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This information is required for executive branch review and the Virginia Registrar of Regulations, pursuant to the
Virginia Administrative Process Act (APA), Executive Order 14 (as amended, July 16, 2018), the Regulations for
Filing and Publishing Agency Regulations (1 VAC7-10), and the Virginia Register Form, Style, and Procedure Manual
for Publication of Virginia Regulations.

Brief Summary

Please provide a brief summary (preferably no more than 2 or 3 paragraphs) of this requlatory change
(i.e., new regulation, amendments to an existing regulation, or repeal of an existing regulation). Alert the
reader to all substantive matters. If applicable, generally describe the existing regulation.

Chapter 60 sets out the requirements for issuance of permits to pharmaceutical processors for the
cultivation, production, and dispensing of cannabidiol oil or THC-A oil. Regulations also
establish requirements for registration of practitioners for issuing written certification to
registered patients, parents or legal guardians for possession of such oils.

Part I establishes definitions and fees to be charged to applicants, registrants, and permitted
processors. As specified in the legislation, Part II of the regulations establishes requirements for
issuance or denial of registration for certifying physicians, patients, parents or legal guardians.
Part III sets out the application and approval process for issuing a permit to a pharmaceutical
processor, including the information that must be submitted, the requirements for issuing
conditional and then final approval, the rules for notification to the Board of any changes or of
closure of the processor, and the causes for action against a processor.
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Part IV sets out the provisions for personnel at the pharmaceutical processor, including a
requirement that a pharmacist with a current, unrestricted Virginia license provide personal
supervision on the premises at all times during hours of operation or whenever the processor is
accessed. It includes requirements for employee training, supervision of pharmacy technicians,
and the responsibilities of the pharmacist-in-charge. Part V sets out provisions for the operation
of a pharmaceutical processor, including requirements for inventory, security, storage and
handling, record-keeping, and reportable events.

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

Acronyms and Definitions

Please define all acronyms used in the Agency Background Document. Also, please define any technical
terms that are used in the document that are not also defined in the “Definition” section of the regulations.

N/A

Statement of Final Agency Action

Please provide a statement of the final action taken by the agency including: 1) the date the action was
taken; 2) the name of the agency taking the action; and 3) the title of the regulation.

On June 5, 2019, the Board of Pharmacy took final action on 18VAC10-60-10 et seq.,
Regulations Governing Pharmaceutical Processors.

Mandate and Impetus

Please list all changes to the information reported on the Agency Background Document submitted for the
previous stage regarding the mandate for this regulatory change, and any other impetus that specifically
prompted its initiation. If there are no changes to previously-reported information, include a specific
statement to that effect.

There are no changes to the previously-reported mandates of the General Assembly.

Legal Basis

Please identify (1) the agency or other promulgating entity, and (2) the state and/or federal legal authority
for the regulatory change, including the most relevant citations to the Code of Virginia or Acts of
Assembly chapter number(s), if applicable. Your citation must include a specific provision, if any,
authorizing the promulgating entity to regulate this specific subject or program, as well as a reference to
the agency or promulgating entity’s overall requlatory authority.
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Regulations are promulgated under the general authority of Chapter 24 of Title 54.1 of the Code of
Virginia. Section 54.1-2400, which provides the Board of Pharmacy the authority to promulgate
regulations to administer the regulatory system:

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

1. To establish the qualifications for registration, certification, licensure or the issuance of a
multistate licensure privilege in accordance with the applicable law which are necessary to
ensure competence and integrity to engage in the regulated professions.

2. To examine or cause to be examined applicants for certification or licensure. Unless otherwise
required by law, examinations shall be administered in writing or shall be a demonstration of
manual skills.

3. To register, certify, license or issue a multistate licensure privilege to qualified applicants as
practitioners of the particular profession or professions regulated by such board.

4. To establish schedules for renewals of registration, certification, licensure, and the issuance
of a multistate licensure privilege.

5. To levy and collect fees for application processing, examination, registration, certification or
licensure or the issuance of a multistate licensure privilege and renewal that are sufficient to
cover all expenses for the administration and operation of the Department of Health Professions,
the Board of Health Professions and the health regulatory boards.

6. To promulgate regulations in accordance with the Administrative Process Act (§ 2.2-4000 et
seq.) that are reasonable and necessary to administer effectively the regulatory system, which
shall include provisions for the satisfaction of board-required continuing education for
individuals registered, certified, licensed, or issued a multistate licensure privilege by a health
regulatory board through delivery of health care services, without compensation, to low-income
individuals receiving health services through a local health department or a free clinic
organized in whole or primarily for the delivery of those health services. Such regulations shall
not conflict with the purposes and intent of this chapter or of Chapter 1 (§ 54.1-100 et seq.) and
Chapter 25 (§ 54.1-2500 et seq.).

7. To revoke, suspend, restrict, or refuse to issue or renew a registration, certificate, license,
permit, or multistate licensure privilege which such board has authority to issue for causes
enumerated in applicable law and regulations.

The statutory authority for the Board to promulgate these regulations is found in the following
sections:

§ 54.1-3408.3. Certification for use of cannabidiol 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


http://law.lis.virginia.gov/vacode/2.2-4000/
http://law.lis.virginia.gov/vacode/54.1-100/
http://law.lis.virginia.gov/vacode/54.1-2500/
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Cannabis plant that contains at least 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.

"THC-A o0il" means a processed Cannabis plant extract that contains at least 15 percent
tetrahydrocannabinol acid but not more than five percent tetrahydrocannabinol, or a dilution of
the resin of the Cannabis plant that contains at least 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 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 Olffice 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 diagnosed condition or disease pursuant to a written certification issued pursuant to
subsection B. Nothing in this section shall preclude the Board of Medicine from sanctioning a
practitioner for failing 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 Board. The Board shall, in consultation with the Board of Medicine, set a 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, (ii) a
process for ensuring that any changes in the information are reported in an appropriate
timeframe, and (iii) a prohibition for the patient to be issued a written certification by more than
one practitioner during any given time period.

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, (ii) 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-



https://law.lis.virginia.gov/vacode/18.2-248/
https://law.lis.virginia.gov/vacode/18.2-248.1/
https://law.lis.virginia.gov/vacode/18.2-369/
https://law.lis.virginia.gov/vacode/18.2-369/
https://law.lis.virginia.gov/vacode/2.2-3700/
https://law.lis.virginia.gov/vacode/18.2-369/
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369, the patient's parent or legal guardian, but only with respect to information related to such
registered patient.

Article 4.2. Permitting of Pharmaceutical Processors to Produce and Dispense Cannabidiol Oil
and THC-A Oil.

§ 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.

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

"THC-A o0il" has the same meaning as specified in § 54.1-3408.3.

§ 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 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, producing 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 processor may possess
at any one time; (x) the secure disposal of plant remains, and (xi) a process for registering a
cannabidiol oil and THC-A oil product.

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 to submit to
fingerprinting and provide personal descriptive information to be forwarded along with his
fingerprints through the Central Criminal Records Exchange to the Federal Bureau of
Investigation for the purpose of obtaining criminal history record information regarding the
applicant. 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.



https://law.lis.virginia.gov/vacode/18.2-369/
https://law.lis.virginia.gov/vacode/54.1-3408.3/
https://law.lis.virginia.gov/vacode/54.1-3408.3/
https://law.lis.virginia.gov/vacode/18.2-369/
https://law.lis.virginia.gov/vacode/54.1-3408.3/
https://law.lis.virginia.gov/vacode/54.1-3408.3/
https://law.lis.virginia.gov/vacode/18.2-369/
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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 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 current board registration of the practitioner and the corresponding patient, parent, or
legal guardian. 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 90-day supply for any patient during any 90-day period. The Board shall establish
in regulation an amount of cannabidiol oil or THC-A oil that constitutes a 90-day supply to treat
or alleviate the symptoms of a patient's diagnosed condition or disease.

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.

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 tetrahydrocannabinol measured for
labeling and shall establish a stability testing schedule of THC-A oil.

§ 54.1-3442.8. Criminal liability; exceptions.

In any prosecution of an agent or employee of a pharmaceutical processor under § 18.2-248
18.2-248.1, 18.2-250, or 18.2-250.1 for possession or manufacture of marijuana or for
possession, manufacture, or distribution of cannabidiol oil or THC-A oil, it shall be an
affirmative defense that such agent or employee (i) possessed or manufactured such marijuana
for the purposes of producing cannabidiol oil or THC-A oil in accordance with the provisions of
this article and Board regulations or (ii) possessed, manufactured, or distributed such
cannabidiol oil or THC-A oil in accordance with the provisions of this article and Board
regulations. If such agent or employee files a copy of the permit issued to the pharmaceutical
processor pursuant to § 54.1-3442.6 with the court at least 10 days prior to trial and causes a
copy of such permit to be delivered to the attorney for the Commonwealth, such permit shall be
prima facie evidence that (a) such marijuana was possessed or manufactured for the purposes of
producing cannabidiol oil or THC-A oil in accordance with the provisions of this article and



https://law.lis.virginia.gov/vacode/18.2-247/
https://law.lis.virginia.gov/vacode/18.2-265.1/
https://law.lis.virginia.gov/vacode/54.1-3408.3/
https://law.lis.virginia.gov/vacode/18.2-369/
https://law.lis.virginia.gov/vacode/54.1-3408.3/
https://law.lis.virginia.gov/vacode/54.1-3408.3/
http://law.lis.virginia.gov/vacode/18.2-248/
http://law.lis.virginia.gov/vacode/18.2-248.1/
http://law.lis.virginia.gov/vacode/18.2-250/
http://law.lis.virginia.gov/vacode/18.2-250.1/
http://law.lis.virginia.gov/vacode/54.1-3442.6/
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Board regulations or (b) such cannabidiol oil or THC-A oil was possessed, manufactured, or
distributed in accordance with the provisions of this article and Board regulations.

NOTE: There were amendments to statutory provisions governing pharmaceutical
processors and the issuance of certification to patients to possess the cannabidiol oil or
THC-A oil, but that legislation does not become effective until July 1, 2019 so those
provisions are not reflected in this action.

Purpose

Please explain the need for the regulatory change, including a description of: (1) the rationale or
justification, (2) the specific reasons the regulatory change is essential to protect the health, safety or
welfare of citizens, and (3) the goals of the regulatory change and the problems it’s intended to solve.

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

The law specifically requires the Board to “adopt regulations establishing health, safety, and
security requirements for pharmaceutical processors.” (§ 54.1-3442.6 (C)) The safeguards put in
place in statute and regulations are essential to protect the health and safety of the general public
and, in particular, the health of the patients to whom cannabidiol or THC-A oil is dispensed.

Substance

Please briefly identify and explain the new substantive provisions, the substantive changes to existing
sections, or both. A more detailed discussion is provided in the “Detail of Changes” section below.

Chapter 60 sets out the requirements for issuance of permits to pharmaceutical processors for the
cultivation, production, and dispensing of cannabidiol oil or THC-A oil. Regulations also
establish requirements for registration of practitioners for issuing written certification to
registered patients, parents or legal guardians for possession of such oils.

Part I establishes definitions and fees to be charged to applicants, registrants, and permitted
processors. As specified in the legislation, Part II of the regulations establishes requirements for
issuance or denial of registration for certifying physicians, patients, parents or legal guardians.
Part III sets out the application and approval process for issuing a permit to a pharmaceutical
processor, including the information that must be submitted, the requirements for issuing
conditional and then final approval, the rules for notification to the Board of any changes or of
closure of the processor, and the causes for action against a processor.
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Part IV sets out the provisions for personnel at the pharmaceutical processor, including a
requirement that a pharmacist with a current, unrestricted Virginia license provide personal
supervision on the premises at all times during hours of operation or whenever the processor is
accessed. It includes requirements for employee training, supervision of pharmacy technicians,
and the responsibilities of the pharmacist-in-charge. Part V sets out provisions for the operation
of a pharmaceutical processor, including requirements for inventory, security, storage and
handling, record-keeping, and reportable events.

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

Issues

Please identify the issues associated with the regulatory change, including: 1) the primary advantages
and disadvantages to the public, such as individual private citizens or businesses, of implementing the
new or amended provisions; 2) the primary advantages and disadvantages to the agency or the
Commonwealth; and 3) other pertinent matters of interest to the regulated community, government
officials, and the public. If there are no disadvantages to the public or the Commonwealth, include a
specific statement to that effect.

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

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

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

The Director of the Department of Health Professions has reviewed the proposal and performed a
competitive impact analysis. The limited number of pharmaceutical processors (one in each of
the five health planning districts) as specified in statute created competition for permits, but the
regulations promulgated by the Board do not represent any restraint on that competition.
Regulations for processors are a foreseeable result of the statute requiring the Board to protect
the health and safety of patients in the Commonwealth. The Board is authorized under § 54.1-
2400 to “promulgate regulations in accordance with the Administrative Process Act which are
reasonable and necessary to administer effectively the regulatory system” and has acted in
accordance with a statutory mandate in § 54.1-3442.6 to “adopt regulations establishing health,
safety, and security requirements for pharmaceutical processors.”

Requirements More Restrictive than Federal

Please list all changes to the information reported on the Agency Background Document submitted for the
previous stage regarding any requirement of the regulatory change which is more restrictive than
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applicable federal requirements. If there are no changes to previously-reported information, include a
specific statement to that effect.

There are no applicable federal requirements for the production and dispensing of cannabidiol or
THC-A oils. Marijuana remains an illegal substance according to federal law.

Agencies, Localities, and Other Entities Particularly Affected

Please list all changes to the information reported on the Agency Background Document submitted for the
previous stage regarding any other state agencies, localities, or other entities that are particularly affected
by the regulatory change. If there are no changes to previously-reported information, include a specific
statement to that effect.

Other State Agencies Particularly Affected - None

Localities Particularly Affected — The five localities in which applicants for pharmaceutical
processor have been issued conditional permits may benefit from additional employment
opportunities and businesses relating to the construction and operation of a processor.

Other Entities Particularly Affected — None

Public Comment

Please summarize all comments received during the public comment period following the publication of
the previous stage, and provide the agency response. Ensure to include all comments submitted:
including those received on Town Hall, in a public hearing, or submitted directly to the agency or board. If
no comment was received, enter a specific statement to that effect.

Proposed regulations to replace emergency regulations were published on March 18, 2019 with
comment requested until May 17, 2019. A public hearing was conducted on March 26, 2019.

The following comment was received at the public hearing:

Commenters Comment Board response
Caley Crawford Pleased with the passage of legislation in | Provisions of the 2019
Va. Medical 2019 and offered to be a resource for the | General Assembly actions
Cannabis Coalition | Board. will be addressed after final
regulations are effective.
Aaron Lopez Asked the Board to remain vigilant in the | The Board of Pharmacy is
Dalitso unregulated sales of over-the-counter not authorized to regulate
CBD products; not accountable to same | over-the-counter CBD
standards as the pharmaceutical products, which are
PrOCEssors. produced from' hemp and
under the purview of the
Department of Agriculture
and Consumer Services
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Jean Michell Thanked the Board for allowing Same comment as above
Pedini, Virginians access to CBD and expressed
Virginia NORML | concern about unregulated products,

patient safety, access, and affordability.
Dylan Bishop Offered support of his organization to the | The Board appreciates the
Va. Cannabis Board support.
Association

The following comments were received by hard copy, email or posted on the Virginia

Regulatory Townhall:
Commenters Comment Board response
Regina Whitsett Expressed position of SAFE in The Board acknowledges
SAFE Executive opposition to growing marijuana and the concern but has a
Director setting up dispensaries for cannabidiol statutory mandate for a
oil and THC-A oil. Concern that Board’s | pharmaceutical processor
regulations will further open the door to | program and dispensing of
marijuana legalization in Virginia. cannabidiol and THC-A
oils.
Mary Crozier Same comments as those of SAFE. Same response as above
Community
Coalitions of
Virginia
Virginia Medical Requested that changes enacted by the Provisions of the 2019 General
Cannabis Coalition | 2019 General Assembly (SB1556 and | Assembly actions will be
Katie Hellebush addressed after final

SB1719) be included in adoption of final
regulations, including allowing patients
to designate one or more registered
agents, allowing pharmaceutical
processors more flexibility in hiring
employees, allowing transfer and
wholesale distribution of CBD or THC-
A products between processors, and
allowing cannabis to grown earlier than
two weeks from opening the facility.
The comment also requested an
amendment to clarify that the
concentration of THC in any THC-A oil
may be up to 10 percent greater or less
than the level of THC measured for
labeling.

regulations are effective by
either an exempt action or by
adoption of emergency
regulations as appropriate.

Virginia NORML
Jean Michelle
Pedini

Recommended testing regulations as
outlined in Colorado for medical
Cannabis products

Regulations in Colorado
were reviewed, as well as
those of other states. While

10
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Recommended elimination of prohibition
of telemedicine for first year after
certification.

Requested reduction of the $50 fee for
patient registration; recommended
eliminating or reducing cost for patient,
caregiver and registered agent
registration.

Recommended the Board allow a patient
to have at least two registered agents and
that agents be allowed to serve a
maximum of four individual patients
with a higher number for patients in
health care/residential facilities.

certain aspects are
applicable to the program in
Virginia, other portions of
Colorado regulations (such
as registration of
laboratories) are outside the
authority of this board.

The Board did not concur
with allowing an initial
determination of a patient’s
need for the oils to be made
via telemedicine. The Code
requires a diagnosis, in
order for a practitioner to
issue a written certification,
and a practitioner may need
to adjust the dosage, etc. in
the initial stages of treating
the patient.

The Board reduced the fee
for parents and guardians in
the proposed regulation, but
has not adjusted fees in the
final regulation. Once
expenditures relating to the
pharmaceutical process are
better understood, it may be
possible to reduce fees by
exempt action.

The decision on registered
agents will be made in the
adoption of emergency
regulations after final
regulations are in effect.

Cannabis Business
Association of
Virginia, Stephen
Baril

Asked the Board to consider expansion
of the supply channels and an increase in
the number of growers, processors and
retailers in Virginia.

Expansion of supply
channels and growers would
require action by the
General Assembly.

11
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Requested that the Board remove the
prohibition of using telemedicine for the
first year of certifying a patient for the
use of cannabidiol or THC-A oil

Recommended post-production testing of
the cannabidiol or THC-A oil rather than
testing of the cannabis plant before it is
processed into a product for human
consumption. Made specific
recommendations for accreditation and
registration of laboratories and for the
standards used in testing samples of the
product.

The Board did not concur
with allowing an initial
determination of a patient’s
need for the oils to be made
via telemedicine.

The Board concurred with
the comment and amended
the sections on testing to
testing of the products
rather plant material. The
Board has no authority to
accredit or register the
laboratories. Standards
used for testing samples are
included in the amended
regulations.

Political Capital
Aaron Lopez,
Representative for
Dalitso

Requested that 2019 legislative changes
be incorporated into the final regulations.

Additionally, comments were made in
the following sections:

10 — Definitions: Amend “ninety-day
supply” to clarify that solid dosage forms
are allowed. Definition of resident
should allow individuals who live out-of-
state but have responsibility for a patient
in Virginia to be registered as an agent.

20 — Fees: Practitioner fee should be a
one-time fee or a nominal renewal fee.
Patient fee should be reduced for
renewal. Asked that registration of a
product be confined to a listing of
products produced every six months,
rather than a registration of each one.

Provisions of the 2019
General Assembly actions
will be addressed after final
regulations are effective by
either an exempt action or
by adoption of emergency
regulations as appropriate.

The Board concurred and
amended the definition.
Regulations for registered
agents are not included in
this package.

Fees have not be amended
in this action (see response
to Va. NORML).

The Code requires the
dispensing of oil products to
be reported to the
Prescription Monitoring
Program (PMP) which
necessitates board staff

12



Town Hall Agency Background Document

Form: TH-03

40 — Prohibition on financial benefit by
practitioner: would like allowance for
recommendation of a particular product.

50 — Registration: allow registration of
persons out-of-state. Would like
clarification of board’s authority to deny
registration and whether there is an
exception for a person who needs the
product.

130 — Granting of processor permit:
Need to further define word “agent” to
be clear the criminal background check
refers to the delivery agent of the
processor.

170 — Processor employee license and
registration: Recommended only

reviewing laboratory test
results, proposed labeling,
etc. for each product;
assigning an individual
number to each product;
and, sharing this
information with the PMP
so to identify the specific
active ingredients and
concentrations of each
product dispensed.
Registering a listing of
products will not
sufficiently identify the
specific active ingredients
and concentrations of each
product.

The Board does not concur
that there should be a
financial benefit to a
practitioner for
recommending a particular
product.

Registration of persons
residing out-of-state would
require a change in the
Code. Any person denied
registration has a right to an
informal conference and
consideration of the cause
for denial.

The Board has amended the
section to clarify the
delivery by an agent of the
processor.

The comment contemplates
a model that is not
consistent with the Virginia

13
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allowing the dispensing area to handle
the labeling of patient information; allow
only for handling of finished products in
the dispensing portion of the facility.

190 — Pharmacy technician: Remove
“production” as a job function to avoid
confusion. Allow technician to contact
prescriber for clarification.

220 — Processor prohibitions: Further
define the term “facility.” Allow for sale
of products relating to the oils.

280 — Cultivation and production:
Requirements for testing should apply to
all processing in-state and also to out-of-
state products sold in Virginia. Asked by
registration of individual products and
turn around time for approval.

model in which there is a
vertical operation in one
facility, all under the
supervision of a pharmacist-
in-charge.

The job functions of a
technician are found in
section 170 and the term
“production” is defined in
section 10 which includes
functions that may be
performed by a pharmacy
technician. The Board does
not agree that the term
“production” should be
removed from section 190;
the prohibition for a
technician to contact the
prescriber for clarification is
consistent with regulations
for pharmacy technicians
practicing in pharmacies.

The Board did not
determine that further
definition was necessary. It
did not concur that the
processor should be able to
sell related products.

There is no authority for
marijuana products
produced out-of-state to be
sold in Virginia and the
Board has no authority to
register or regulate products
from out-of-state producers.
Turn-around time is
unknown until processors
become operational, but
staff dedicated to
pharmaceutical processing
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290 — Labeling: Regulations should
apply to all consumable CBD and THC-
A products.

295 — Labeling: Asked whether each
product has to have a separate batch
label and patient label; asked what a
practitioner is able to recommend in
terms of dosing, active amounts, number
of doses, etc.

300 — Laboratory testing: Requirements
should apply to all producers, in-state or
out-of-state

330 — Disposal of CBD and THC-A:
Asked clarification of who in the
processing facility is allowed to disposal

and reviewing these
registration applications has
been hired by the Board.

The Board has no authority
over all consumable CBD
products (those made from
hemp).

Each product must have a
label that contains all
pertinent information
required for a batch label
and a patient label.

No authority over out-of-
state producers

Regulations do not specify
who can dispose of the
plants and products, but do
specify who must witness
such disposal and the
records required.

Virginia Cannabis
Industry
Association
Rebecca Gwilt

Requested testing regulations similar to
Colorado with specific lists of prohibited
substances, guidelines for batching and
testing, and a framework for certifying
laboratories.

Requested a reduction or elimination of
registration fees for patients

Requested allowing telemedicine by
practitioner for certification

Requested an enhancement of the role of
a registered agent, such as allowing a
licensed healthcare or residential facility
to serve as registered agent for its
residents/patients.

See responses to similar
comments listed above.

Detail

of Changes Made Since the Previous Stage
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Please list all changes made to the text since the previous stage was published in the Virginia Register of
Regulations and the rationale for the changes. Explain the new requirements and what they mean rather
than merely quoting the text of the regulation. * Please put an asterisk next to any substantive changes.

New New requirement Updated new Change, intent, rationale, and likely
chapter- from previous requirement since impact of updated requirements
section stage previous stage

number, if

applicable

10 Definition of 90-day | Deleted “which cannot | Processors in other states and those
supply included exceed 60 fluid with conditional permits in Virginia
that it could not ounces” produce the oils in formulations other
exceed 60 fluid than liquid, so the restriction on 60
ounces fluid ounces would not be applicable.

Counsel for the Board has advised
that other formulations are acceptable
within the authority in the Code. A 90-
day supply will vary greatly based on

A new definition for the amount of oil necessary for an

“batch” has been individual to treat a specific medical

included. condition, and the amount will vary
among the different types of
formulations. Thus, it is not possible
for the board to further define a
quantity assigned to a 90-day supply.
In regulations for testing products, the
term batch is often used but had not
been defined. The definition included
in section 10 was recommended by
one of the commenters on proposed
regulations.

20 Sets fees for Two fees are added: Criminal background checks are
permitting $100 for a change of required for persons who have at least
processors, ownership that does 5% ownership in a processor. If there
renewal and any not necessitate a is a change of ownership, that
change in the criminal background information must be reported to the
operational check and $250 for a board. Currently, there is a $100 fee
information filed change of ownership for change of name, change of PIC or
with the board that does require a other information provided on the

check. permit application. If the change of
ownership is significant enough to
trigger a criminal background check,
the fee must be sufficient to cover staff
review of the report to determine
eligibility to own a 5% or greater share
of a processor. Therefore, the fee for
such a change of ownership would be
$250, instead of $100.

150 Sets out Subsection E is Current regulations require a criminal
requirements fora | amended to clarify that | background check for an applicant for
change of if a new owner’s share | a pharmaceutical processor permit. If
ownership constitutes 5% or the ownership of a processor changes,
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greater of the total
ownership, a criminal
history records search
is required.

regulations require notification to the
board. The amendment to section 150
will specify that any change in which
the new owner has a 5% or greater
share of the processor necessitates a
background check of that owner.

requirements for
labeling a batch of
cannabidiol oil or
THC-A products

amended to clarify that
the expiration date
required to be on a
batch label must be
based on stability
testing. The
amendment to delete
1% of all active
ingredients on the
label is consistent with
its deletion in section
285.

The addition of
“residual solvents” on
the batch label is
consistent with the
testing requirements
(see explanation in
section 300).

220 Sets out Subsection H is Section 54.1-3442.7 allows for a
prohibitions for amended to clarify that | “delivery agent” to deliver oil product
operation of a an agent of the after the initial dispensing which must
processor processor may deliver | be in person. Therefore, the

oil products on behalf subsection was amended to clarify

of the processor. that an agent of the processor may
“distribute” on behalf of a processor.
The regulation does not permit use of
a “delivery service” that is not an agent
of the processor.

285 Sets out the Subsection A is Listing of all ingredients constituting at
requirements for amended to delete the | least 1% was considered overly
registration of a requirement to list any | burdensome. There are approximately
cannabidiol or other active ingredient | 300-400 cannabinoids that could be
THC-A oil product that constitutes at least | present, but the active ingredients

1% of the batch of the | listed are the ones necessary to
product identify for public protection.
Subsection B is Legislation passed in 2019 allows the
amended to change concentration of tetrahydrocannabinol
the range for active in any THC-A oil on site to be up to 10
ingredients from 97% percent greater than or less than the
to 103% to 90% to level of tetrahydrocannabinol
110%. measured for labeling. Therefore, the
range for listing of active ingredients
was changed for consistency.
290 Sets out the Subsection B is The expiration date will be assigned to

the product in laboratory testing, so
the amendment is clarifying and
consistent.
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requirements for
testing of products
by an outside
laboratory

made throughout this
section to delete
Cannabis and
substitute with
“cannabidiol or THC-A
oil product”
Subsection B is
amended to clarify the
timing of testing to
“after processing and
before dispensing” and
to clarify that it is the
oil product being
tested rather than the
harvested Cannabis.
Testing for residual
solvents is added, and
the analysis must
include a terpenes
profile. The sample
size that is tested must
be a statistically valid
sample.

Subsection F (#3) is
amended to revise the
test for heavy metals

295 Set out the Section 295 is deleted. | After publication of proposed
requirement for regulations, it was noted that this
labeling of section was duplicative of
dispensed requirements for labeling in 290 and
cannabidiol oil or 310, so it was deleted. Subsection C
THC-A oil from 295 was added to 310.

300 Sets out the Amendments are This section is amended to clarify that

it is the cannabidiol oil or THC-A oil
product that must be tested after
processing and before dispensing. In
the proposed regulation, it was
contemplated that the testing was
done on the Cannabis. However, that
is not the process necessary to ensure
the product’s safety, so a statistically
valid sample from each batch of the
product produced must be tested for
contamination and determination of
the active ingredients.

Processors are prohibited from using
petroleum-based solvents in in
cultivation, extraction, production or
manufacturing process (section 280),
but non-petroleum-based solvents
may be utilized, so testing must
include the presence of residual
solvent in the product.

A terpenes profile is essential so the
patient will have sufficient information
on the label of a product. Terpenes are
aromatic oils that color cannabis varieties
with distinctive flavors like citrus, berry,
mint, and pine. Over 100 different
terpenes have been identified in the
cannabis plant, and every strain tends
toward a unique terpene type and
composition. Terpenes play a key role in
differentiating the effects of various
cannabis strains. Some terpenes
promote relaxation and stress-relief,
while others promote focus and acuity.
As necessary, the Board will adopt
guidance for testing of various sample
sizes on the amount necessary to be
statistically valid.

The measure of limitation in the
proposed regulation using body weight
was not feasible since the product has
not been dispensed to a particular
patient. The limits — parts per million
(ppm) is a standard recommended by
experts in laboratory testing and taken
from regulations in Louisiana.
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In subsection F, #5
and #6 are added to
clarify the active
ingredients required to
be analyzed and to
include testing for
residual solvents. The
standards and limits
for existence of
residual solvents is
included.

Subsection G is
amended to add the
requirement for an
expiration date to be
based on validated
stability testing that
addresses product
stability when opened
and the shelf-life for
unopened products.

Subsection F requires that if a sample of
the oil product does not pass certain
tests, the processor must dispose of the
entire batch. However, if the sample
does not pass the standards
recommended for residual solvents, the
batch can be remediated with further
processing. The sample then must be
retested as required by this section.

An expiration date has been required,
but the basis for assigning such a date
was unclear, so subsection G is
amended to include the standard found
in other state regulations.

310

Sets out
requirements for
dispensing of
cannabidiol oil or
THC-A oil,
including the
dispensing record
and labeling of the
dispensed oil

Subsection A is
amended to change
the record retention for
written certifications
from 2 to 3 years.

Subsection C is
amended to: 1) clarify
that the name of the oil
on the label affixed to
the oil is the name
registered with the
Board pursuant to
section 285; 2) include
the terpenes profile
and list of certain
active ingredients; and
3) a pass rating based
on the laboratory
analysis

Subsection D is added
to set the standard for
labeling a product as
‘organic.”

Subsection H is
amended to require
retention of

The retention schedule for the
dispensing record is currently set at 3
years, so the requirement for keeping
a copy of the certification was
changed for consistency.
Recordkeeping requirements in 230
and 260 are also currently set at 3
years.

The changes to subsection C are
those requirements for labeling
previously listed in section 295 but
missing in subsection C of section
310.

Subsection D was previously included
in section 295.

The standard for retention of
documentation changed for
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documentation for 3
years.

consistency with retention of the
dispensing record.

Detail of All Changes Proposed in this Regulatory Action

Please list all changes proposed in this action and the rationale for the changes. Explain the new
requirements and what they mean rather than merely quoting the text of the regulation. * Please put an
asterisk next to any substantive changes.

Section
number

Proposed
requirements

Other regulations
and law that apply

Intent and likely impact of proposed
requirements

10

Creates definitions
for words and
terms used in this
chapter

§§ 54.1-3408.3 and
54.1-3442.7

To provide clarity for use of terms such as
dispensing error, one-month supply,
resident, qualifying patient, temperature and
humidity. The definition of certification was
amended in the 2"¢ emergency regulation to
include any diagnosed condition or disease,
as opposed to the previous requirement of a
diagnosis of intractable epilepsy. There
were amendments throughout the regulation
to delete “intractable epilepsy” and insert
“any diagnosed condition or disease.”

The definition of “one-month supply” was
deleted and replaced by a definition for a
“90-day supply” with the amount allowed to
be dispensed changed from 20 fluid ounces
to 60 fluid ounces. In sections 10, 90 and in
any other sections in which there was a
reference to a one-month supply, the
regulation was amended to read “90-day

supply.”

20

Sets fees to be
charged for
registration of
patients, parents,
& guardians; for
physicians who
write certifications;
for pharmaceutical
processor
applicants and
permit holders

§§ 54.1-2400 (5)
and 54.1-3442.6 C

Fees are proposed with the intent of covering
the expenditures to be incurred by the Board
and Department for registration of
individuals, renewal of registration,
processing of applications for a
pharmaceutical processor, a permit fee,
renewal of permits, and any changes that
require a re-inspection of the facility.

Since this is a new activity for the Board,
there was no precedence to follow in setting
fees. Fees in other states were reviewed for
some guidance. For example, in Maryland,
the application fee for a combination
grower/processor is $11,000 and the annual
renewal fee is $165,000. In Connecticut, the
annual fee for a producer is $25,000 and for
a dispensary, it is $75,000. (In Virginia, the
growing, producing, and dispensing are all
housed in a single pharmaceutical
processor.) The Board based its fees on
estimates of additional staffing for licensing,
investigations, and inspections (which are
required by law to be conducted quarterly.)
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Specialized training and personnel will be
required to conduct the regulatory and
disciplinary functions relating to growing,
processing and dispensing of these oils.
Chapter 567 of the 2018 General Assembly
added a new requirement for registration of a
cannabidiol oil and THC-A oil product, so a
$25 fee was added to the fee schedule to
cover costs related to the registration
process by the Board.

30 Sets out §§ 54.1-2519, 54.1- | The requirements are intended to fulfill the
requirements for 2521,54.1-2522 1, statutory mandate for registration of a
practitioners practitioner who issues certification for the
issuing a use of cannabidiol oil or THC-A oil. The
certification for practitioner must be personally responsible
cannabidiol or for his/her diagnosis, availability, and
THC-A oil for certification and for instruction about the use
treatment of any of the oils. Chapter 5670f the 2018 General
disease or Assembly amended law relating to the
condition Prescription Monitoring Program to include

cannabidiol oil and THC-A oil as covered
substances with dispensing reportable to the
PMP. There is also a new requirement in
statute for a practitioner issuing a written
certification for the use of the oils to request
information from the PMP to determine what
covered substances a patient may be
receiving. Therefore, subsection B (9) was
amended in the revised emergency
regulation to include such a requirement for
a practitioner.

40 Lists the practices | §§ 54.1-3316 and The Board has statutory authority to refuse
that are prohibited | 54.1-3408.3 to issue or discipline a registration. The
for a practitioner prohibitions listed in section 40 are unique to
registered to issue the registration of a certifying physician and
certifications, are intended to protect the integrity of the
including process and discourage certifying
benefitting from irresponsibly.
such certification,
providing samples
or discounts, or
certifying for self or
family

50 Sets out § 54.1-3408.3 The requirements for registration are
requirements for consistent with the statute and are intended
registration of a to ensure the identity of the person(s) being
patient, parent or registered and their suitability for possession
legal guardian. of the oils. The limitation of one certification
Regulations list the during any given time frame is specified in
information that the law.
must be submitted
on a registration
application.

Applicants must
give permission for
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a criminal
background check
and cannot be
issued more than
one certification at
any one time.

60 Sets out the §§ 54.1-3316 and The Board has statutory authority to refuse
causes for denial 54.1-3408.3 to issue or discipline a registration. The
of registration for a causes listed in section 60 are unique to the
patient or parent or registration of a qualifying patient, his parent
legal guardian or legal guardian and are intended to protect

the integrity of the process and appropriate
dispensing.

70 Lists the reporting | § 54.1-3408.3 The statute requires regulations to establish
requirements for “a process for ensuring that any changes in
registered entities the information are reported in an
as necessary to appropriate timeframe.”
ensure current That is the intent of section 70. If, for any
information is reason, the registrant is no longer eligible or
available and the registration is lost or stolen, the Board
eligibility for must be notified within 5 business days and
certifying and use the initial registration must be deactivated.
of the ails is
maintained.

80 Establishes the § 54.1-3307 Disposal of unused oil is intended to prevent
rules for proper theft, loss or access by unauthorized
storage and persons. The methods of disposal are
disposal of the oils similar to advised methods for prescription
by patients or drugs.
parents or
guardians

90 Sets out causes for | §§ 54.1-3316 and The Board has statutory authority to
revocation, 54.1-3408.3 discipline a registrant. The causes listed in
suspension of a section 90 are unique to the specific
patient, parent or requirements for a qualifying patient, his
guardian parent or legal guardian and for the product
registration being dispensed.

100 Establishes the §§ 54.1-3307 and The application and approval of a processor
rules for 54.1-3442.6 is intended to be a three-part process,
publication of a initiated with the publication of a notice that
notice for the board is receiving applications.
submission of an
application

110 The process for §§ 54.1-3307 and The initial application is intended to provide
permits is set out 54.1-3442.6 the Board with sufficient information to
in this section, determine the financial status of the
beginning with the applicant, the proposed location of the
initial application, facility, authorization to conduct a
followed by processing/dispensing business in the
awarding of locality, graphic and blueprints of the facility,
conditional and information about expertise in agriculture
approval, and and other production techniques required to
granting of a full produce the oils. At the initial application
permit. phase, the Board will review paper

submissions to determine the viability and
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suitability of an applicant. The Code, as
amended in 2018, specifies a criminal
background check by the Board on an
“applicant.” The regulation was amended
accordingly.

120 Requirements for §§ 54.1-3307 and At this 2" phase of the process, an applicant
conditional 54.1-3442.6 will be given conditional approval to operate,
approval are which will allow construction or remodeling of
established to a facility and employment of personnel.
include the criteria Since there is a statutory limitation of one
by which the Board processor perm health service area (5 in
will evaluate the Virginia), it is important to grant conditional
initial applications, approval only to those applicants that have
the causes for been deemed suitable and viable to conduct
disqualification of business.
an applicant, and
the time limitation
of one year for
completion of all
requirements
necessary to
operate.

130 Sets out the §§ 54.1-3307 and An applicant that has not commenced
process and 54.1-3442.6 operation with 180 days of granting a permit
requirements for may have the permit withdrawn. Again,
granting a full there can only be one per health district, so a
permit as a permit holder that is not operational is
pharmaceutical denying access to the oils to patients and
processor, preventing the Board from issuing another
including permit in that area. Regulations restrict the
designation of a growing or holding of cannabis more than 2
pharmacist-in- weeks prior to the approved opening date,
charge, criminal which is a requirement intended to limit
background access to the marijuana used to produce the
checks for all oils.
employees,
utilization of an
electronic tracking
system for all
plants from seed to
finished oils, and a
satisfactory
inspection.

140 Lists the §§ 54.1-3307 and The statute requires regulations to include
requirements for 54.1-3442.6 requirements for physical standards, location
notification to the restrictions, security systems, etc, Any
board of any substantive changes in such requirements
changes by necessitates a new inspection to ensure that
processors from safety and security continue to be met.
the information
provided in the
initial application.

The pharmacist-in-
charge is
responsible for
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maintenance of
current
information, and
the permit holder
cannot make
changes to the
location, structure,
or security of the
processor without
a new inspection
and payment of a
fee.

rules for employee
licenses and
registrations,
including a
requirement to
have a pharmacist-
in-charge and a
pharmacist
personally
supervising in the
facility whenever it
is being accessed.
The duties that
may be performed
by a pharmacy
technician are
specified. The
qualifications of
other employees,
who are not
pharmacists or

150 Sets out §§ 54.1-3434.01 There are specific steps that must be
requirements for and 54.1-3442.6 followed to ensure the security and proper
the closing, going disposition of the contents of a processor,
out of business or including the plants, dispensing records, and
change in patient information records. The
ownership of a requirements are similar to those for all
processor. The pharmacies in the Drug Control Act and are
board must be intended to provide for continuity of services
informed about the to the extent possible.
disposition and the
public must be
properly notified to
mitigate the effect
of a loss of access
to the oils.

160 Sets out the §§ 54.1-2400 and The Board has statutory authority to take
causes for 54.1-3316 disciplinary against a permit holder. The
disciplinary action causes listed in section 160 are unique to the
against a specific requirements for a pharmaceutical
pharmaceutical processor.
processor

170 Establishes the §§ 54.1-3307, 54.1- | While other states require all employees to

3320 and 54.1-
3442.6

be registered with the Board, there is no
such authorization in the Virginia law.
However, the law does grant general
authority to establish requirements as may
be necessary to ensure the quality and
security of the dispensed product.
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pharmacy
technicians are
also set out in this
section

180 Requires training §§ 54.1-3307 and The intent of this section is assurance that all
for employees, to 54.1-3442.6 employees are properly trained to ensure the
include proper security of the facility and its contents and
security measures, efficacy of the dispensed product.
state and federal
law about patient
confidentiality, and
procedures for
responding to an
emergency. The
pharmacist-in-
charge must
assure on-the-job
training as
necessary and the
continuing
competence of all
employees

190 Specifies the ratio | §§ 54.1-3321, 54.1- | The requirement for registration of
of pharmacy 3320 and 54.1- technicians and for work under supervision
technicians and 3442.6 of a licensed pharmacist is set in Code in
the responsibility 18VAC110-20-111. | Chapter 33 of Title 54.1. The ratio is the
for supervision Pharmacy same for processors as for pharmacy

Technicians practice in general. The limitations on the
18VAC110-20-270. | practice of pharmacy technicians are
Dispensing of necessary to ensure that they do not exceed
Prescriptions; their scope of practice.

Certification of

Completed

Prescriptions;

Supervision of

Pharmacy

Technicians.

200 Sets out the §§ 54.1-3307, 54.1- | The Code specifies that the processor must
responsibilities of 3432 and 54.1- have a pharmacist in full and actual charge.
the pharmacist-in- | 3442.6 Regulations set forth in section 200 are
charge, including a | 18VAC110-20-110. | similar to the requirements for a pharmacist-
requirement that Pharmacy Permits in-charge in Chapter 20 for all pharmacies.
he/she: 1) only be | Generally.

PIC for one
processor at a time
and work full-time
(at least 35 hours a
week); 2) is in full
and actual control
of all aspects of
the practice; 3) is
responsible for
compliance with all
requirements for
employees,
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security, etc. There
are provisions for a
transition to a new
pharmacist-in-
charge and for an
absence of more
than 30 days.

prohibitions for
practice by a
processor,
including
requirements that:
1) the facility be
closed and
secured if there is
no pharmacist on
premises; 2) no
other products are
sold; 3) there is no
marketing or
advertising except
basic information
on a website; 4)
proper
identification be
worn and access
to the facility
limited; and 5) no
oils be sold,
dispensed or
distributed by
delivery.

210 Sets out the §§ 54.1-3307 and Provisions for operation of a processor are
general provisions | 54.1-3442.6 intended to ensure a secure environment
for operation of a that offers appropriate access and
pharmaceutical information to patients. Since there will be a
processor to very limited number of processors,
include prohibitions processors have an obligation of accessibility
in practice, and notification of any limitations.
requirement for Regulations adopted for operation are very
dispensing, similar to those in other states.
restrictions on
access,
requirements for
identification of
employees and
hours of operation,
notification of a
closure,
informational
materials, and
work place
policies.

220 Establishes §§ 54.1-3307, 54.1- | The intent of prohibitions is to follow the

3442.6 and 54.1-
3442.7, ad
amended by
Chapter 567

statutory mandate to adopt regulations
establishing health, safety, and security
requirements, including personal supervision
by a pharmacist on premises. The
prohibition on delivery of the product was
amended because a change in the law will
allow delivery of the product after the initial
dispensing, as specified in section 310.

26



Town Hall Agency Background Document

Form: TH-03

230 Sets out §§ 54.1-3307 and Inventory control is one of the primary
requirement for a 54.1-3442.6 methods for maintaining the processor in a
comprehensive security manner. Processors use an
inventory at the electronic tracking system by which every
processor, part of the plant and the oils produced
including all plants, thereof can be traced. Without such a
seeds, extracts system, it would be possible for diversion to
and oils to allow occur without detection.
the facility to detect
diversion, theft or
loss. When the
business is
operational, there
must be a weekly
inventory to
account for all
contents and
dispensing, and
records must be
maintained for 3
years.

240 Sets out the §§ 54.1-3307, 54.1- | The Code specifies requires a limitation on
requirements for 3442.6 and 54.1- the number of plants that a processor may
security of the 3442.7, as possess at any time. Likewise, the law
processor to amended by requires regulations for security systems and
include: 1) a Chapter 246 controls. Requirements adopted are similar
limitation on the to other states, primarily Connecticut. Since
number of plants; the Code was amended in 2018 to allow the
2) locking and processor to dispense a 90-day, rather than
protection from a one-month supply, all limitations were
entry to the areas; adjusted accordingly. A processor may
3) a security cultivate only the number of plants necessary
system capable of to produce the amount of oil needed for the
remaining first nine months of operation (rather than
operational during three months). The processor is not allowed
a power outage to maintain more than 23 plants per patient
and in accordance (rather than four plants) based on dispensing
with industry data from the previous 90 days (rather than
standards; and 4) 30 days).
security of the
perimeter with
video recording of
all access points
and on-site
surveillance.

250 Sets out §§ 54.1-3307 and Since the pharmaceutical processor in
requirements for 54.1-3442.6 Virginia will be engaged in the activities of
storage and cultivation, production, and dispensed, rules
handling of plants for all of those facilities in other states were
and oils to include incorporated into this chapter.

a quarantined area
for outdated,
damaged or
adulterated
products or plant
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parts and
compartmentalized
areas based on
function with
restricted access
between
compartments.
The policy and
procedures for the
processor must
include handling
recalls, crisis
management, and
destruction of
damaged,
deteriorated, etc.
items.

260

Recordkeeping
requirements are
listed to include an
electronic system
for storage and
retrieval of patient
information and
records related to
cultivating,
producing and
dispensing of the
oils. All records,
including
inventories,
laboratory results,
and dispensing
must be
maintained for 3
years.

§§ 54.1-3307 and
54.1-3442.6

Recordkeeping is essential to accountability
for processors and the persons who might
seek access to the plants and/or the oils.

270

Sets out
requirements for
reporting to the
board any
discrepancies,
diversion, theft,
loss, unauthorized
entry, or alteration
of records.

§§ 54.1-3307 and
54.1-3442.6

The reporting requirements are consistent
with the statutory mandate for regulations for
the health, safety and security of processors.

280

Sets out the
requirements for
cultivation and
production of the
oils.

§§ 54.1-3307 and
54.1-3442.6

The rules for cultivation are intended to
produce oils from cannabis plants that are
safe for very vulnerable patients.

285

Sets out
requirements for
registration of the
oil products

§§ 54.1-3307 and
54.1-3442.6

The registration requirements for the product
are separated from the labeling of a batch of
cannabidiol oil or THC-A product.
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290 Establishes the §§ 54.1-3307 and The labeling and name of batched products
requirements for 54.1-3442.6 is important for the purpose of sample testing
labeling of batches of active ingredients. If the sample batch is
of ail, including small, the label for dispensing the oil product
results of batch may be affixed to the named batch.
testing by a
laboratory.

295 Sets out the §§ 54.1-3307 and The provisions of section 295 are almost
requirements for 54.1-3442.6 identical to provision in subsections E and F
labeling of the in section 290, which now only addresses
dispensed labeling of batches of oil. The additional
cannabidiol or labeling are requirements (name of patient,
THC-A oil physician, directions for use, name and

address of processor) are identical to
requirements for medications dispensed by a
pharmacy.

300 Sets out §§ 54.1-3307 and The standards for testing of cannabis
requirement for 54.1-3442.6 batches were taken from regulations in other
laboratories that states (primarily CT). Since the production of
are testing the oils is similar to a manufacturing process, it
batches of is necessary to set standards for content of
cannabis for substances that may be potentially harmful
microbiological to very vulnerable patients. If a sample of a
contaminants, batch does not pass the tests, the entire
mycotoxins, heavy batch of cannabis must be disposed. If it
metals, and does pass the required tests, the entire batch
pesticide chemical can be released for immediate
residue for an manufacturing, packaging and labeling for
analysis of the sale. Rules are also adopted to ensure
active ingredients. independence of the laboratory and the

qualification of the person or persons
conducting the tests.

310 Sets out the §§ 54.1-3307, 54.1- | The Code was amended in 2018 to allow for
requirements for 3408.3, 54.1- delivery of the oil after the initial dispensing.
dispensing of oils, 3442.6 and 54.1- Provisions were amended to specify the
including 3442.7 identification required at the time of initial
presentation of the dispensing at the processor, for retention of
registration of the certification documentation, and for
patient, the written identification required prior to any
certification, and subsequent dispensing.
photo ID. The
dispensing is
limited to a 90-day
supply.

320 Requires reporting | §§ 54.1-3307 and All pharmacies are required to maintain a
of dispensing 54.1-3442.6 continuous quality improvement program in
errors and 18VAC110-20-418. | which there are written policies and
establishment of a | Continuous Quality | procedures for detecting and preventing
quality assurance Improvement dispensing errors. Since pharmaceutical
program Programs. processors will be dispensaries of oils,

similar rules are adopted for them.

330 Sets out the § 54.1-3442.6 (C) The rules for disposal are intended to
requirements for mitigate the risk of diversion of the plants,
disposal of seeds, extracts, or oils by requiring disposal

in a manner to render them non-recoverable
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cannabidiol oil or
THC-A oil

and in the presence of an authorized
representative of the board. The record of
disposal includes information about the
method and witnesses and must be retained
for 3 years for date of disposal.

Changes in the Proposed and Final Action from the Emergency Regulation

10

Definitions

The definition of “dispensing error” was amended to include
more specificity about what the Board would consider to be
a dispensing error that must be reported. It would include
variation from the intended oil to be dispensed, failure to
exercise professional judgment, and delivery of the oil to
the incorrect patient.

The definition is virtually identical for this chapter as in
Chapter 20 for the practice of pharmacy. Since the
dispensing of oils is a pharmacist function, just as the
dispensing of a prescribed drug, the definition of a
dispensing error should be the same.

The definition of “temperature and humidity” was amended
to broaden the range for the three phases of growth.

The change was in response to comment from experts in
the field stating that the low range needed to be 71 degrees
rather than 77 to account for night time temperatures.

20

Fees

The fees for a parent or guardian of a qualifying patient
were reduced. In the current emergency regulation, the fee
for registration of a parent or guardian is $50, and the
annual renewal fee is $50. In the proposed regulation, the
registration and fees are reduced to $25. The Board also
eliminated the requirement that a replacement registration
(with a charge of $25) be required for a patient, parent or
guardian whose information has changed. A replacement
registration and charge are required still required if the
registration certificate has been lost, stolen, or destroyed.
The reductions were made in response to comments from
parents for whom the additional charges were burdensome.

40

Prohibited practices for
practitioners

The prohibition on practitioners who issue certificates
receiving, accepting, or soliciting anything of value from a
person associated with a pharmaceutical processor was
amended to allow them to receive “information on products
or educational materials on the benefits and risks of THC-A
and cannabidiol oil.”

The amendment was in response to comment from parties
who advocated for being able to provide educational
materials to practitioners. They also requested that
processors be allowed to pay for practitioners to attend
meetings and educational events, but the Board did not
agree with such an allowance.

70

Reporting requirements for
patients, parents, etc.

In subsection, the requirement for submission of a fee for a
replacement registration for any change that results in
information on the patient, parent, or legal guardian's
registration being inaccurate was eliminated in response to
the request to make it less costly for patients and parents.
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130

Process for granting a
pharmaceutical processor
permit

Subsection A was amended to clarify use of the word
“agents’ in the requirement for criminal background checks.
The word “delivery” was inserted before “agents.”

170

Pharmaceutical processor
employee licenses and
registrations

Subsection C was reworded to clarify that the pharmacy
technician performing the delegated tasks listed in
regulation must have had two years of experience working
as a pharmacy technician, not just two years of registration
as a technician.

Subsection D was amended to include a registered
pharmacy intern who has completed his first professional
year among the practitioners who may perform duties in the
processor.

The amendment was in response to comment that
pharmacy interns are allowed to dispense in a pharmacy
under supervision and should be allowed similar tasks in a
pharmaceutical processor.

Subsection J was amended to clarify that a person who has
had his pharmacist license or pharmacy technician
registration reinstated after suspension or revocation and
who is current and unrestricted is allowed to be an
employee or agent of a processor.

180

Employee training

Subsection C was amended to specify how often in-service
training of employees should be offered; it was determined
that at least once a year was adequate.

200

Responsibilities of the PIC

Subsection A was amended to clarify that the rule
prohibiting a pharmacist-in-charge from being the PIC for
more than one processor at any time also applies to being
PIC for a processor and a pharmacy at any time.

210

General provisions for
processors

Subsection H was amended to include in the counseling
that must be provided to patients information on the
disposal of the oils in a manner that renders them non-
recoverable. There is concern about the proper disposal of
all types of drugs, so this provision is in keeping with those
concerns.

220

Prohibitions for processors

Subsection D was amended to allow the posting of product
information and pricing on a website to be included among
the exceptions to the prohibition on advertising. The
amendment is consistent with rules in other states and was
requested by commenters.

230

Inventory requirements

Subsection B was divided and a new subsection C set out
to include the content of records that must be maintained.
In addition to information already required by emergency
regulation, the following were included: 1) date of
disposition in case the oil was disposed of rather than sold;
2) the address of the patient, parent or guardian; and 3) the
method of disposal, if disposed rather than sold.

240

Security requirements

Subsection D was amended to change “no less than two
times per year” to “at least every six months.” The change
is a clarification of the Board'’s intent.

270

Reportable events; security

Subsection D was added to require a pharmacist or a
processor to immediately notify the Board if an employee is
convicted of a felony or a violation referenced in the Code.
While an initial criminal background check may prevent
such a person from working a processor, a subsequent
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conviction would not be known to the Board since ongoing
background checks are not required.

290

Labeling of batch of
cannabidiol oil or THC-A oil
products

The requirements for the contents of a label was amended
to delete the word “final” in (d) before testing and packaging
and to add the word “pesticide” before chemical residue
analysis in (h). Both changes are clarifications of the
Board’s intent.

300

Laboratory requirements;
testing

Subsection A 2 is amended to include experience or a
degree in chemical sciences as well as biological sciences
as qualifying a person to oversee the testing. The change
was requested by a commenter.

Subsection D was amended to require the laboratory to
give a “certificate of analysis” rather than “results in writing.”
The change is intended to clarify that processors must have
an analysis of their product before it is sold to patients.
Subsection E was amended to specify that processor must
require a laboratory to return or properly dispose of any
Cannabis products or materials. The emergency
regulations just said “Cannabis” which was not specific
enough.

In subsection F, there were technical edits made to the
charts.

330

Disposal of cannabidiol ail
or THC-A oil

Subsection A was amended to remove the authority for an
agent of the Board to dispose of excess materials, but to
add that the disposal be done in accordance with a plan
approved by the Board rather than in the presence of an
agent of the Board. Subsection B was amended to require
the destruction to be witnessed by the PIC and an agent of
the Board or another pharmacist not employed by the
processor. The changes were made to facilitate destruction
in a more timely manner rather than having Cannabis
stored until an agent of the Board was available to witness.
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