent to those required for a technician registered in Virginia;

. Any pharmacist participating in remote prescription order processing shall be a Virginia licensed pharmacist; and

4. The pharmacies shall share a common electronic file or have technology which allows sufficient information

necessary to process a prescription order.

L]

Adopted: June 12,2012
Revised: December 12, 2013

102



Guidance document; 110-22 Revised: December 12, 2013

C. A policy and procedure manual that relates to remote processing shall be maintained at each pharmacy involved in
the processing of a prescription and available for inspection. The manual shall at a minimum include the
following:

1. The responsibilities of each pharmacy;

2. A list of the name, address, telephone numbers, and permit/registration numbers of all pharmacies invoived in
remote processing;

3. Procedures for protecting the confidentiality and integrity of patient information;

4. Procedures for ensuring that pharmacists performing prospective drug reviews have access fo appropriate drug
information resources;

5. Procedures for maintaining required records;

6. Procedures for complying with all applicable Jaws and regulations;

7. Procedures for objectively and systematically monitoring and evaluating the quality of the program to resolve
problems and improve services; and

8. Procedures for annually reviewing the written policies and procedures for needed modifications and documenting

such review,

D. A pharmacy invelved in remote prescription order processing shall maintain a record that identifies each person
who performed a processing function for every order.

1. The record shall be available by prescription order or by patient name.
2. The record may be maintained in a common electronic file if the record is maintained in such a manner that the

data processing system can produce a printout which identifies every person whe performed a task involved in
processing a prescription order and the location where the task was processed.

3. The record shall be readily retrievable for at least the past two years through the primary dispensing pharmacy, and
shall be available for inspection by the board.

E. Nothing in this section shall prohibit an individual employee licensed as a pharmacist in Virginia from accessing
the employer pharmacy's database from a remote location for the purpose of performing certain prescription
processing functions as described in subsection A, provided the pharmacy establishes controls to protect the
privacy and security of confidential records.

Adopted: June 12,2012
Revised: December 12, 2013
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Competency Examination Required for Licensure as a Pharmacist
NAPLEX Passing Score

In addition to other requirements of law or regulation, pharmacists applying for licensure by examination or
endorsement must pass a competence assessment examination approved by the Board.

Pharmacists examined after June 1, 1979 must pass or have passed the National Association of Boards of
Pharmacy Licensure Examination (NABPLEX) or its successor examination, the North American Pharmacist
Licensure Examination (NAPLEX). The Board determines that the minimum acceptable passing score for the
NAPLEX is 75 on the NAPLEX scale and adopts by reference the method for calculating the score as outlined
in the current edition of the NAPLEX Registration Bulletin.

For pharmacists applying for licensure by endorsement, who were initially examined prior to June 1, 1979, the
Board will accept the originating state's competence assessment examination and passing score as satisfactory
¢evidence of meeting the same standard of competence required for licensure by examination in Virginia at that

time.

Revised June 10, 2009
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Life of a Prescription When the Prescriber Is No Longer In Practice

Whenever a prescriber is no longer in practice due to death, extended illness, retirement,
relocation, suspension or revocation of the license by the relevant licensing board, or other reason,
pharmacists question whether they can fill or continue to refill prescriptions that were written prior to
the cessation of practice. There will be prescriptions which have been filled, but for which there are
still valid refills remaining. There will probably also be prescriptions written prior to the ceasing of
practice, but not yet presented to a pharmacy for filling by the patient for any number of reasons. This
could include Schedule II prescriptions written with "do not fill until <fufure date>" instructions.

While there is nothing in law that specifically addresses this issue, §54.1-3303 does state that no
prescription shall be filled which does not result from a bona fide practitioner-patient-pharmacist
relationship. At the point in time when the prescription was written and refills authorized, it is assumed
that a bona fide relationship existed and that the prescriber envisioned that the patient could safely
receive the authorized refills without further intervention on his part. However, while still in practice,
the prescriber would be available for consultation should questions or problems arise. Once the
prescriber retires, is suspended, moves from the area, etc. he is no longer available for consuitation, and

there is no longer a relationship if a problem occurs.

The Board believes that, in the absence of any specific instructions from the original prescriber
or a subsequent practitioner assuming medical care of the patient, the decision to fill or refill these
prescriptions should be left to the professional judgment of the pharmacist. Each prescription should
be evaluated on an individual basis to determine which course of action would be in the best interest of
the patient. At the same time, each patient should be encouraged to establish a relationship with a new
medical practitioner as soon as possible and have that practitioner write new prescriptions for any
required drugs. In cases where a license is denied, suspended, revoked, or restricted, in whole or part,
because of illegal or inappropriate prescribing practices, the pharmacist must carefully evaluate the
prescription and any remaining refills to determine if the prescription actually resulted from a bona fide
practitioner-patient relationship at the time written, and if it was written for a legitimate medical

purpose.

Revised 9/2008
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