authority or authorized person, and all filings are to be submitted at the Office of the
Secretary of State, no later than 3:30 pm on the last scheduled day of the work week.

FINAL PROPOSED RULE # __{= P%’Sﬁ

Administrative Procedures — Final Proposed Rule Filing
Instructions:
In accordance with Title 3 Chapter 25 of the Vermont Statutes Annotated and the

. “Rule on Rulemaking” adopted by the Office of the Secretary of State, this filing will

be considered complete upon filing and acceptance of these forms with the Office of
the Secretary of State, and the Legislative Committee on Administrative Rules.

All forms requiring a signature shall be original signatures of the appropriate adopting

The data provided in text areas of these forms will be used to generate a notice of

rulemaking in the portal of “Proposed Rule Postings” online, and the newspapers of

record if the rule is marked for publication. Pubhcauon of notices will be charged
bauk to the promulgating agency.

Mwmw R P b sl

" PLEASE REMOVE ANY COVERSHEET OR FORM NOT
'REQUIRED WITH THE CURRENT FILING BEFORE DELIVERY!

Certification Statement:

(b) (11) for a definition), I approve the contents of this filing entitled:

Vermont Hemp Rules

- (signature)

Printed Name and Title:
Anson B. Tebbetts, Secretary, Vermont Agency of Agriculture, Food and Markets

OoooooOooOonn

Coversheet

Adopting Page

Economic Impact Analysis

Environmental Impact Analysis

Strategy for Maximizing Public Input

Scientific Information Statement (if applicable)

Incorporated by Reference Statement (if applicable)

Clean text of the rule (Amended text without annotation)
Annotated text (Clearly marking changes from previous rule)
ICAR Minutes

‘Copy of Comments

Responsiveness Summary
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Final Proposed Coversheet
1. TITLE OF RULE FILING:
Vermont Hemp Rules

2. PROPOSED NUMBER ASSIGNED BY THE SECRETARY OF STATE
19P—045

3. ADOPTING AGENCY:
Vermont Agency of Agriculture, Food and Markets

4. PRIMARY CONTACT PERSON:
(A PERSON WHO IS ABLE TO ANSWER QUESTIONS ABOUT THE CONTENT OF THE RULE)
Name: Cary Giguere
Agency: VAAFM

MalhngAddress 116 State Street, Montpeller, VT 05620-
2901

Telephone: 802 828 - 6531 Fax: 802828 - 2361
E-Mail: cary.giguere@vermont.gov

Web URL(WHERE THE RULE WILL BE POSTED):
https://agriculture.vermont.gov/public-health-
agricultural-resource-management-division/hemp-
program/hemp-program-rule

5. SECONDARY CONTACT PERSON:

(A SPECIFIC PERSON FROM WHOM COPIES OF FILINGS MAY BE REQUESTED OR WHO MAY

ANSWER QUESTIONS ABOUT FORMS SUBMITTED FOR FILING IF DIFFERENT FROM THE
PRIMARY CONTACT PERSON). -

Name: Stephanie Smith
Agency: VAAFM

Mailing Address: 116 State Street, Montpeller, VT 05620-
2901

Telephone: 802 661 - 8051 Fax: 802 828 - 2361
E-Mail: stephanie.smith@vermont.gov

6. RECORDS EXEMPTION INCLUDED WITHIN RULE:

(DOES THE RULE CONTAIN ANY PROVISION DESIGNATING INFORMATION AS CONFIDENTIAL,;

LIMITING ITS PUBLIC RELEASE; OR OTHERWISE EXEMPTING IT FROM INSPECTION AND
COPYING?) Yes

IF YES, CITE THE STATUTORY AUTHORITY FOR THE EXEMPTION:
6 V.S.A. Section 61

PLEASE SUMMARIZE THE REASON FOR THE EXEMPTION:

Revised Oct 25, 2018 page 2



Final Proposed Coversheet
As part of the Agency's Hemp Program it will collect
information- from registrants regarding their operations
through questionnaires, surveys, physical samples, and
laboratory analyses. Data collection, research and
analysis will further Agency agricultural development
activities in support of the hemp industry in Vermont.
Any information collected by the Agency will be
available in aggregate only.

7. LEGAL AUTHORITY / ENABLING LEGISLATION:
(THE SPECIFIC STATUTORY OR LEGAL CITATION FROM SESSION LAW INDICATING WHO THE
ADOPTING ENTITY IS AND THUS WHO THE SIGNATORY SHOULD BE. THIS SHOULD BE A
SPECIFIC CITATION NOT A CHAPTER CITATION). '

6 V.S.A. Secs. 561, 564,566,570 and 179
8. EXPLANATION OF HOW THE RULE IS WITHIN THE AUTHORITY OF

THE AGENCY::
The above cited statutes give the Agency the authorlty

i to regulate the registration of individuals
participating in the Agency's hemp program including
hemp growers, hemp processors, and laboratories, and to
establish rules regarding the research into the
cultivation and marketing of hemp in accordance with
authorization provided by section 7606 of the federal
Agricultural Act of 2014, Pub. L. No. 113-79 and with
Section 10113 of the Agriculture Improvement Act of
2018, Pub. L. No.115-334.

9. THEFILING HAS CHANGED SINCE THE FILING OF THE PROPOSED
RULE.
10. THE AGENCY HAS  INCLUDED WITH THIS FILING A LETTER

EXPLAINING IN DETAIL WHAT CHANGES WERE MADE, CITING CHAPTER
AND SECTION WHERE APPLICABLE.

11. SUBSTANTIAL ARGUMENTS AND CONSIDERATIONS WERE NOT
RAISED FOR OR AGAINST THE ORIGINAL PROPOSAL.

12. THE AGENCY HAS INCLUDED COPIES OF ALL WRITTEN
) SUBMISSIONS AND SYNOPSES OF ORAL COMMENTS RECEIVED.

13. THE AGENCY -HAS  INCLUDED A LETTER EXPLAINING IN DETAIL
THE REASONS FOR THE AGENCY’S DECISION TO REJECT OR ADOPT

5 THEM.

: 14. CONCISE SUMMARY (150 WORDS OR LESS):

This rule establishes

«  Revised Oct 25, 2018 page 3



Final Proposed Coversheet

15.

16.

17.

18.

- registration requirements for cultivators, processors
of hemp and hemp infused products and laboratories
-requirements for testing for contaminants and potency
-requirements of record keeping, and labeling of
products for consumer protection and quality control

-that the Agency will collect information from
registrants for research purposes and that the
information may be protected under 6 V.S.A. Section 61

-a Vermont brand

EXPLANATION OF WHY THE RULE IS NECESSARY:

These rules are necessary to establish a program with
standards, expectations, and enforcement as outlined by
the Vermont Legislature, and to allow individuals to
grow and process hemp in Vermont while protecting
consumers and the Vermont brand.

EXPLANATION OF HOW THE RULE IS NOT ARBITRARY:
These rules set out necessary definitions, a

‘registration process, testing and record keeping

requirements, performance standards. for labeling,
inspection and enforcement requirements.

LIST OF PEOPLE, ENTERPRISES AND GOVERNMENT ENTITIES
AFFECTED BY THIS RULE:

Individuals and bompanies that grow and process hemp,
certified laboratories, consumers, law enforcement,
State of Vermont, bank and insurance industries, USDA
Agricultural Marketing Service and Farm Service Agency,
University of Vermont Extension Service, technical
service providers.

BRIEF SUMMARY OF ECONOMIC IMPACT (150 WORDS OR LESS):

- These rules may impact small scale growers and

processors producing small batches of products
containing cannabinoids derived from hemp crops. The

' necessary record keeping, testing and labeling

requirements could be considered onerous or costly. The
potential costs of compliance testing can run between
$50 and $600 per hemp harvest lot and process lot.
However, the industry and consumers will benefit from
rules that set standards and expections, resulting in

R Y
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Final Proposed Coversheet
Vermont products that are compliant with delta-9-THC
potency requirements and free from contaminants.

19. A HEARING WwAS HELD.

20. HEARING INFORMATION |
(THE FIRST HEARING SHALL BE NO SOONER THAN 30 DAYS FOLLOWING THE POSTING OF
NOTICES ONLINE).

£
&

IF THIS FORM IS INSUFFICIENT TO LIST THE INFORMATION FOR EACH HEARING PLEASE
ATTACH A SEPARATE SHEET TO COMPLETE THE HEARING INFORMATION.

Date: 6/27/2019

", Time: *° 01:00 PM |
Street Address: 1 Conant Square, Brandon, VT
Zip Code: 05733
Date: 6/28/2019
Time: 01:00 PM

Street Address: Emory Hebard Office Building,100 Main Street
Newport, VT

Zip Code: 05855

Dafe:

Time: : AM

Street Address: ’ :

Zip Code: *
Date:

Time: - AM

Street Address:

Zip Code:

21. DEADLINE FOR COMMENT (NO EARLIER THAN 7 DAYS FOLLOWING LAST HEARING);
7/5/19

KEYWORDS (PLEASE PROVIDE AT LEAST 3 KEYWORDS OR PHRASES TO AID IN THE
SEARCHABILITY OF THE RULE NOTICE ONLINE).

hemp program
agriculture
hemp- processor

cannabinoid

Revised Oct 25, 2018 page 5
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Final Proposed Coversheet
hemp grower

Revised Oct 25, 2018
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7~ VERMONT

" AGENCY OF AGRICULTURE, FOOD & MARKETS
wwwAgriculture.Vamont.goy

Legislative Committee on Administrative Rules

Robin Chesnut-Tangerman, Chairperson
Legislative Committee on Administrative Rules
c/o Charlene Dindo

charlene@leg.state.vt.us

3/13/2020

Re: Vermaont Hemp Program Rules, details on changes since proposed filing

The following-outlines changes to the proposed Vermont Hemp Rules.

Seétioni®— Authority and Purpose.

1.1 — Revised for conciseness.
1.2 —Revised to quote Vermont law, 6 V.S.A. §564 (a).

1.3 — Clarity that the Agency expects to operate under the pilot program authorized under the 2014
Farm Bill, which will expire on October 31, 2020, and while the United States Department of Agriculture
continues to consider the standards and requirements of its interim final rule that may affect Vermont’s
decision tc submit a State plan to be the primary governing authority over hemp cultivation in the State.
§g ction 2=<Applicability: changes for clarity.

Section -?;&—Definitions: renumbering, and revisions for clarity and conciseness, generally. Additional
changes described below.

3.1 - Acceptable Potency Level- distinguishing the authority under which the Agency has adopted its
definition based on its interpretation of the 2014 Farm Bill, and adding a policy definition and caveat.

3.3 — Added Biomass for clarity.

3.9 — Removed Concentrate for clarity.

3.15 — Clarified that cultivation area includes greenhouses, and indoor;facilities.
3.20 - Food was clarified to be more specific and fo apply to human consurﬁption

3.27 - Hemp was clarified to refer to the 0.3% delta-9-THC concentration level and the definition was
clarified to state it must be grown in accordance with required agricultural practices.

3.34 — Added Negligence for clarity.
3.44 - Removed Retting because it is not used elsewhere in rule.

3.47-3.51 — Removal of all Types of cannabis identified using the ratio of CBD:THC. This method is not
permitted under federal law.
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AGENCY OF AGRICULTURE, FOOD & MARKETS
waw Axriculture.Vanmont.gov

‘Béction§ — Program Registration Requirements: renumbering, and revisions for clarity and conciseness,
generaily.

4.1 (c) - Established ineligibility at Secretary’s discretion after evaluation of conduct of registrant.

4.3 - Felony convictions language removed because the State plans to initially operate under its pilot
program.

4.5 - Setting a standard for operation W|th|n the limitation of the specific registration issued by the
Agency.

_S'eéi%__i'ci)'h:Si— Growing, Transferring and Selling, Recordkeeping, and Reporting Requirements for Growers:
renumbering, and revisions for clarity and conciseness, generally.

5.3 —Removed based on comments.
5.5 {a)(iii) — Added maintaining records of where a grower gets seeds or plant stock.

5.5 (a)(iv) ~ Removed testing via genetic tests or a determination of hemp by cannabis type. This
method is not permitted under federal law.

Seéction 6 — Processing, Transferring and Selling, Recordkeeping, and Reporting Requirements for
Processors: renumbering, and revisions for clarity and conciseness, generally.

' 6.2 — Clarity on approved extraction methods as requested in comments. #

Sections 7:& 8 and Table 1~ Testing Requirements for Growers and Processors: renumbering, and
revisions for clarity and conciseness, generally.

Based an comments received, industry stakeholders wanted to know when they should test for potency
and contaminants and at what point. The Agency established when testing should be completed based i
on point in the growing or processing cycle and the sample type to provide greater certainty to the :
regulated industry. )

Section'9'— Reporting and Disposal, Destruction, or Mitigation Reqmrements renumbering, and
revisions for clarity and conciseness, generally.

10 ~ Requirements for Handling Hemp Crops, Hemp Products and Hemp-Infused Praducts:
renumbermg, and revisions for clarity and conciseness, generally.

10.1 — Removed handling of crops based on a determination of hemp by cannabis Type. This
determination method is not permitted under federal law.

Section 11 — Requirements for Labeling Hemp Products and Hemp -Infused Products: renumbering, and
revisions for clarity and conciseness, generally.

11.4 (c) — Removed requirement to list ingredients in descending order of predominance, based on
comments received by the Agency.

11.4 (d)— Added a standardized method of reporting cannabinoid concentration.

11.5 - Removed to not restrict the Agency’s ability to enforce based on an investigation.

-
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¥

'§é=cﬁ0'n;-1.2_.— Vermont Hemp Products and Hemp-Infused Products; renumbering, and revisions for
clarity and conciseness, generally.

12.2 - Removed grading system as it didn’t capture all hemp.products and hemp-infused products.
Focuses on cannabidiol content did not capture quality in the opinion of industry comments.

concisenass, generally.
13.2 — Added clarity to the scope of inspection. i

13.4 - Added to capture the abiiity for the Agency to use samples taken to perform research into
genetics or taxonomic determinations.

Section 14 — Enforcement: renumbering, and revisions for clarity, conciseness to better explain potential
actions, and to not réstrict the Agency’s ability to enforce based on an investigation.

14.1 (c) (i)-(iii) — Removed as this is outlined in Vermont law and was not necessary to include in the rule.
Seg!
Section 16 — Added a severability clause.

jon15 — Exemptions: renumbering, and revisions for clarity and conciseness, generally.

Section 17 — Amended effective date



Administrative Procedures — Adopting Page

Instructlons

This form must accompany each filing made during the rulemaking process:

Note: To satisfy the requirement for an annotated text, an agency must submit the entire
rule in annotated form with proposed and final proposéd filings. Filing an annotated
paragraph or page of a larger rule is not sufficient. Annotation must clearly show the
changes to the rule.

When possible, the agency shall file the annotated text, using the appropriate page or
pages from the Code of Vermont Rules as a basis for the annotated version. New rules
need not be accompanied by an annotated text.

1. TITILE OF RULE FILING:
Vermont Hemp Rules

2. ADOPTING AGENCY:
Vermont Agency of Agriculture, Food and Markets

3. TYPE OF FILING (PLEASE CHOOSE THE TYPE OF FILING FROM THE DROPDOWN MENU
BASED ON THE DEFINITIONS PROVIDED BELOW):

¢ AMENDMENT - Any change to an already existing rule,
even if it is a complete rewrite of the rule, it is considered
an amendment as long as the rule is replaced with other
text.

e NEW RULE - A rule that did not previously exist even under
a different name.

o REPEAL - The removal of a rule in its entirety, without
replacing it with other text.

This filing is A. NEW RULE -,

4. LAST ADOPTED (PLEASE PROVIDE THE SOS LOGH, TITLE AND EFFECTIVE DATE OF |
THE LAST ADOPTION FOR THE EXISTING RULE):

Revised Oct 25, 2018 ' page 1



State of Vermont [phone]  Bo2-828-3322 Office of the Secretary

Agency of Administration [fax] 802-828-3320

109 State Street
A Montpeher, VT 05609-0201
ww __‘aoa vermom: -]

&

Vv

INTERAGENCY COMMITTEE ON ADMINISTRATIVE RULES (ICAR) MINUTES

Meeting Date/Location: May 13, 2019 Pavilion Building, 5™ floor conference room, 109 State Street,
Montpelier, VT 05609
Members Present: Chair Brad Ferland, Dirk Anderson, Ashley Berliner, Diane Bothfeld, John Kessler,
. Matt Langham, and Steve Knudson
Members Absent: Clare O’Shaughnessy and J enmfer Mojo,
Minutes By: Melissa Mazza-Paquette

2:01 p.m. meeting called to order, welcome and introductions.
Review and approval of minutes from the April 8, 2019 meeting.
No additions/deletions to agenda Agenda approved as dr'aﬁed” '

C

*

were presented after.
# No public comments made.
e Presentation of Proposed Rules:on pages 2-11:to follow.
1. Vermont Hemp Rules, Agency of Agriculture, Food and Markets page 2
2. Refugee Medical Assistance, Agency of Human Services, page 3
3. Vermont Residential Building Energy Standards (RBES), Public Service Department, page 4
4. Vermont: Commercral Bulldlng Energy Standards (CBES) Department of Public Service, page
5
5. 2019 Vermont Materials Management Plan: Reducmg Solid Waste and Increasing Recycling
and Composting, Agency of Natural Resources, page 6
6. - Prescribed Drugs, Agency of Human Services, page 7
a. Note: Due to the change in #10 this proposed rule was moved to #7 during the hearing.
7. Pharmaceuticals, Medical Supplles and Equipment - General Information, Agency of Human
Services, page 8
a. Note: Due to the change in #10, this proposed rule was moved to #8 during the hearing.
8. Gender Affirmation Surgery for the Treatment of Gender Dysphoria, Agency of Human
Services, page 9
a. Note: Due to the change in #10, this proposed rule was moved to #9 during the hearing.
9. VPharm Prescribed Drugs, Agency of Human Services, page 10
a. Note: Due to the change in #10, this proposed rule was moved to #10 during the hearing.
10. Vermont Wetland Rules, Agency of Natural Resources, page 11
~a. Note: Rule was moved up to #6 during the hearing,
¢ Next scheduled meeting is Monday, June 10, 2019 at 2:00 p.m.

¢ 3:50 p.m. meeting adjourned.

IR
B
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Proposed Rule: Vermont Hemp Rules, Agency of Agriculture, Food and Markets
Presented by Gary Giguere

Motion made to accept the rule by Dirk Anderson, seconded by John Kessler; and passed unanimously
except for Diane Bothfeld who abstained, with the following recommendations:

Proposed Rule Coversheet, page 4, #11: Include landowners if applicable.

Proposed Rule Coversheet, page 4, #12: Include in the Economic Impact Analysis.

Proposed Rule Coversheet, page 4, #13 and #14: Include hearing information or TBD.
Economic Impact Analysis, pages 1-2, #3: Spell out the acronyms and include them afier in
parentheses. Consider using a different word for ‘route’ in the last sentence of the second to last
paragraph. Clarify last paragraph (i.e. it states ‘These rules’ in the first sentence and ‘It’ in the
second). Spell out VAAFM and include it in parentheses after.

Economic Impact Analysis, page 3, #7: Include the positive financial impacts.

Environmental Impact Analysis, page 1, #3: Change “These rule’ to the appropriate term.
Public Input, page 1, #4: Add ‘least’ between “The Agency will hold at’ and “three public
meetings ’, Correct misspelled word pubic

Pl ol e

Noaw

9. Text: Clarify the 0. 3 percent threshold and 1 percent thresholds

10. Text: Correct the section reference of the Farm Bill. o

11. Text, page 1, Section 2: Change ‘wants’ to something else, such as ‘intends’ or ‘plans’.

12. Text, pages 1-2, Section 3.5: Add spaces after commas.

13. Text, pages 8-9, Sections 7.6 and 9.3: Section 9.3 does not include disposal guidance.

14, Text: Confusing guidance between federal and state laws — clarification required when
inconsistencies between the two exist, such as acceptable THC: levels and disposal requirements vs
mitigation plans.

3,

5-13-19 ICAR Mlnutes, Page 2 S f11 S—



Administrative Procedures — Economic Impact Analysis

Instructions:

In completing the economic impact analysis, an agency analyzes and evaluates the
anticipated costs and benefits to be expected from adoption of the rule; estimates the
costs and benefits for each category of people enterprises and government entities
affected by the rule; compares alternatives to adopting the rule; and explains their
analysis concluding that rulemaking is the most appropriate method of achieving the
regulatory purpose. _ ‘

Rules affecting or regulating schools or school districts must include cost implications
to local school districts and taxpayers in the impact statement, a clear statement of
associated costs, and consideration of alternatives to the rule to reduce or ameliorate
costs to local school districts while still achieving the objectives of the rule (see 3
V.S.A. § 832b for details).

Rules affecting small businesses (excluding impacts incidental to the purchase and

payment of goods and services by the State or an agency thereof), must include ways” -

that a business can reduce the cost or burden of compliance or an explanation of why -
the agency determines that such evaluation isn’t appropriate, and an evaluation of
creative, innovative or flexible methods of compliance that would not significantly
impair the effectiveness of the rule or increase the risk to the health, safety, or welfare
of the public or those affected by the rule.

1. TITLE OF RULE FILING:
Vermont Hemp Rules

2. ADOPTING AGENCY:
Vermont Agency of Agriculture, Food and Markets

3. CATEGORY OF AFFECTED PARTIES:
LIST CATEGORIES OF PEOPLE, ENTERPRISES, AND GOVERNMENTAL ENTITIES POTENTIALLY
AFFECTED BY THE ADOPTION OF THIS RULE AND THE ESTIMATED COSTS AND BENEFITS
ANTICIPATED:

Individuals and companies that grow and process hemp,
certified laboratories, consumers, law enforcement,
State of Vermont, bank and insurance industries, USDA
AMS and FSA, University of Vermont Extension Service,
technical service providers.

The ability to grow hemp in Vermont is due to the
creation of a federally compliant Hemp Program at the

Revised Oct 25, 2018 page |
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Economic Impact Analysis -

Agency. The program allows farmers to diversify into a
new crop and supports the development of new industries
and products within the state that use this versatile
Crop.

These rules will provide clarity to Vermont's hemp
industry with clear standards and expectations,
benefiting consumers and the Vermont brand. These rules
may impact small scale growers and processors due to
testing, record keeping and labeling requirements.

The cost of third-party potency and contaminant testing
ranges from $50- $1,200 (depending on the type and
frequency of tests determined by a risk based analysis)
by harvest lot or process lot. Testing requirements
will vary depending on end product being produced, and
route human exposure.

These rules facilitate exchange of information between
law enforcement and growers and processors. It x
establishes clear lines of jurisdictional for VAAFM so -
as to not interfere with other agency jurisdiction.

4. IMPACT ON SCHOOLS: »
INDICATE ANY IMPACT THAT THE RULE WILL HAVE ON PUBLIC EDUCATION, PUBLIC
SCHOOLS, LOCAL SCHOOL DISTRICTS AND/OR TAXPAYERS CLEARLY STATING ANY
ASSOCIATED COSTS:

Schools are not affected by these rules.

5. ALTERNATIVES: CONSIDERATION OF ALTERNATIVES TO THE RULE TO REDUCE OR
AMELIORATE COSTS TO LOCAL SCHOOL DISTRICTS WHILE STILL ACHIEVING THE OBJECTIVE
OF THE RULE.

See answer with question 4 above.

6. IMPACT ON SMALL BUSINESSES:
INDICATE ANY IMPACT THAT THE RULE WILL HAVE ON SMALL BUSINESSES (EXCLUDING
IMPACTS INGIDENTAL TO THE PURCHASE AND PAYMENT OF GOODS AND SERVICES BY THE
STATE OR AN AGENCY THEREOF): ' ‘

These rules will provide clarity to Vermont's hemp
industry with clear standards and expectations,
benefiting consumers and the Vermont brand. These rules
may impact small scale growers and processors due to
testing, record keeping and labeling requirements.

The cost of third party potency and contaminant testing
ranges from $50- $1,200 (depending on the type and

Revised Oct 25, 2018 page 2
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Economic Impact Analysis

frequency of tests determined by a risk based analysis)
by harvest lot or process lot. Testing requirements
will vary depending on end product being produced, and
route human exposure.

. SMALL BUSINESS COMPLIANCE: EXPLAIN WAYS A BUSINESS CAN REDUCE THE
COST/BURDEN OF COMPLIANCE OR AN EXPLANATION OF WHY THE AGENCY DETERMINES
THAT SUCH EVALUATION ISN T APPROPRIATE.

There are business models that a hemp grower or

processor could employ that would allow them to grow or .

process and meet the requirements of testing in
compliance with these rules, including developing
relationships with processors with certified
laboratories, or participating in a cooperative wherein
necessary testing can be part of a contract. Labeling
is required for consumer protection and is unavoidable.
These rules build standards for a Vermont brand that
could add to the value of products that meet these
standards.

. COMPARISON:

COMPARE THE IMPACT OF THE RULE WITH THE ECONOMIC IMPACT OF OTHER
ALTERNATIVES TO THE RULE, INCLUDING NO RULE ON THE SUBJECT OR A RULE HA VING
SEPARATE REQUIREMENTS FOR SMALL BUSINESS:

The Hemp Program provides opportunity for the Vermont
hemp industry and these rules support the industry and
address consumer protection.: A separate rule for small
businesses is not possible.

. SUFFICIENCY': EXPLAIN THE SUFFICIENCY OF THIS ECONOMIC IMPACT ANALYSIS.
This rule stands up a program in Vermont that permits
businesses in the state to participate in this new
market opportunity. Vermont has the opportunity to be
a leader on producing a quality product. These rules
support Vermont's hemp industry, to comply with federal
requirements, and to implement legislative intent.

Revised Oct 25, 2018 PR ' poge3



Administrative Procedures — Environmental Impact Ahﬁalysis

In completing the environmental impact analysis, an agency analyzes and evaluates
the anticipated environmental impacts (positive or negative) to be expected from
adoption of the rule; compares alternatives to adopting the rule; explains the
sufficiency of the environmental impact analysis.

Examplés of Environmental Impacts include but are not limited to:

Impacts on the emission of greenhouse gases
Impacts on the discharge of pollutants to water - -
Impacts on the arability of land
Impacts on the climate

Impacts on the flow of water
Impacts on recreation

Or other environmental impacts

EA AT

I. TITLE OF RULE FILING:
Vermont Hemp Rules.

2. ADOPTING AGENCY:
Vermont Agency of Agriculture, Food and Markets

3. GREENHOUSE GAS: EXPLAIN HOW THE RULE IMPACTS THE EMISSION OF
GREENHOUSE GASES..(E. G. TRANSPORTATION OF PEOPLE OR GOODS; BUILDING
INFRASTRUCTURE, LAND USE AND DE VELOPMENT, WASTE GENERATION, ETC. ) N .
These rule will not increase or decrease the impact on
transportation, building infrastructure, land use and
development, or waste generation. Hemp 1s considered an
agricultural commodity that can be grown and processed
in Vermont with registration.

4. WATER: EXPLAIN HOW THE RULE IMPACTS WATER (E.G. DISCHARGE / ELIMINATION OF
POLLUTION INTO VERMONT WATERS, THE FLOW OF WATER IN THE STATE, WATER QUALITY -
ETC.):

Discharge and elimination of pollution, the flow of
water in the state, water quality, etc.-are not
addressed in this rule. :

5. LAND:, EXPLAIN HOW THE RULE IMPACTS LAND (E.G. IMPACTS ON FORESTRY,
AGRICULTURE ETC.):

Revised Oct 25, 2018 ; page |



Environmental Impact Analysis

The rule does not address forestry. While it does not
address agronomics associated with hemp production, it
will address research into the cultivation and

marketing of hemp and hemp infused products. This

research may improve outcomes of hemp producers in the
state

-

. RECREATION EXPLAIN HOW THE RULE IMPACT RECREATION IN THE STATE:

No impact.

. CLIMATE: EXPLAIN HOW THE RULE IMPACTS THE CLIMATE IN THE STATE:

No impact.

. OTHER: EXPLAIN HOW THE RULE IMPACT OTHER ASPECTS OF VERMONT'’S

ENVIRONMENT:
No impact.

. SUFFICIENCY: EXPLAIN THE SUFFICIENCY OF THIS ENVIRONMENTAL IMPACT

ANALYSIS.

This is a new rule that addresses registration, record
keeping, consumer protection, and creation of a Vermont
brand. It does not include any regulations that
address environmental protection.

Revised Oct 25, 2018 . ' page 2
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Administrative Procedures — Public Input

In__structions:

In completing the public input statement, an agency describes the strategy prescribed
by ICAR to maximize public input, what it did do, or will do to comply with that plan
to maximize the involvement of the public in the development of the rule.

This form must accompany each filing made during the rulemaking process:

1. TITLE OF RULE FILING:
Vermont Hemp Rules

2. ADOPTING AGENCY: *
Vermont Agency of Agriculture, Food and Markets

3. PLEASE DESCRIBE THE STRATEGY PRESCRIBED BY ICAR TO
MAXIMIZE PUBLIC INVOLVEMENT IN THE DEVELOPMENT OF THE
PROPOSED RULE: ‘

The proposed rule focus group, external stakeholder
comments, solicted input from state government, and
shared goals of the rule at multiple workshops,
conferences, and meetings with the industry and growers
through out the state since September of 2018, and
other informal outreach opportunities.

4. PLEASE LIST THE STEPS THAT HAVE BEEN OR WILL BE TAKEN TO
COMPLY WITH THAT STRATEGY:

The Agency will hold at three public meetings post
filing to maximize pubic involvement. These meetings
will be held in Rutland or Addison County, Windham
County and the Northeast Kingdom.

5. BEYOND GENERAL ADVERTISEMENTS, PLEASE LIST THE PEOPLE AND
ORGANIZATIONS THAT HAVE BEEN OR WILL BE INVOLVED IN THE
DEVELOPMENT OF THE PROPOSED RULE: '

Andrea Stander, Rural Vermont; Carl Christianson,
Northeast Processing; Dan Chang, Kria Botanicals; Rye
Matthews Northeast Hemp Commodities; Jahala Dudley,
Continuum; Netaka White; Brendan Beer and Bmy Skelton,
Kitchen Cabinet Medicinals; Herrick Fox, Meristem; Scot
Waring, Elucidation; Chris Bailey, Victory Hemp Foods;

Revised Oct 25, 2018 page 1



Public Input

Tom Hirschfield, Champlain Valley Dispensary; Mike
Crowley, CBD-Vermont; Jessilyn Dolan; John Rodgers; Eli
Harrington, Heady Vermont; John DiGiuseppe, Lily Hill,
Vermont State Attorney's Office, Vermont Division of
Fire Safety; Heather Darby, UVM, Ext.; Trace; industy
lobbiests and others.

Revised Oct 25, 2018 page 2




Regarding Vermont Hemp Rules: i

1. .3.17 Distillate Definition: Currently the state defines distiliate as having cannabinoid
percentages greater than 85% for any single cannabinoid. This has NEVER been seen
by Northeast Processing in our 10 months of analytical work. Typically we suggest a
distillate is just a state of purification and concentration of a particular segment of a
mixture. We have seen distillates range from as low as 65% CBD to as high as 90%.
Never more than that. | think it is foolish to put a specific percentage on this. A proper - -
definition would read:

a. Distillate: means a class of hemp extract where a particular segment of the

¥ extract has been selectively concentrated via the methodology of distillation.

2. 3.28 Hemp Concentrate: This definition needs to acknowledge that the “hemp
concentrate” is a process intermediate that tends to be out of compliance in regard to
THC concentration. It is natural to have all cannabinoids concentrate when being
extracted, and this definition should clearly illustrate this point. Future sections of the
hemp rules rely on the definition of "Hemp Concentrate” for clearly establishing the
marketplace for processors to get material to product producers, and without this clarity,
it creates a grey area.

3. 5.2: Should clearly state in this rule that “Transportation” of products to and from a
licensed processor is covered.

4. 6.1: This should stipulate that "Hemp Concentrates” are also covered in this section in )
regards to wholesale, not for retail, outlets. In this language it makes it seem that a '
processor can only have compliant “products” for sale or transfer. The reality is that the.
process intermediates are often out of compliance, but are still viable for wholesale to
other processors that want to formulate these materials into compliance.

5. 6.7: This needs to clarify that a manufacturer out of state is a viable outlet for material to
be sold to. The definition of “Processor” stipulates a VT registration, but this is not a
reasonable requirement for out of state companies to have to achieve. Without the
clarification, it reads as though we would be unable to sell to out of state companies,
thereby restricting interstate commerce.

6. 7.1-7.3: We believe that 7.2 and 7.3 should match the language in 7.1, stipulating that a
grower “must” test. Replace the “may” in both 7.2 and 7.3.

7. 8.3: This needs to clarify that process lots can be held in concentrated form in a state
that is out of compliance. The way it is written, is that process intermediates and
concentrated oils would be out of compliance with “Agency Standards”.

8. 10.2: This needs to stipulate that “Process Intermediates” can be sold via wholesale
outlets. The section is biased toward retail sale, and undermines thée ability for a
processor to provide a concentrated oil to a company that needs that concentrated form
in order to effectively formulate their consumer products. If a processor must adhere to
retail rules, they would be unable to effectively provide brands with oil with which to
formulate. This would necessitate vertical integration and undermine businesses from
filling a specific niche like extraction and processing, a very underserved aspect of this




10.

1.

industry. The lack of clarity here will drive processors aut of business, as they w1II be
unable to sell concentrated oil on a wholesale market.

a. If a protection against bad actors is necessaty, it would be best to provide a
stipulation that concentrated oils should maintain at least a 15:1 CBD:THC ratio.
Ensuring that the material is derived from compliant hemp, and malntalns that
standard ratio.

11.4(c): This is outrageous. The vast majority of testing labs do not even have the ability
to reliably measure to 0.05%. To require ingredient lists at this level will not be possible

“and will diminish any value from a label that then has numerous ingredients. We test for

20 cannabinoids and 20 terpenes and that list keeps growing. | think this should stipulate
that ingredients must be labelled, but clearly state that constituent parts do not have to
be labelled based solely on percentage.

12.2: Percentage has nothing to do with quality. Sefting artificial values like this W|II only
diminish the market for VT product. As a processor, we saw the majority of VT hemp that
we tested last year score a “Grade C". if we had to label this material as such, and saw
diminished market value, it would be the states fault, and we would seek compensation
for setting a negative perception of the-VT market.

14.1 (a)(c)(d)(e): Exceptions for processors need to be clearly stated. Material that is out -
of compliance is a natural process intermediate, and the regulations should state that
exception of processars for possessing this material. ’

by



Northeast Organic Farming Association

of Vermont
Growing local farms, healthy food, and strong
communities in Vermont since 1971.

July 5th, 2019
Anson Tebbetts
Secretary . %
Vermont-Agency of Agriculture, Food, and Markets .

116 State Street :
Montpelier, VT 05620

Submitted electronically .
Re: NOFA-VT Comments on the Proposed Hemp Rule
Dear Secretary Tebbetts,

The Northeast Organic Farming Association of Vermont (NOFA-VT) is one of the oldest organic
farming organizations in the country with over 1,000 members - farmers, gardeners and ,
consumers — working to promote an economically viable and ecologically sound food system.
Vermont Organic Farmers LLC (VOF} is a USDA accredited organic certification agency
owned by NOFA-VT representing over 700 certified crganic farmers and processors. VOF has
been certifying producers since 1985 and has been accredited by the USDA since 2002.

NOFA-VT has been engaging with the hemp industry in Vermont primarily through our USDA-
accredited organic certification agency, VOF. Since hemp was fully l[egalized by the 2018
Farm Bill, VOF has seen explosive growth in the number of hemp grower and processor
applicants. To date, we have over 65 hemp grower applicants who account for over 800
acres of organic hemp production in additionto a few hemp processor applicants. We have
also been impressed by the self-reported estimated gross sales anticipated by Vermont
organic hemp producers, so far adding up to several million dollars. Clearly, there is an
expectation that hemp produced and sold with the Vermont organic brand will command
premium in the market. It is for this reason that we are happy 1o see the Agency submitting
such robust and sensible regulations to maintain a high-quality hemp market under the "
Yermont brand.

¥

¥

NOFA-VT submits the following comments on the final draft of the Proposed Hemp Rule, We

-appreciate the time and effort the Agency has put into developing these rules and we

appreciate that NOFA-VT has been included as a stakeholder in this process.

Sincerely,

Brian Shevrin
Organic Certification Specialist

PO Box 697 #14 Pleasant Street ¢ Richmond, VT (5477
NOFA 802-434-4122 * VOF 802-434-3821 * Fax 802-434-4154 » www.nofavt.org



General Comments

NOFA-VT applauds the Agency'’s clear effort to create a high integrity and sensibly regulated
hemp industry in Vermont. Specifically, we appreciate the detailed level of traceability and
record keeping required of hemp growers and processors in Vermont as these practices align
well with crganic certification.

Detailed Comments by Section

4.3: NOFA-VT recognizes the complexities of compliance with federal law, however, we must
recognize that this section perpetuates the disadvantages placed on those who have been
previously incarcerated. The hemp industry is fully legal and separate from controlled
substances and impaesing an additional 10 year waiting period on those who have served their
time is unjust. We support the comment submitted regarding this subsection by Rural Vermont
and urge the Agency to remove this requirement so that all Vermonters.have the opportunity
for economic viability through agriculture.

5.4(b): NOFA-VT strongly supports this section and the practice of alerting consumers to
pesticide inputs used to grow the crops they consume. NOFA-VT recommends that this section
be amended to include that a hemp grower's organic certificate may be a substitute for the
list required herein. .

5.6 through 5.9: NOFA-VT applauds the list of records required for @ hemp grower to maintain,
as it aligns well with the requirements for organic certification.

8.2: Aithough NOFA-VT appreciates the concept of regulating hemp extraction methods, we
feel that the cumrent wording of this subsection has the potential to limit innovation and does
not offer a clear template for approval of additional methods. VOF has, to date, approved
forms of carbon dioxide, lipid, and ethanol extraction for use in organic hemp extract
production. However, we expect that hemp producers will continue to innovate and seek
new methods for hemp extraction which we have not yet reviewed, such as the use of heat
and pressure known as a rosin press or applications of hemp in beer brewing. NOFA-VT
suggests changing the structure of this subpart so it allows all natural extraction methods which
are not specifically prohibited therein and lists prohibited extraction methods. This structure
would mirror the National Organic Program's list of approved and prohibited substances, in
which all naturals are approved unless specifically prohibited and synthetics prohibited unless
specifically allowed. Definitions of “natural/non-synthetic” and "synthetic” can be found in
7CFR205.2.

NOFA-VT suggests that extraction methods utilizing hydrocarbons, including butane and
propane extractions, be listed as prohibited methods. We feel that these changes will allow for
innovation while avoiding the use of dangerous and unhealthy methods of exiraction.

Northeast Organic Farming Association of Vermont
PO Box 697 « 14 Pleasant Street « Richmond, VT 05477 )
NOFA 802-434-4122 » VOF 802-434-3821 = Fax 802-434-4154 « www.nofavt.org
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. .4.3: We strongly support the prohibition of synthetic' cannabinoid use in the produgtion of

hemp or hemp-infused products in Vermont.

6.5: NOFA-VT supporis the mandatory use of lot numbers as these are required for use by
certified organic operations.

6.8 through 6.9: NOFA-VT qbplouds the list of records required for a hemp processor o
maintain, as it aligns well with the requirements far organic certification.

4.10: We are confused by implied allowance within this subsection for a hemp-infused product
to offer no label guarantee of a specific quantity of CBD (or other cannabinoid content). This
seems to directly contradict section 11.4(e}. NOFA-VT urges the Agency to strike section 6.10
and require all hemp-infused products to be labeled according to section 11.

7.3: NOFA-VT believes it is the responsibility of the Agency to set the standards for testing
parameters for quality and safety of hemp products produced in Vermont. Additionally, we
are concerned with the amount of administrative burden which would ensue from the level of
review.necessary should all growers be allowed to submit their own parameters for testing.

8.2: See comments above for section 7.3 ‘
10.2: We humbly note the typo at the end of this subsection in which “accept” is used instead
of the correct homophone “except”.

11: NOFA-VT urges the Agency to use this opportunity to set a standardized unit for iabel

claims of cannabinoid content. An example of a cumrently used standard for your
consideration is milligrams of cannabinoids per milliliter {or per gram for a non-liquid product),.
We believe a standardized unit for label claims will increase the ability of consumers to make
informed purchases, :

11.4: We applaud the labeling requirements included in this subsection as they align well with
the labeling requirements for certified organic products. '

11.4 (e): As previously noted, we strongly support the requirement for all hemp-infused
products to make a label claim of cannabinocid content, preferably with a standardized unit.

14.1(c): NOFA-VT is concerned that this allowance, while provided with positive intention,
provides an incentive to claim negligence and produce high-THC cannabis with no penalty.
NOFA-VT worries that this could have negative consequences for our USDA accredited
organic certification program if a certified organic crop, which must be federally legal, turns
out to be high-THC cannabis. Additionally, when this practice occurs it reflects poorly on the
reputation of the State's hemp program.

~ PO Box 697 * 14 Pleasant Street = Richmond, VT 05477
NOFA 802-434-4122 « VOF 802-434-3821 « Fax 802-434-4154 « www.nofavt.org
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’ B *More detail and standardization should be included in the rule regarding the testing of pestiades, heavy metals; -M other contaminants rather than allowlnuhe ofoduunbomlhdvom
parameters. i

joRequiring 3 standardized unit for CBD label claims would reduce consumer misinformation In the marketpiace.

*Extraction methods for cannabinalds should be gencrally sllowed unless prohibited, instead of the nie listing only three allowed methods.

1} 943} ardingl. o Robert Schiosser _|Sandiwood Farm {1665 Town Hil Ag. [Wokcott  {Wissmont sara@sandiwoodiarm étim finaherop ceo - .

T | 3.21-1ull spectrum-need to specify what extraction methords arc full spectrum, 35 some metriods and then ining, a5 well 25 mcthods that do not capture the
chioropindl, etc.... example: CO2 does usually removes chiorophyll....
2,52+type IV is now CBG dominant
3.5%-whole plant-again needs to extrapolate on extraction methods a3 not 2l methods get both water and lipid sduble
%9 3. nurse, 1think full spectcum and whole plant are very Importent to define correctly as many e for g purposes, not for patient transparency and efficacy.

. 621'BHO mtraction should be tisted a3 itiegal. As nurses, we are seeing More CONCETNS come up every day with this extraction methad and If NOFA ks pushing for this to be aliowed, NOFA's
-|{tegrtimacy and understanding of ssfety for consumers should br questioned heavily,
6.6 | would love to see a state program where the THC/THCA needing to be disposcd of is donated to patients.
7.3/8.2-we need strict guidelines for testing, not proposed individuatty
N 11.4b-con we call it what Itis, cannabls sativa 17

1145 dmte s silly, Just expr and lot number makes sense. how about a one year from manufacture expiration date uniess they can show peoaf that shelf life Is stable
[beyond one year? § em concerned thal products sltting on shelves for aver ayear are not relisbie and we need more consumer protection.

42:2'] think Is not the best wary st alt ta determine a quality product unless you grade the FINAL product, not the fiower, AND ONLY otganic or dean green certified end products should EVER
.euM_,makq that » separate distinction...

WMM wunique abllity to lead the Novlhent hemp movement and we need ta push and encouraga organic; dlean, healthy medkine, cansumers, and our predious soil and land}

NO product should ever be AA N they are not stawards of the Jand and advocates for true dean medidne and consumer heatthl

AS 3 nurse, | woutd want to see that A or AA s the best out there and that HAS 10 rean organicl NO way around it

Yo be labeled made in VT, it should have to be grown, pracessed, oottled, everything In stutel]

section 14....why ks Champlatn Valley Dispensary absalved from this?
section 16....what happens to people mislabeting products knowingly and who do we feport them to for consumer safety?
|Again, a3 & nurse, this Is 2 HUGE snd happening way too muchil

3.3;3.14;3.22;1.51;
1,52, 6.2; 6.6;7.3; 8.2,
Vermant Cannabis -JALab; 11.4g;12.2; 14;)
Dolan . |Nurses Associstion {16

¥ 3
3.25-full wectrum-need to specify what extraction methods are full spectrum, as some methods fr and then ref I ¥ 2 well 05 methods that do not capture the
chiorophyil, etc.... example: CO2 does usually removes chiorophyl....
3.51-type IV is now £BG dominant
3.52-wholt plam-agaln needs 1o extrapolate on extraction methods as not alt methods get both water and #pld soluble.
A3 a nurse, | think full spectrum and whole plant are very important to define correctly 8s many compantes are mislabetling for marketing purposes, not for patient transparency and efficacy.
6.2 BHO extraction should be listed as lllegal. As nurses, we are seeing more concerns come up every day with this extractior method end If NOFA is pusking for this 10 be aliowed, NOFA's
. and of safety for should be heavily,
R 661 would love 10 see # stite program where the THC/THCA needing (o be dsposed of is donated to patients.
7.3/8.2-weneed strict puidefines for testing, not proposed individually
11.4b-can we call It what it s, cannabls sathva 1?
11.4¢- datels sily, just and 101 number makes sense. how about 3 one year from manufacture expleation date unless they can show proof that shelf ife Is stable
bayond one year?.| um concemed that products sitring an shelves for over 3 year are not reliabic and we need more consumer protecton.
M 12.2 1 think I not the best way at 3!l to determine 3 quality product unfess you grade the FINAL product, not the flower, ANO ONLY organic or clean green certified end products should EVER
62t 2 AA...make that # sepanate drstinction...
Vermont has 3 unique sbiiity to tesd the Nor\hm hemp mavemnent and we need to push and encourage organic, dean, healthy meddne, consumers, and our p’!clom soil and Jand!
H . i MO product should ever be AA if they are not stewards of the kland  and advocates for true clean medicine and consumer health!
s ) : : As 2 nurse, | would want to see that A or A is the best out there and that HAS to mean organic! Na way around itl

o [To be intieled made in VT, it should have 10 be grown, processed, boltied, everything in satetl

i ‘ ] Jutstice 14._.why is Champlsin Valley Dipensary abtoived from this? .
] ido‘ua Jwehat happens to people ng products 18y and who do we repoct them to for consumer safety?
) M&, as anurie, this is » HUGE and happening way too muchll

114b; 1L4g 12.2; 14;
16
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70 South Wincoski”
Ave N284

929 Harvest Lane

Vermont

e v v ——
The proposcd rules define pcceptable polency level 339 hamp orop that s # defta- TrC concentration of D.3 percent or less and a total theoretica) tetrahydrocannablnat concentration of
000 peruent o less. Vermant statute allows for 8 delts-9 ion of 0.3 percent o 1ess on a dry welght basis, which is cansistent with the 2018 Farm b which
further requires the testing to ocour post-decarboxylation. Theve1s nd refesence to total theoretical THC conzentration In Vermont law. We suggest removing the phease refated to the
|thearetics) THC concentration and induding the definition of hemp In accordante with the 2018 Farm Bill.

6.6 Processing.
The rule states that a Processor that extracts THC or THC-A from s hemp crop must submit for appeoval by the Agency a Bisp0sal plan that ensures the THC and THC-A it disposed of ina
manner that renders the THC and THC-A unusable and that accounts by process lot number all THC or THC-A removed. This is contrary to Vermont statute. If THC ower 0.3%1s found, the

grower can entex Into an withp For the of the THC, sell the hemp ¢rop 10 & dispensary, or arrange for the Secretary to destroy or order the destruction of the.
hemp cron.
6.7. Processing
Jundes the rules, 3 scocessar may transter or seh hemp L {for the purposc of ion Into hemp products of hemp-infused products only Lo the Grower if the grower Is a
P or to snather Processos. :

(Wa would suganat clartfying whether this section refers 10 hemp that Is over 8.3% THC, or any hemp cancentrate.

6.8fb) Records of hemp ¢rops
Growess can ship hemp crops out-of-state If they have the requisite paperwork. Processors can receive hemp erops from out-of-stale with the . Howevet, there is nothing
that allows processors to ship processed hemp out-ofsiate. Processon should be allowed to ship hemp, and receive hemp from, out of state with the same requirements a1 hemp crops.

Sectlon 7.3 Testing paramcters
This proviston allows g grower to "propose testing parameters for pesticides, heavy metals, mycotoxias, and bacteria) and fungs! eortaminants that are based on 3 fisk anatyus and use for
2pproval by the Agency”. How is the rlsk level determined by elthes the Grower or ihe Agency?

ha fules requisc testing for “contaminant leveds sre betow action fimits outlined by the Agency for pesticides, heawy metais, mycotoxins, 8nd bacterial and funga! contaminants”; but these

wilston __{Veemord:

3.3,6.6,6.2.6.8{b).7.3, limits are not defined in the proposed rules.
..... 1102133152234
2 T v - —
3.9 What quallfications must a iab meet I oeder ;;-be certified? There are 2 variety of methods bieing Lsed ta test products and results can vary widely. Articie 6 does not provide enaugh
idetall.
4:1(0} 1f we are manufacturing In one location, but packaging In another, do both sites need 10 be registered? What about focations for staring product?
6.9{a} We are not recetving crops, which is the determining factor in 6.8, which this ruke ment'ons. Our vendars may o muy not be able to provido these document requirements due to
[warlations in their own state regulations and the thalfcnge of being muttiple steps remaved from the grower.
6.9(b) We have many SOPsin place for formulation, manufacturing, testing, and cteaning steps. Is this requiring us to creatc 3 S0P specific 1o the production of hemp products that tekes
into sccount ¢l ements of the program? Please darify.
82. We have testing pwameters set up bated on industry standards. Wi we need to propase these patameters to the Agency even I they ace part of our receiving process and subject to
other requirements? Is this a requirement and what will the agency be approving for?
8.3(c] We purchase product that is alresdy far removed from the agricultural process and should have siready gone through these testing procedures, but may or may not have been tested at
2 VY agency certibed taboratory. If we can provide a COA for the material, wil thal suRfice? Or, will we have to send It out 0 a VT agency certified fab to verify? We wil have to do same
tosding an bulk product regardiess.
8.4 Are these roferring to the same contaminant [evels that vie may propose and have approved per section 8.27
9.2 \What methods of dispasal 3ce approved dy the agency for process lots?
Section 10 *Requirements for Handling Hemp Crops, Hemp Products and Hemp-Infused Products” According 1o the definition, "hand!e” only refers to hemp crops and specifically states,
“Handle’ does not mean possession of hemp products or hemp-infused products.” Please clanfy.
10.3. Wauld this potentiaty Include bulk raw materials (for us this means & hemp concentrate) o ondy products for retolt sate?
31.1. Plcase Clarify that you are requiring » COA for hemp-specific label guarantees, not &l product guarsntees.
11.2 Would 12 be passible to add  clause that would wllow for federst regulations 1o supersede arry VT Hemp rules vermont Hemp Program Ru'es?
11.4{2) FDA adverse event requicementy along with 21 CFR 201.5 clearly outhine owr industry’s labeling requirements. We have the option to provide phone number, city, state, #nd rip code.
This does aut align with the reg in11.4(s) itls Important for our private fabel business to be able to fist the distributor information as opposed to the manufacturer
because th b the marketer of the product. Would we have 16 provide both di by and by on 3 privately labeled hemp
product?
11.4(¢} Foods and dietary supplements have strict labeling guidelines outiined in 21 CFR 101.9. The Nutrition Facts Panel and Supplement Facts Panel shuw the “sctive Ingredients,” and the
arelisted as “other * 11.4{c) does not ahgn with FDA labeling requircmants for food and dielary supplements. Would wa have to nclude an additiona! list of
I n order of by weight in addition 10 our Supglement Facts Panel, or could we omit the fist, having alresdy provided ak ingredients in the FDA required
See camments farenat? .
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[COMMENT UN REGISTRATION FEE STRUCTURE:

Rutal Vermont understands that the Reglstration Fee siructure for Hemp 18 nok part of the proposed ruies however, we feed It is important to register out concern that the $25 registration fee
required of someona who wants to simply grow Hemp for personal use is unfair, It 1s particularly inconsistent glven thet there ks no registration fee for someont growing marijusno for
perscnal use. We recognize that this would require s legistative amendment but feel It would be an Impnrtant Improvement.

COMMENTS ON HEMP RULES:

SECTION 1:
1.3~ Secrctary must adopt rules estabiishiag how the Agency will conduct research within this program.

5 . Rural Vermont strongly recommends that VAARM provide more detalls In the rules thatresponds 1o the preceding statement. We hefieve It will be very helpful for producers and procestors
: to have 2 clear understanding of how the VAAFM will be conducting research, what the §0als of that research will be and how the results of the research will be made public. In panticular, It
would be heipful 1o inow how the information and data the proposed rules require being coliected will be used. Perhaps 8 “preamble” to the Rules would be the way 1o sccompitsh this.

[SECTION 4:
) 14,1 {b} - A person whose application is rejected as incomplele may reapply for registration a2 any time.

'Wh hapoens to the reglstration fee if registration [s rejected and tha registrant chooses not to reapply?

4.1 () - Any Information provided to the Agency as part of 3 person’s application may be publicly disclosed and may be provided to law erforcement agencies without notice to the applicant

J 1 [We understand the tortured history of Hemp but no other sgricultural praduct s subjected Lo such We believe fLIs very tohan provided through thel
process be made publicly avaliable and espedally without notice to the registrants in advance. We strongly that i tis inf 13 going to be made avaliable a) it
ltymade avillabie only upon request and b.) that fact b included in the Hemp Regi form.

220 971] . 3-Jutx 9] Mbllle Wills Rusal Vermont 46 East State Swreet [Monipelier [T
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bl does not have pudlic safeguards 10 keep mchmmsddwhmlowhmrmr, nunmlmomhmﬂdmdau food chains. mxmmlhmpeophmumvudm
[reactions 10 THC with whatever other medicetions

3

:Iafrer spending years working on this subject matter in Vermont, | sm semewhat remlss st having been relegated to providing mry comments and feedback via an onfine portal. Ergo, L am
_Jsending a copy vis email as well.

1--The 2018 federal Farm B:) does not come into eHect untll the USDA releases Ity formal ‘Rules and Regulstions’, which are not scheduled for release untll August, 2019 ot the earliest. This
slone concerms me, as the Vermont Agency of Agriculture Food and Markets is proposing State measures that may not be in alignment with Feders! measures. if the premise of AAFM's
actions are 10 be Federally compliant, and AAFM does not yet know what Federal compliance fully entalls, then the oroposed reguiations wiil need to be revisited simast immediately. This
seems to be 3 premature action.

2-.1n 2018, | specifically proposed that herrp could be at farmer and State discretion via capable processors. This testimony was glven to both Senate
and House Committecs. § made It ciear that this proposal could not be included In any lemp reguiation, a5 1t would place AAFM and the State In defailt of Federal compliance. This propased
fanguage took from my personal and it such that only ' " would be able to mitiga pliant hemp. i fee! that \have to heep.
reminding peopie that Medical Marljuana dlxpenw!ns are nat Federally legal and ae under the purview of the US Oepartment of Justice, not the USDA. including any dispensary fanguage in
Vermont’s hemp regulations will place the State in conflict with USOA Rutes and Regulations and make it such that every Vermont farmer and cultivator growing hemp Is breaking Federal law.
1t wili also make it such that Vermont products will be restricted from imerstate commerce. Dispensary 'angusge must bo removed.

1 That is but the tip of that | heve been workl for many years. | appreciate your time and consideration In this matter aad look forward to facititaling a successful condlusion to’
Jericho Ceviter  Lericho: : this process.
-JCenter -§05465-1073 i

) understend this section: is included because it correspands to a specific provision in the 2018 Farm Bl {Tide X, Sec.10113, pg. 432).

However, hemp Is now a federally recognized agricuitueal commodity and there Is no rational or legal fustification for ths provision In the Farm BHL This is an outdated reminder of Drug
Wartios thinking. Vermont should not be complicit by Induding 1t n cur Hemp Program rule.

Vermont has the opportunity to lead by example and | respectfully request this provision (Section d.3) be removed from Vermont's Hemp Program Rules.

in addition, | bolleve that if USDA rejects the VT itemp Programn Plan for not inchudmg this provision, that we stand our ground on ethical s fegai principle.

! Theske convicted of 2 drug erime have alreedy “done their time”, and should nat be singled out. They should have every right 1o participate in the growth of a legal industry involving an
agrikcultural commodity.

Furthesmore, though Ym nota legal schokar, § belicve the Farm Bl proviskon S unconstitutional. “Ex past facto” laws (lhm that Impose new penalting for past otfenscs) ace specifically
east 3 forvisden in the US Constitution under Article 1, Section 9, Clause;3 [with respact to fedaral lsws) and Article 1, Section 10, Clause 1 [with respect o state (aws).
Netaka White TakAbouthemp.cam |pob76 middicbury _ VT tuthernp.com 48

cost [4.7X" = |F you reglater as -and you qualify under thy ¢ Personal Cultivation (Sec 3,351 doesn’t that make it unnecessary ta also register as a Processor? { recommend
Netaky White TokAboutHenp.com Jpob 76 dlebury - JVT 5740]netaka@taksbouthemp. com 4je » dause to Section 4 thal states; “A Grower whase sule 15 for s, and meets the définition of Personsl Cuttivation s not saquiced to reglster us 3 Processor™




S:fyla8

| understand the Agency’s desite to address the Issue of male pollen insdvertently affecting 4 neighbor’s crop of female flowers. umm, [} beuew: this provision creates an arbitrary legal bias|
in favor of flower production, placing the burden of responsibility (Rnd culpablBty) on the "producer of seed”. This rute Is i Y, and for Vermont's hemp
{community.

1.The rule as presented is simply unreasonatiic, and for what good? Cannabls physiology fs what it Is, No one has any control over the path pollen takes, and this rule offers no solution
2.8 wrong to put & farmer §n Lhe position of having to notify, and most fkely slarm neighbors that she/he may have ao prlor relationship with and might live miles away. [t's not hard to
[imagine all kinds of uninlended negat-ve consequences coming fram this exchange of information.

1 respectfully request that this provision (Sec 5.3) bre struck from the rules.

1 offer th fons for your

1.Leave this Issue {of pollination] alone for now, ghve it time and fet’s sec how it plays out. If egitimate complaints arfse of economlic dumage from unihtended polftnation, the Agency wilt have
the opportunity 1o 1ake public comment and conslder what, if any, effective measures or policies can be deployed.

2.f the Agency feets strongly that & provision aimed at addressing unintentional pollination must be Included In the current rule, Lhen plerse consider the following:

A Grower of hemp crops produced outdoars for flowers may request from the Agency the numbcv(lmmm) of registered Growers of sewr within a S.mile radius of 1he flower Grower’s
cultivation areas.”

- Itls not appropriate, of necessary 10 provide the seed growers’ contact Information.
5.3 e cosas

all of Section 12

tunderstand the Agency'sinterest in cstablishing a hemp quelity o grading system, comparablc o the system we have for mapie syrup. L3nd many hemp Industry players agree thate
Jrading system Is one way 10 enhance the Vermont brand of quality hemp oruducts In national and giobal markets.

request the Agency remove this section from the rule, Work with Vermont's

However, | feel strangly that the grading system proposed in Sec. 12.2 is nsdey 1 Huki
ihemp growers and processors and continue to expiore 3 more oqu-llblemaduﬂvdd!ntdlud-m syslem,

1.For starters, this standard does nothing for Vermpnt hemp growers and producers working with sced, starts, clones, food ot fiber, These businesses have as much right ta sccess a Vermant
'Hemp brand grading system as CBO growess and producers.

2Larnabldiol concentration Is only one of several “objective” criteria that coulimply “quatity”. This shouid not be the only mensure.

3.150c12.3 (b)) In this case, { believe the proposed stanuard is being appied BEFORE the Agency has outlined “practices and conditions with the potentfal 10 reduce rlsks for contamnants in
ocsdng Inciuding and not limited to cuttivation areas, and storage, drving, and processing facitiles;

4.5« 12.3(c)) " contaminant actian levels 33 applicabe..” Has the Secretary outlined the applicable hemp-spedific contaminant aclion fevels?

Vermont Hemp Rules

Lam cancerned asbout oversight of this Industry.-} am worrled about marwy things: that Vermont farmes s witf be fed by 8ig Marljuana into leasing thelr land and ther being pensilzed for non-
| compilunce; about pottution, water and electricity; about feeding this to antmals; sbout out-of-state entities with no connection to Vermont taking over the "industry” as Tobacco tid for
decades, with disastsous public hepith results. § do not beReve that the systems arein pisce for testing product, o for regulating it effectively. As we have seenTn Colorado, Washington and
| Ovegon, the black market has nal gone away but has T and th dfali has not and health costs are much higher than the revenue, ad
us 3, not by the i
Regarding section 3: the definttion “BIOMASS” should ba :hrm:d to adn:)de wnﬁ mhhﬂmuy sundanfl raw plant materisl, regardiess of CBO content. Materlal with ess than 8% CBD

shoutd be caled “trim” or “Hght" but biomays’s nhugtln use.

4.3[This is unfair on Felons are not restricted Ind other erop: -~

itls an unwise to promote ¥ pollcy where 3 “growey of hemp crops produced outdoors for seed must notify all growers of blomass and flower within a radius of 5 mites of their culthvation
Jareas™. ThE 153 semitive Issue. For the AAFM tolnsist seed snd files hernp growers take responsibliity for setfAdentifying 10 CBD flower growers, the agency Is 1.) avolding responsidility n
Irapulating this aspect of the pragram ond 2.} ignoring 1o the certain conflict this requirement Wil cause.  SImply notifying CBD growers that sameone nearty 1§ growing a seed crop does
nathing to protect the CBO crop from pollination, but it does put seed aod fiber farmers at risk of being scouted out and targeted.
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Aside from CBD concentration, al grades of hemp - espectatly the higher tiers - showd be cevlified contsminant-free too. Hemp with 1§% CBO but tainted with mllnrm Bacteria or pesticide
residues should NOY be considered Grade AA hemp. Talnted material will o' MORE to damage the Vermont Hemp brand than CBD levels.

5075]{bostman@deanwhitiock.com

Section 3.1 and af

“Isections that would

ailow a THC

[Aawing hemp2é have » THC concentration grester than 0.3%, even on s leved, s not in compli with Federal law. More mp it removes an Important protection to
public health. 1 spent seversl summers during my coliege years in farming country In Nebraska where hemp had been grown during WWil 10 produce rope for the Navy, In 1367-59, when |
wat there, the verge batween every fleid and road was filked with hemp plants growing up to 12 feet high. Many high schogi and cotiege students (including me) harvested It. It was not very
patent but enough to produce a high, and tested sufficiently high when? was arrested to warrant & charge of felony passessian. {Luckily for me, potsession of less than 2 pounds was made a
misdemeanor by the tme ry cisg went to trall.) Hemy, and cannabls in general, has 3 very malieable genome, which is why there gre so many different cultivars. iy the wiid, even hempcin
change its potency in just a couple of generstions. In & farmed field, dropped seed will grow In company with the next vear’s sown seed and produce acddental cultivars, When concentrated,
any THC level can be higher than expected. All testing must be thorough {wide spot checking Is not sufficient), timely (when harvested, not at any time before), and vetied by frequent random|
Inspection and testing by the state. Any violations shoutd be sccompanied by fines and/or permit ravocstion, increasing with each violation to permanent revocation of the permit. Uniike

0.3%

Rreater corn,

nd othor Yermont tural products, iy produced hemp, that for human and animal mmunwmmmusu«loux mental and
intoxication behind the whee! ofa.vehicle. Yous cannot treat this rop fike dty othes plant.
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Jessilyn Dolan, Vermont Cannabis Nurses Association, 6/28/19 :

6 Roy Drive, Underhill, VT 05489

3.3-has all cannabincids but THC removed
3.14-need to also define chemovar

3.21-full spectrum-need to specify what extraction methods are full spectrum, as some methods
fractionate and then reformulate by combining, as well as methods that do not capture the chlorophyll,
etc.... example: CO2 does usually removes chiorophyil....

3.51-type IV is now CBG dominant

3.52-whole plant-again needs to extrapolate on extraction methods as not all methods get both water
and lipid soluble. '

As a nurse, | think full spectrum and whole plant are very important to define correctly as many .

companies are mislabeling for marketing purposes, not for patient transparency and efficacy.

6.2 BHO extraction should be listed as illegal. As nurses, we are seeing more concerns come up every
day with this extraction method and if NOFA is pushing for this to be allowed, NOFA's legitimacy and
understanding of safety for consumers should be questioned heavily.

6.6 | would love to see a state program where the THC/THCA needing to be disposed of is donated to
patients.

7.3/8.2-we need strict guidelines for testing, not proposed individually
11.4b-can we call it what it is, cannabis sativa I?

11.4g-manufacturing date is silly, just expiration and lot number makes sense. how about a one year
from manufacture expiration date unless they can show proof that sheif life is stable beyond one year? |
am concerned that products sitting on shelves for over a year are not reliable and we need more -
consumer protection.

12.2 | think.is not the best way at all to determine a quality product unless you grade the FINAL product,

" not the flower. AND ONLY organic or clean green certified end products should EVER get a AA...make

that a separate distinction....

Vermont has a unique ability to lead the Northeast hemp movement and we need to push and
encourage organic, clean, healthy medicine, consumers, and our precious soil and land!

NO product should ever be AA if they are not stewards of the land and advocates for true clean
medicine and consumer health!

Asa nurse', | would want to see that A or AA is the best out there and that HAS to mean organic! No way
around it! :

5



To be labeled made in VT, it should have to be grown, pracessed, bottled, everything in statel!!
section 14....why is Champlain Valley Dispensary absolved from this?

section 16....what happens to people mislabeling products knowingly and who do we report them to for
consumer safety? :

Again, as a nurse, this is a HUGE and happening - way teo mucht!



Shayne Lynn, Vermont Cannabis Trade Association

70 South Winooski Ave #284, Burlington, VT 05401 *
7/3/19
Section 3.1 Definition of acceptable potency level

The proposed rules define acceptable potency level as a hemp crop that has a delta-9 THC concentration
of 0.3 percent or less and a total theoretical tetrahydrocannabinol concentration of one percent or less.
Vermont statute allows for a deita-9 tetrahydrocannabinol concentration of 0.3 percent or less on a dry
weight basis, which is consistent with the 2018 Farm bill which further requires the testing to occur
post-decarboxylation. There is no reference to total theoretical THC concentration:in Vermont law. We
suggest removing the phrase related to the theoretical THC concentration and including the definition of
hemp in accordance with the 2018 Farm Bill.

6.6 Processing

The rule states that a Processor that extracts THC or THC-A from a hemp crop must submit for approval
by the Agency a disposal plan that ensures the THC and THC-A is disposed of in a manner that renders
the THC and THC-A unusable and that accounts by process lot number all THC or THC-A removed. This is
contrary to Vermont statute. If THC over 0.3% is found, the grower can enter into an agreement with a
dispensary for the separation of the THC, sell the hemp crop to a dispensary, or arrange for the
Secretary to destroy or order the destruction of the hemp crop.

6.7. Processing

Under the rules, a processor may transfer or sell hemp concentrate for the purpose of reformulatlon

into hemp products or hemp-infused products only to the Grower if the grower is a processor or to
another Processor.

We would suggest clarifying whether this section refers to hemp that is over 0.3% THC, or any hemp
concentrate.

6.8(b) Records of hemp crops .

Growers can ship hemp crops out-of-state if they have the requisite paperwork. Processors can receive
hemp crops from out-of-state with the requisite paperwork. However, thereis nothing that allows
processors to ship processed hemp out-of-state. Processars should be allowed to ship hemp, and
receive hemp from, out of state with the same requirements as hemp crops.

Section 7.3 Testing parameters .



-

This provision allows a grower to "propose&testing parameters for pesticides, heavy metals, mycotoxins,
and bacterial and fungal contaminants that are based on a risk analysis and use for approval by the
Agency”. How is the risk level determined by either the Grower or the Agency?

The rules require testing for "contaminant levels are below action limits outlined by the Agency for
pesticides, heavy metals, mycotoxins;-and bacterial and fungal contaminants”, but these limits are not
defined in the proposed rules.

Section 10.2 Handling hemp

Registrants shall not formulate, handle, wholesale or retail a hemp product or hemp-infused product
that contains a delta-S tetrahydrocannabinol concentration greater than 0.3 percent on a dry weight
basis accept as provided in Section 6.7. However, Section 6.7 does not reference THC concentration over
0.3 percent. This should be further clarified.

Section 11.Labeling

We recommend including on the label the total amount of THC in all products.

We also recommend including in the future on the label the total amount of CBG, CBN, and THCV:

We are concerned that this section is not effective on passage. We believe that, for public safety
purposes, labeling should not be delayed for another year.

¥

Section 11.5 Labeling

The rule states that all label guarantees regarding potency must be accurate and within +/-10% per
serving size listed on the label. The +/-10% accuracy of the per serving size dosage will make it
impossible to formulate anything less than 5-10mg, due to both manufacturing constraints-as well as
testing accuracy. We suggest that this should be increased to +/-20%.

Section 12 Grading .

The grading system and application of more desirable grades based solely on the cannabidiol content in
the hemp does not account for the numerous and complex characteristics of the plant, which have a
significant bearing on the heaith and quality of a particular crop. Further, applying the higher grades to
hemp based solely on the cannabidiol.content will encourage growers to cultivate their hemp based
solely on this metric to achieve the highest-grade material, minimizing the importance of these alternate
quality characteristics. While a grading system such as this may function when gradmg a product such as
maple syrup, it is inadeguate for the grading of hemp.



Section 14 Enforcement

Section 14 allows for the selling of THC to a dispensary, but only in the case of negligent violation of
chapter 34 of the Rules. This is contrary to the statute, which allows for the sale of THC to a dispensary
in the event the THC of aver 0.3% is found in a hemp plant, regardless of negligence. Thereis.no other
reference to sales to a dispensary in the Rules. )

e



FoodScience Corporation '

3.8 What qualifications must a lab meet in order to be certified? There are avariety of methods being
used to test products and results can vary widely. Article 6 does not provide enough detail.

4.1(d) If we are manufacturing in one location, but packagin'g in another, do both sites need to be -
registered? What about locations for storing product?

6:9(a) We are not receiving crops, which is the determining factor in 6.8, which this rule mentions. Our
vendors may or may not be able to provide these document requirements due to variations in their own
state regulations and the challenge of being multiple steps removed from the grower.

6.9(b) We have many SOP’s in place for formulation, manufacturing, testing, and cleaning steps. Is this
. requiring us to create an SOP specific to the production of hemp products that takes into account
"~ elements of the program? Please clarify.

8.2. We have testing parameters set up based on industry standards. Will we need to propose these
parameters to the Agency even if they are part of our receiving process and subject to other
a.». requirements? Is this a requirement and what will the agency be approving for?

8.3(c) We purchase product that is already far removed from the agricultural process and should have
already gone through these testing procedures, but may or may not-have been tested at a VT agency
certified laboratory. If we can provide a COA for the material, will that suffice? Or, will we have to send
it out to a VT agency certified lab to verify? We will have to do some testing on bulk product regardless.

8.4. Are these referring to the same contaminant levels that we may propose and have approved per
section 8.2?

¥

+ 9.2 What methods of disposal are approved by the agency for process lots?

Section 10 “Requirements for Handling Hemp Crops, Hemp Products and Hemp-infused Products”
According to the definition, ‘handle’ only refers to hemp crops and specifically states, “‘Handle’ does not
mean possession of hemp products or hemp-infused products.” Please clarify. ’

10.3. Would thfs,potentially include bulk raw materials (for us this means a hemp concentrate) or only
products for retail sale?

11.1. Please clarify that you are requiring a COA for hemp-specific label guarantees, not all product
guarantees.

11.2 Would it be possible to add a clause that would allow for federal regulations to supersede any VT A
Hemp rules Vermont Hemp Program Rules?

11.4(a) FDA adverse event requirements along with 21 CFR 101.5 clearly outline our industry’s labeling
requirements. We have the option to provide phone number, city, state, and zip code. This does not
align with the requirements in 11.4{a) Additionally, it is important for our private label business to be
able to list the distributor information as opposed to the manufacturer information becausé the
distributor is considered the marketer of the product. Would we have to provide both distributed by and
manufactured by information on a privately labeled hemp product?



11.4{c) Foods and dietary supplements have strict labeling guidelines outlined in 21 CFR 101.9. The
Nutrition Facts Panel and Supplement Facts Panel show the “active ingredients,” and the remaining
ingredients are listed as “other Ingredients.” 11.4(c) does not align with FDA labeling requirements for
food and dietary supplements. Would we have to include an additional list of ingredients in descending
order of predominance by weight in addition to our Supplement Facts Panel, or could we omit the list,
having already provided alt ingredients in the FDA required format?

11.4(g) FoodScience Corporation already has an extensive ot numbering system under 21 CFR 111. Our
lot numbers are sequentially assigned automatically by our ERP system. This rule would require an
additional process lot code to trace as well as require additional space on product/label to include this
secondary process lot code. Additionally, what if we manufacture, package, and store the product at
three different registered locations? Or package for another registered processor?

12.3(d) Typo: “Vermont Hemp Program’s labeling requirements in Section 10.” | believe the labeling
requirements are in Section 11.

Additional comment: A large part of our business includes the manufacturing, packaging, and labeling of
product for customers all over the world. We call this private label or copacking and customer
involvement in the process varies greatly. What are the requirements under these rules for our
customers? Would only their labels have to comply or would they have to follow all rules including
record-keeping, etc.? We would need this to be addressed in order to comply with the program.

e £ L
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Mollie Wills, Rural Vermont Commen;s on VAAFM Proposed Hemp Rules
A6 East State Street, Montpelier, VT 05602

7/3/19 v

COMMENT ON REGISTRATION FEE STRUCTURE:

L

Rural Vermont understands that the Registration Fee structure for Hemp is not part of the proposed
rules however, we feel it is important to register our concern that the $25 registration fee required of
someone who wants to simply grow Hemp for personal use is unfair. It is particularly inconsistent given
that there is no registration fee for someone growing marijuana for personal use. We recognize that this
would require a legislative amendment but feel it would be an important improvement.

COMMENTS ON HEMP RULES;.

SECTION 1:
1.1 - Secretary must adopt rules establishing how the Agency will conduct research within this
program. :

Rural Vermont strongly recommends that VAAFM provide more details in the rules that responds to the
preceding statement. We believe it will be very helpful for producers and processors to have a clear
understanding of how the VAAFM will be conducting research, what the goals of that research will be
and how the results of the research will be made public. In particular, it would be helpful to know how
the information and data the proposed rules require being collected will be used. Perhaps a “preamble”
to the Rules would be the way to accomplish this.

SECTION 4:

4.1 (b) - A person whose application is rejected as incomplete may reapply for registration at any time.

What happens to the registration fee if-registration is rejected and the registrant chooses not to
reapply? ' :

4.1 (e)- Aﬁy information provided to the Agency as part of a person’s application may be publicly
disclosed and may be provided to law enforcement agencies without.notice to the applicant

&



We understand the tortured history of Hemp but no other agricultural product is subjected to such
requirements. We believe it is very unreasonable to have information provided through the registration
process be made publicly available and especially without notice to the registrants in advance. We
strongly recommend that if this information is going to be made available a.) It is made available only
upon request and b.) that fact be prominently included in the Hemp Registration form.

4.3 - A person convicted of a felony relating to a controlled substance under state or federal law before,
on, or after December 20, 2019 shall be ineligible to register with the Hemp Program during the 10-year
period following the date of the conviction unless the person has lawfully registered with the Hemp
Program prior to this date.

Rural Vermont ohjects to this provision in the Rules. We understand this section is included because it
corresponds to a specific provision in the 2018 Farm Bill, (Title X, Sec.10113, pg. 432) but it's an unjust
and outdated provision and one that Vermont does not support. We respectfully request this provision
be removed from Vermont's Hemp Program Rules. Furthermore, we believe that if USDA rejects the VT
Hemp Program Plan for not including language that excludes convicted drug felons from participating in
VT's hemp program, that we stand our ground on the principle that those who have already "done their
time" have every right to participate in the growth of a legal industry involving an agricultural
commodity. Furthermore, “ex post facto” laws (those that impose new punishment for past offenses)
are specifically forbidden by the United States Constitution in Article 1, Section 9, Clause 3 {with respect
to federal laws) and Article 1, Section 10 (with respect to state laws. It is time to return Hemp to.its
former status as a valuable agricultural crop and treat it like any other crop.

5

SECTION 5:

5.1 - A Grower is responsible for demonstrating compliance with the-acceptable potency level for hemp
crops offered for sale or transferred to a Processor or the public.

Rural Vermont believes this rule needs more clarity. For example: What responsibility does the grower.
bear if they are growing from clones that were certified as meeting the acceptahle potenEy level? We
believe it would be helpful to provide some guidance regarding at what point in the growing process the
hemp crop should be tested for potency.

5.3 - A Grower of hemp crops produced outdoors for seed must notify all Growers of biomass and flower
within a radius of 5 miles of their cultivation areas. The Agency will provide names and contact
information to the Grower based on previous year Registrants.

»

Rural Vermont is also concerned about potentiail conflicts between growers of hemp and neighboring
growers of medicinal/recreational cannabis.

5.4 {b) - Offer a list of any pesticides used in the cultivation of the’hemp crops, clones, or plants.
#
Rural Vermont is wondering whether this disclosure applies to all the items on the list that is provided

by VAAFM of ACTIVE INGREDIENTS ALLOWED FOR INDUSTRIAL HEMP CULTIVATION.

%
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We are particularly concerned about the inclusion of “Azamax” {active ingredient Azadirachtin). Last
year the state of Oregon identified this product as “misbranded” and adulterated with pesticide
residues. Please see this Pesticide Advisory:

https://www.oregon.gov/ODA/programs/Pesticides/Documents/2018Advisories/AzaMax.pdf

5.6 (b) iii - A Grower shall maintain recc;rds of all transfers of hemp crops to a Processor or out-of-state
recipient. The records shall be kept by harvest lot number and shall inciude: an estimate of the amount
of hemp transferred on a dry weight basis in pounds.

Rural Vermont is concerned that this requirement will be very difficult to do accurately and we wonder
about the value. Is it to ensure checks and balances with processor's reporting? The product is being
weighed and reported by the processor and it seems like that is the information that should be
collected, not a vague guess from the grower when they've already reported on acreage in production,
particularly if off-base estimate would result in VAAFM action. It seems to us that if the grower records

- the number of plants transferred that would be a more useful metric to track — especially for the

VAAFM’s research goals. =
SECTION 6:

e

6.2 - A Processor shéll only use lipid, ethanol, or carbon dioxide (CO2) botanical extraction methods, or
other extraction methods for which the Processor has received written approval from the Agency.

2
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Rural Vermont is wondering what other methads the Agency is considering for approval. Will these
“other methods” be reported/published?

‘6.4 - A Pracessor may process hemp crops only at registered processing sites. A Processor must report in

writing to the Agency a closure of a pracessing site within business 10 days of its closure.

x 8

Rural Vermont respectfully suggests that the requirement for reporting on a processing site closure be-
within 30 days.

~ SECTION 7: »

7.1 A Grower must test hemp crops for compliance with these rules. ’ R

Rural Vermont wishes to raise the same concern we noted in our comment on Sec. 5.1. We believe this
rule needs more clarity. For example: What responsibility does the grower bear if they are growing from
clones that were certified as meeting the acceptable potency level? We believe it would be helpful to

.
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provide some guidance or BMPs regarding at what point in the growing process the hemp crop:should
be tested for potency.

7.3 - A Grower may propose testing parameters for pesticides, heavy metals, mycotoxins, and-bacterial
and fungal contaminants that are based on a risk analysis and use for approval by the Agency.

Rural Vermont appreciates that this provision allows for innovation coming from the Hemp industry but
we believe the VAAFM needs to specify how such approval of testing parameters will occur and how
they will be published. '

SECTION 8:

8.2 - A Processor may propose testing parameters for pesticides, heavy metals, mycotoxins, and
bacterial and fungal contaminants that are based on a risk analysis, the stage of the manufacturing
process, and delivery method (inhalant, ingestion, or absorption) for approval by the Agency.

o

As in our comment on Sec. 7.3, Rural Vermont appreciates that this provision allows for innovation
coming from the Hemp industry but we believe the VAAFM needs to specify how such approval of
testing parameters will occur and how they will be published.

R

SECTION 10:

10.3 {b) Within 30 days of receiving the request for a coﬁfirmed crap or product, the Agency will
generate a confirmation that may accompany the shipment of the hemp crop, hemp product, or hemp-
infused product.

®
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Rural Vermont would like to express concern that having to wait 30 days for a confirmation may not be

practical for many hemp businesses. Especially during this early stage of the industry and given the

variations in state laws, it seems likely that hemp businesses may find it prudent o seek such

confirmation to protect their shipments and their employees. We respectfully suggest that 10 days
would be more practical. «

~ SECTION 12: »

12.4 The-Registrant must apply for certification of meeting all the requirements of Vermont’'s Hemp
brand annually to the Agency, using forms provided by the Agency.

k.
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Rural Vermont understands that this portion of the Rules does not go into effect until 7/1/20 but we feel
that more information about any cost or time frame that will be involved with such certification needs
to be disclosed in these rules now so growers and processors can incorporate it into their business plans.

SECTION 13: ’ ’ .

13.3 - The Agency may inspect any retail location offering hemp products or hemp-infused pro_ducts.
This inspection may include the taking of samples of such products. .

Rural Vermont feels it is important that these Rules disclose under what authority VAAFM will be
conducting inspections of retail establishments that offer hemp products, given that-under the
provisions of Sec. 2.2 registration is not required of retailers.



From:

To: it Stéchsiio.
Subject: FW: Hemp Regulations Update/Feedback

Date: Manday, July 8, 2019 8:42:26 AM

i’'m guessing this was for you? | hope you enjoyed the holiday weekend!

* Stephanie A. Smith, MUPP

Hazard Mitigation Planner
Vermont EFnerge‘ncy Management
Desk: (802) 241-5362

Cell: (802) 985-6793

From: Joel Bedard <jtb@thevthempco.com>
Sent: Friday, July 5, 2018 6:47 AM

To: Tebbetts, Anson <Anson.Tebbetts@vermont.gav>; Eastman, Alyson
<Alyson.Eastman@vermont.gov>; John Rodgers <jrodgers@leg.state.vt. us>; Carolyn Partridge
<CPARTRIDGE@leg.state.vt.us> .

Cc: Campbell, Erica {Sanders) <erica_campbell@sanders.senate.gov>; McLaren, Ryan
<Ryan.MclLaren@mail.house.gov>; Berry, Tom (Leahy) <tom_berry@leahy.senate.gov>; Polyte,
Megan <Megan.Polyte@vermont.gov>; CPearson@leg.state.vt.us; Trevor Squirrell
<TSquirrell@lég.state.vt.us>; George Till <GTill@leg.state.vt.us>; Giguere, Cary
<Cary.Giguere@vermont.gov>; Smith, Stephanie A <Stephanie.A.Smith@vermont.gov>
Subject: Hemp Regulations Update/Feedback

s

After spending years workihg on this subject matter in Vermont, I am somewhat remiss at
having been relegated to providing my comments and feedback via an online portal. Ergo, [
am sending a copy via email as well .

1--The 2018 Federal Farm Bill does not come into effect until the USDA releases its formal
'Rules and Regulations', which are not scheduled for release until August, 2019 at the earliest.
This alone concerns me, as the Vermont Agency of Agriculture Food and Markets is
proposing State measures that may not be in alignment with Federal measures. If the premise
of AAFM's actions are to be Federally compliant, and AAFM does not vet know what Federal
compliance fully entails, then the proposed regulations will need to be revisited almost
1mmed1ately Thls seems to be a premature action.

e

2--In 2018, I specifically proposed that non-compliant-hemp could potentially be remediated
at farmer and State discretion via capable processors. This testimony was given to both Senate
and House Committees. I made it clear that this proposal could not be included in any hemp
regulation, as it would place AAFM and the State in default of Federal compliance (stripping
of’handling THC). This proposed language took from my personal testimony and bastardized



it such that only ‘dispensaries' would be able to mitigate non-compliant hemp. 1 feel
somewhat aggravated that I have to keep reminding people that Medical Marijuana

dispensaries are not Federally legal and are under the purview of the'US Department of '
, not the USDA. lncluding any dispensary language in Vermont's hemp regulations will

Justice i Ay di ‘ i
ace th n conflict with DA Rules and Regulations a

¥ ’ . .
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That is but the tip of the iceberg that I have been working on for many years. I appreciate
your time and consideration in this matter and look forward to facilitating a successful
conclusion to this process.

Best regards, ,

Joel T Bedard



Netaka White, TakAboutHemp.com . 5
East Middlebury VT 05740

7/5/19

Section'4.3

| understand this section is included because it corresponds to a specific provision in the 2018 Farm Bill,
(Title X, Sec.10113, pg. 432).

However, hemp is now a federally recognized agricultural commadity and there is no rational or legal

justification for this provision in the Farm Bill. This is an outdated reminder of Drug Warrior thinking.
Vermont should not be complicit by including it in our Hemp Program rule.

Vermont has the opportunity to lead by example and I respectfully request this provision (Section 4.3)
be removed from Vermont's Hemp Program Rules.

In addition, | believe that if USDA rejects the VT Hemp Program Plan for not including this provision, that
we stand our ground on ethical and legal principle.

Those convicted of a drug crime have already “done their time”, and should not be singled out. They

should have every right to parthlpate in the growth of a Iegal industry involving an agricultural
commodity.

. Furthermore, though I'm not a legal schofar, | believe the Farm Bill provision is unconstitutional. “Ex post

facto” laws (those that impose new penalties for past offenses) are specifically forbidden in the US -
Constitution under Article 1, Section 9, Clause 3 {with respect to federal Iaws) and Article 1, Section 10
Clause 1 {with respect to state laws).

4.”X” — If you register as a-Grower, and you qualify under the definition of Personal Cultivation (Sec 3.35)
- doesn’t that make it unnecessary to also register as a Processor? | recommend adding a clause to
Section 4 that states, “A Grower whose sole purpose is for personal use, and meets the definition of
Personal Cultivation is not required to register as a Processor”

l understand the Agency’s desire to address the issue of male polien inadvertently affécting a neighbor’s
crop of female flowers. However, | believe this provision creates an arbitrary legal bias in favor of flower
production, placing the burden of responsibility {and culpability) on the “producer of seed”. This rule is
discriminatory, ineffective and problematic for Vermont’s hemp community.

A
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1. The rule as presented is simply unreasonable, and for what good? Cannabis physiology is what it
is. No one has any controi over the path pollen takes, and this rule offers no solution.

2. It is wrong to put a farmer in the position of having to notify, and most likely alarm neighbors
that she/he may have no prior relationship with and might live miles away. It's not hard to imagine all
kinds of unintended negative consequences coming from this exchange of information.

I respectfully request that this provisioﬁ (Sec 5.3} be struck from the rules;

| offer these suggestions for your consideration:

1. Leave this issue (of pollination) alone for now, give it time and let’s see how it plays out. If
legitimate complaints arise of economiic damage from unintended pollination, the Agency will have the
opportunity to take public comment-and consider what, if any, effective measures or policies can be
deployed.

= 2. If the Agency feels strongly that a provision aimed at addressing unintentional pollination must
be included in the current rule, then please consider the following:

“A Grawer of hemp crops produced outdoors for flowers may request from the Agency the number
(amount) of registered Growers of seed within a 5 mile radius of the flower Grower’s cultivation areas.”
- Itis not appropriate, or necessary to provide the seed growers’ contact information.

all of Section 12

I understand the Agency’s interest in establishing a hemp quality or grading system, comparable to the
system we have for maple syrup. | and many hemp industry players agree that a grading system is one
way to enhance the Vermont brand of quality hemp products in national and global markets.

However, | feel strongly that the grading system proposed in Sec. 12.2 is inadequate, and premature. |
respectfully request the Agency remove this section from the rule. Work with Vermont’s hemp growers
and processors and continue to explore a more equitable and clearly defined grading system.

ES

1. For starters, this standard does nothing for Vermont hemp growers and producers working with
seed, starts, clones, food or fiber. These businesses have as much right to access a Vermont Hemp brand
grading system as CBD growers and producers.
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2. Cannabidiol concentration is only one of several “objective” criteria that could imply “quality”:
This should not be the only measure.

3. {Sec 12.3 (b)) In this case, | believe the proposed standard is being applied BEFORE the Agency
has outlined “practices and conditions with the potential to reduce risks for contaminants in locations
including and not limited to cultivation areas, and storage, drying, and processing facilities;

4, (Sec 12.3 (c)} “... contaminant action levels as applicable...” Has the Secretary outlined the
applicable hemp-specific contaminant action levels?

e
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Catherine Antley

SECTION 14. ENFORCEMENT: (c)A corrective action plan for a person who has registered with the Hemp
Program and who negligently violates these Rules by producing Cannabis sativa L. with a delta-9
tetrahydrocannabinol concentration greater than 0.3 but no greater thanonepercenton a dry weight
basis shall include a requirement that the Registrant:

enter into an agreement with a dispensary registered under 18 V.S.A. chapter 86 for the separation of
the deita-9 tetrahydrocannabinol from the hemp crop, return of the hemp cropto the person registered
with the Secretary, and retention of the separated delta-9 tetrahydrocannabinol by the dispensary;ii.sell
the hemp crop to a dispensary registered under 18 V.S.A. chapter 86; oriii.arrange for the Secretary to
destroy or order the destruction of the hemp

COMMENT: The foundation of the ."h"e'mp " program is the THC level of 0.3 % THC or less, The provisions

“for enforcement in this rule are insufficient to ensure that this crop will not be grown and sold on the

black market, saturating the market with cheap concentrated marijuana. The legislators and the public
intended the THC level to be enforced. If this provision is not enforceable the program should be halted
until this can be assured. The public and the legislature did nb_t pass the "hemp" law in order for there
to be non- enforcement and the law simply create a large source of cheap pot in Vermont. At the public
comment session in Brandon, we were told that the THC level could be tested up to a month before
harvest. We know that THC levels spike just before harvest. This "rule” would also allow farmers to
produce high concentrated THC instead of hemp. Again the 0.3 % THC requirement which is
foundational to the hemp program not being a program which supplies a large amount of cheap
marijuana to the state. We were also told at the Brandon comment session that 98% of the hemp was
for the production of CBD. We know that CBD is a hepatotoxic drug which can interfere with cytochrome
p450 and thus change the concentration of other prescribed drugs such as coumadin and
immunosuppressants which a patient may be taking. This patient could be at risk for hepatic necrosis or
bleeding or stroke. CBD is an FDA tested and approved drug which is available through a prescription by
a doctor who will monitor liver function tests. It is illegal to sell such a drug in the US without a
prescription or to put it in food. The USDA and FDA have promised to clarify this in the fall. It is

. Ppremature to create rules and regulations for S58 which must be in compliance with Federal law

according to the verbiage in S58 itself when we are still waiting for a ruling on this. At this time CBD is
carved out of the 2018 farm bill and under the jurisdiction of the FDA. For all these reasons the "hemp "
law and the regulations being created now in Vermont should only deal with cloth , building materials
and rope. Furthermore it is beyond the expertise of the Vermont agency of agriculture to produce
pharmacy grade drugs which have important CNS side effects which include increasing suicidality and
which if the drug composition is not enforced correctly and strictly (ie it contains too much THC) then
the drug could trigger addiction relapse or psychosis. Maple syrup, flour, cheese do not contain active
and important neurotransmitters and do not cause hepatic necrosis. The requirements needed to
produce CBD correctly safely and reliably require oversight on par with that of the FDA. In addition, folks
for out of state are leasing land from Vermonters and then not respecting the environmental laws of
Vermont. The impaired waterways, the pesticides, heavy metals, phosphorous and run off are all
problems which must be remediated. The poor Vermont land owner not the leasee from Colorado or
California are required to pay for this. This is net helping our Vermont farmers. The smell and the



poliution are problematic and an environmental impact study must be required for each hemp grow
prior to planting. What is the plan to mitigate the smells. The communities must be required to create
bonds to compensate the landowners who through no fault of their own are bordering the secret ( non-
FOIA discoverable) sites of the hemp farms. Rural and under privilieged communities must be
compensated for the environmental impact studies and assurance must be written into the rules to be
sure that minority areas and poor rural areas are not targeted or expoited by out of state large industry.
Lastly we believe that the rules were not given enough time for public comment and respectfully
request that this time period be extended. The rules were posted before Phit Scott signed the bill and
thus before the public would be looking for rules. Furthermore the rules are fundamentally ambiguous
due to the fact the S58 must be in compliance with Federal Law upon which we are still awaiting
clarification. Far all these reasons and more, the hemp law rules and regulations must be rewritten after
appropriate public review and after the final ruling on the 2018 Farm bill and clanﬁcatlon of the status
of CBD.

In summary, thank you very much for the opportunity to express some of my views on this far reaching '
legislation, the intent of which was not to produce THC marijuana , as that bill was being actively
debated in another bill in the legislature at the same time that S58 was under review, nor in my view
was S58 to produce CBD since at the time S58 was passed the FDA and the USDA was clear that CBD -
had been carved out of the 2018 farm bill with which S58 states it must be in compliance .

s,

Yours:sincerely, . & .

Catherine Antley, MD

ps. Please excuse typographical errors as these comments were drafted under time pressure in an.
attempt to meet the public comment dead line of 7/5/2019. -ca




July 5, 2019

Secretary of Agriculture Anson Tebbetts
116 State Street
Montpelier, Vermont 05602 2

Secretary of State Jim Condos

128 State Street
Montpelier, Vermont 05633-1101

Representative Robin Chesnut-Tangerman ‘
For the Legislative Committee on Administrative Rules (LCAR)

115 State Street

Montpelier, VT 05633-5301

Attorney General T.J. Donovan
109 State St
Montpelier, VT 05609

ki

. Dear Sirs,

. This letter serves as a preamble to my public comments submitted in résponse to the Secretary
of State’s posting of May 22, 2019 submitted to his office on May-17, 2019 by the Secretary of
Agriculture titled Vermont Hemp Rules in response to the rule making requirements of 5.0058,
Chapter 34 Hemp, which was delivered to Governor Phil Scott on May 24, 2019 and signed into
law by the Governar on May 30, 2019. '

' On becoming law, legal authority for the Hemp Pilot Program was replaced with the legal
authority for the State Hemp Program as amended 6 V.S.A. Chapter 34.

I have no financial interest in this matter. Simply | am concerned for the public health and
safety, and protecting everyone (including farmers and from downstream damage to the
environment) against those who unscrupulously take advantage of others with misinformation
and scams.

| write for five reasons:

1. The rules as proposed for the Vermont Hemp Program under the authority of 6 V.5.A.
Chapter 34 by the Secretary fail to comply with the laws of the Federal Government and the
State of Vermont. «

fol



Authority: According to 6 V.S.A. Chapter 34 certain requirements of Federal law must be met by
any proposed regulations. '
* 9. 561.2 (1-5) There is no mention of the word drug as inclusive in the findings of the law
# 561.b Purpose. The intent of this chapter is to establish policy and procedures for
growing, processing, testing, and marketing hemp and hemp products in Vermont that
comply with federal law so that farmers and other businesses in the Vermont
agricultural industry can take advantage of this market opportunity.
® 566.a (4) require labels or label information for hemp products in order to provide
consumers w1th product content or source information or to conform with federal
requirements. -
@ 568.c A crop or product confirmed by the Secretary to meet the definition of hemp
under State or federal law may be soid or transferred in interstate commerce to the

extent guthorized by federal law.

Clearly the Vermont legislators wish for the regulations promulgated by the Vermont
Department of Agriculture to comply with federal law.

Acknowledged by statements of the Vermont Department of Agriculture members Ms.
Stephanie Smith and Mr. Cary Giguere and confirmed by former FDA Commissioner Gottlieb
and current FDA Commissioner Sharpless, the 2018 farm funding bill did not remove the
authority of the FDA. It is illegal to violate federal laws concerning drugs. Cannabidiol and
tetrahydrocannabinol are drugs. No regulations in violation of the FDA federal drug laws
concerning CBD and THC would comply with the intent of 6 V.S.A. Chapter 34 to be in
compliance with federal law. )
# “The 2018 Farm Bill, however, explicitly preserved FDA’s authority to regulate products
containing cannabis or cannabis-derived compounds under the FD&C Act and section 351 of the
Public Health Service Act {PHS Act). FDA treats products containing cannabis or cannabis-derived
compounds as it does any other FDA-regulated products — meaning they're subject to the same
authorities and requrrements as FDA-regulated products contalmng any other substance This is

& ”To date, the agency has not approved a marketmg application for cannabrs for the treatment of
any disease or condition. FDA has, however, approved one cannabis-derived and three
cannabis-related drug products. These approved products are only avallable wnth a prescription
from a hcensed healthcare provrder ﬁt__tgs I/www fd L8 /o

[ "There are no other FDA-approved drug products that contain CB . We are aware that some
firms are marketing CBD products to treat diseases or for other therapeutic uses , and we have
issued several warhifg I6ttérs to such firms. Under the FD&C Act, any product intended to have
a therapeutic or medical use, and any product (other than a food) that is intended to affect the
structure or functicn of the body of humans or animals, is a drug. Drugs must generally either
receive premarket approval by FDA through the New Drug Application (NDA) process or
conform to a "monograph" for a particular drug category, as established by FDA's Over-the-
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Counter (OTC) Drug Review. CBD was not an ingredient considered under the OTC drug
rewew An unapproved new drug cannot be distributed or sold in interstate commerce.”
' wwwifda; ov.ews-events-.' ubhc health-focus/fda:vegulation-cannabis-and-cannabis-

* The “FDA has approved Epldlolex whlch contains a purified form of the drug substance CBD for
the treatment of seizures associated with Lennox-Gastaut syndrome or Dravet syndrome in
patients 2 years of age and older That means FDA has concluded that thls partlcular drug

risks.

# “The agency also has approved Marinol and Syndros for therapeutic uses in the United States,
including for the treatment of anorexia associated-with weight loss in AIDS patients. Marinol and
Syndros include the active ingredient dronabinol, a synthetic delta-9- tetrahydrocannabinol
(THC) which is considered the psychoattive component of cannabis. Another FDA-approved'
drug, Cesamet contalns the actlve mgreduent nabilone, which has a chemlcal structure similar to:

. Commlssmner Sharpless repeated thlS posntlon durmg hlS openmg remarks at the May 2019
Silver Spring, MD open comment. (audio available on the FDA website)

Additionally, the proposed Hemp Program Rules are in conflict with various Vermont pharmacy
statutes and rules. There are many. A few examples can be found at Title 26, Chapter 036, Sub
Chapter 001, 2022 Definition of drug, manufacturing and manufacturers, practice of pharmacy,
wholesale distribution, and others. Title 26, Chapter 036, Sub Chapter 002 and 003.

Conflicts in-the proposed regulations exist with Title 18, Chapter 082. *

2. Without the direct supervision of a physician, cannabidiol (CBD) and tetrahydrocannabinol
(THC) use is neither safe nor effective.

Y

Cannabidiol has been studied in evidence-based trials. In September of 2018, the DEA on the
recommendation of the FDA placed cannabidiol {commonly known as CBD) in a schedule for
controlled substances requiring a practitioner’s prescription. Therefore, cannabidiol is under
the control of the federal government as a drug in Controlled Substance Schedule V {five).
Evidence-based study for relatively short time periods of 3-5 years has resulted in a list of
concerns. These concerns are listed in the package label and medication guide for Epidiolex,
brand name legend drug cannabidiol. These concerns can be found in three places

» “FDA continues to be concerned at the proliferation of products asserting to contain CBD that
are marketed for therapeutic or medical uses although they have not been approved by FDA.
Often such products are sold online and are therefore available throughout the country. Selling

) L3 H = 3



This deceptlve marketmg of un) en treatments also raises sngnlflcant publlc health concerns,

because patlents and other consumers may be lnfluenced not to use approved therapnes to

As a pharmacist, when dispensing Epidiolex {cannabidiol), | am required to provide each patient
with an advisory patient guide plus counsel on the following concerns:

@ e o @

Do not use this drug uniess monitored by a physician for elevations in liver enzymes, an
indication of liver damage. Have pretesting of liver enzymes prior to starting this medication, and
throughout use.

Do not drive or use heavy equipment while using this medication as it is associated with sedatlon,
lethargy and daytime sleepiness.

Do not stop this medication abruptly without consulting with your physician as stopping can result
in an increased incidence of seizures.

Immediately consult with your health professionals if you experience suicidal thoughts as the use
of CBD is associated with an increased risk of suicide. (Cannabidic! is a non-intoxication,
psychoactive drug. What does that mean? It effects the brain.)

There are reports of hypersensitivity reactions when taking CBD. Report any allergic reactions to
your physician and seek immediate medical help if these allergic reactions are severe.

As a side note, anyone handling cannabis sativa plants should take appropriate safeguards
against skin, mucous membrane, and respiratory exposure.

Gl disturbances have been reported by individuals who take CBD including abdominal pain,
diarrhea, drooling and others.

Increased irritability, agitation, aggression and anger are reported side effects of CBD.

If you are taking CBD, let your surgical team and anesthesiologist know as CBD can interfere with
anesthesia.

Use of CBD is likely to interfere with many other drugs you are taking such as the anticoagulant
warfarin.

Concurrent use of cannabinoids with alcohol has been associated with an increased incidence of
accidental death.

Pregnant and nursing mothers should not take cannabidiol or any other cannabmo:d as they have
been shown to harm the fetus. Cannabinoid use interferes with the normal development of the
brain and other organs. -

Cannabidiol has not been adequately studied as a.carcinogen.

Use of cannabidiol can put you at increased risk for bleeding/stroke and.infection.

Use of cannabidiol can lead to changes in immunosuppressive therapy

Although not proven in humans, in animal studies and in ongoing investigational study, it is
believed use of CBD may increase genetic abnormalities, decrease the ability of red blood cells to
carry iron, decrease peripheral nerves, and increase intraocular pressure leading to blindness.

b b
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The. FDA has authority over THCasan approve

i

d’rug Tetrahydrocannabinol (THC), Marinol is a

Controlled Substance Schedule Ili (three). Although not routinely prescribed due to it
unsatisfactory profile of adverse effects, THC is available on prescription for use weight loss
associated with anorexia in HiV patients and chemotherapy patients.

3. The rules as proposed for the Vermont Hemp Program are not in compliance with the
requirements of the USDA. :

The USDA has yet to release their hemp program regulations required by the 2018 farm funding
bill. Any rules drafted by the Vermont Department of Agriculture in meeting the requirements
of the UUSDA, which have yet to become public, are premature. Due process has not been met
for consumers to be fully aware of the impact of the Vermont proposed rules.

-4, The rules:as proposed fail to protect the public, including farmers, and the Vermant brand.

Both THC and CBD are legend drugs for a reason. Both THC and CBD are scheduled controlled
substances for a reason. The FDA makes recommendations on more than 100 years of
experience in protecting cansumers, {t makes no sense for these regulations to override that
expertise,

| suspect the FDA would tell you, it is not safe to manufacture CBD in one’s barn, basement or
bathroom, nor is it safe to provide CBD to the public without monitoring those individuals for
adverse events, properly labeling the products, protecting the products from improper storage
conditions, and other consumer harms. Of particular concern is the high rate of fungus in
cannabis crops. For example, Aspergillus can be deadly and is very, very difficult to identify in
testing of cannabis products.

“The agency (FDA} has and will continue to monitor the marketplace and take action as needed

* to protect the public health against companies illegally selling cannabis and cannabis-derived

products that can put consumers at risk and that are being marketed for therapeutic uses for
which they are not approved. At the same time, FDA recognizes the potential therapeutic
opportunities that cannabis or cannabis-derived compounds could offer and acknowledges the
significant interest in these possibilities. FDA continues to believe that the drug approval process
represents the best way to help ensure that safe and effective new medicines, including any
drugs derived from cannabis, are available to patients in need of appropriate medical

therapy. The Center for Drug Evaluation and Research {CDER} is committed to supporting the
development of new drugs, including cannabis and cannabls denved drugs through the

wﬁ

“FDA is not aware of any evidence that would call into question |ts current conclusions that THC
and CBD products are excluded from the dietary supplement definition under section
201(ff)(3)(B) of the FD&C Act. Interested parties may present the agency with any evidence that

.. they think has bearing on this issue. Our continuing review of information that has been

<
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It is not safe to introduce drugs of known concern, CBD and THC, into the food chain by feeding
cannabis sativa (whether from hemp or marijuana) in the form of pellets. Although hemp seeds
with scant amounts or no amount of THC and CBD are approved by the FDA for feed. Feed in
pellets or otherwise should not be confused with seed. How can the food Vermont brand be
protected if cows, hogs and chickens are being fed products containing CBD and THC?

®  Under section 301{ll) of the FD&C Act {21 U.S.C. § 331(ll}}, it is prohibited to introduce or deliver
for introduction into interstate commerce any food {including any animal food or feed) to which
has been added a substance which is an active ingredient in a drug product that has been
approved under section 505 of the FD&C Act {21 U.S.C. § 355], or a drug for which substantial -
clinical mvestlgatlons have been instituted and for which the existence of such mvestngatlons

* in December 2018 FDA com leted its evaluation of three generally recognized as safe (GRAS)
notices for the following hemp seed-derived food ingredients: hulled hemp seed, hemp seed
protein powder, and hemp seed oil. FDA had no questions regarding the company’s conclusion
that the use of such products as described in the notices is safe. Therefore, these products can
be legally marketed in human foods for the uses described in the notices, provided they comply
with all other requirements. httos://www.fda.gov/hews-gvents/public-héalth-focus/fda-

regulation- cannabzs—and-cannabxs~derweu m'oducts-questions-and’answers

5. The rules of the rules #

May 31, 2019
The Vermont Agency of Agriculture just scheduled its first public hearings on the state rules for late June,
in Brandon and Newport.
Stephanie Smith, with the Vermont Agency of Agriculture, said the.draft fules'on heémp cuigyapon were
released earlier this year and the rules are now in the public comment period.
“Thie agency does want to get the rules in place,” Smith said. “We would love to have them in place
before harvest season for the purposes of clarity to all the players in the industry, farmers:-and processors
alike.”

During the public hearing in Newport, Ms. Smith explained that the draft rules in hand during % =
the meeting were for the Vermont Hemp Pilot Program, and these.rules would then be adapted

as determined by the Department of Agriculture for submission to the USDA for the Vermont

Hemp Program. ‘

-
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It appears that what was posted by the Secretary of State as Hemp Rules in mid-May, were for
the then existing Hemp Pilot Program. It appears consumers have yet had an opportunity to
respond to the draft rules for the Hemp Program, as this program is now substantially different
from what existed in law previously for the Pilot Program. And to complicate matters, the Pilot
Program for Hemp appears not to be authorized at this time through legislative action.

Was the public given adequate notice?

Your time on this matter is appreciated.

Sincerely,

.

Judith Margulies
Vermont Pharmacist

Contact:

TemporarvLilac@eriia

508-699-6013

Attachment: Regulations —Hemp Program Comments (1 page)

&
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Regulations— Hemp Program Comments
Judith Margulies -
luly 5, 2019 ‘

temporarylilac@gmail.com; 508-699-6013

-

1. Remove all current proposals and reference to cannab;dlol as something that can be

extracted from any cannabis sativa plant.

2. Add a statement, CBD and THC are controlled substances under the authority of the FDA.,

3

Any extraction, processing, distribution or sale of CBD {cannabidiol} is forbidden unless licensed

by the Board of Pharmacy as a pharmacy or by the FDA.

3. All cannabidiol and tetrahydrocannabidiol products sold or dlstnbuted in Vermont must

adhere to the FDA requirements for drugs.

4. Include the following words:

The following hemp-derived products are approved for sale in Vermont
e Hemp seed

» Hemp seed oil

» Hulled hemp

» Hemp seed powder

» Hemp protein -

» Clothing

« Building material

» ltems made from hemp fi fiber *

« Flower/plant from a Vermont licensed Grower to a Vermont licensed Grower or Processor

HEMP PRODUCTS NOT APPROVED FOR SALE

The following products are NOT approved for sale in Vermont

» Any food product containing CBD;

« Any product containing CBD derived from hemp that makes.therapeutic/medicinal claims;
» Any product that contains hemp as dietary supplement;

« Animal feed that contains any hemp products;3

» Unpracessed or raw plant material, including the flower that is meant for end use by a consumer.
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HIGHLIGHTS OF PRESCRIBING INFORMATION

These highlights do not include all the Information needed to use EPIDIOLEX® safely
and effsctively. See full prescribing infarmation for EPIDICLEX.

EPIDIOLEX® {cannahidiol) aral solution, CV

Initial U.S. Approval: 2018

= {NDICATIONS AND USAGE --

EPIDIOLEX is |ndtcated for the treatment of seizures associated with Lennox-Gastaut
syndrome or Dravet syndrome in patients 2 years of age and oldar (1)

DOSAGE AND ADMINISTRATION sz

* Obtain serum transaminases (ALT and AST) and total bilirubin levels in all patients
prior to starting treatment. (2.1, 5.1)

« EPIDIOLEX is to be administered orally. (2.2)

* The recommended starting dosage is 2.5 mg/kg taken twice daily (5 mg/kg/day):
After one week, the dosage can be increased to a maintenance dosage of 5 mg/kg
twice daily (10 mg/kg/day). (2.2)

« Based on individual clinical response and telerability, EPIDIOLEX can be increased
up to a maximum recommended maintenance dosage of 10 mg/kg twice daily
{20 mg/kg/day). See Full Prescribing information for titration. (2,2)

* Dosage adjustment is recommended for patients with moderate or severe hapatic
impairment. (2.5, 8.6)

DOSAGE FORMS AND STRENGTHS s e
Oral solution: 100 mg/mL (3)

CONTRAINDICATIONS —
Hypersensntlvuty 1o cannabidio! or any of the ingredients | in EPIDIOLEX (4) -
WARNINGS AND PRECAUTIONS -

« Hepatocsilular Injury: EPIDIOLEX can cause transaminase elevations. Cancomitant
use of valproate and higher doses of EPIDIOLEX increase the risk of transaminase
slevations. See Full Prescribing Information for serum transaminase and bilirubin
monitoring recommendations. (5.1}

FULL PRESCRIBING INFORMAT!ON: CONTENTS*

1 INDICATIONS AND USAGE
2 DOSAGE AND ADMINISTRATION «
2.1 Assessments Prior to Initiating EPIDIOLEX
2.2 Dosage information
2.3 Administration Instructions
2.4 Discentinuation of EPIDIOLEX
2.5 Patients with Hepatic impairment
DOSAGE FORMS AND STRENGTHS
CONTRAINDICATIONS
WARNINGS AND PRECAUTIONS
5.1 Hepatocelfular Injury
5.2 Somnolence and Sedation
5:3 Suicidal Behavior and |deation
5.4 Hypersensitivity Reactions
5.5 Withdrawal of Antiepileptic Drugs (AEDs})
& ADVERSE REACTIONS -
6.1 Clinical Trials Experience
7 DRUG INTERACTIONS
7.1 Effect of Other Drugs on EPIDIOLEX
7.2 Effect of EPIDIOLEX on Other Drugs
7.3 Concomitant Use of EPIDIOLEX and Valproats
7.4 CNS Depressants and Alcohol
8 USE IN SPECIFIC POPULATIONS
8.1 Pregnancy

[ ]

« Somnolence and Sedation: Monitor for somnolence and sedation and advise
paﬁents not to drive or operate machinery until they have gained sufficiant
experience on EPIDIOLEX. (5.2)

* Suicidal Behavior and Idsation: Monitor patients for suicidal behavior and thoughts.
(5.3)

* Hypersensitivity Reactions: Advise patients to seek imimediate medical care.
Discontinue and do not restart EPIDIOLEX if hypersensitivity occurs. (5.4)

* Withdrawal of Antiepileptic Drugs; EPIDIOLEX should be gradually withdrawn to
minimize the risk of increased sefzure frequency and status epilepticus. (5.5)

. ~ ADVERSE REACTIONS

The most common adverse reactions (10% or more for EPIDIOLEX and greater than
placebo) are: somnolence; decreased appetite; diarrhea; transaminase elevations;
fatigue, malaise, and asthenia; rash; insomnia, sleep disorder, and paor quality Slesp;
and infections: {6.1):

To report SUSPECTED ADVERSE HEAGTIDHS camaut Greenwich Biosciences at
1-833-424-6724 (1-833-GBIOSCI) or FDA at 1-800-FDA-1088 or
www.lda. guv/msdwalch

< JRUG INTEHABTIDNS i

* Moderate or strong inhibitors of CYP3A4 or CYP2C19: Consider dose reduction of
EPIDIOLEX. (7.1)

« Strong inducer of CYP3A4 or CYP2G19: Consider dose increase of EPIDIOLEX,
(7.1)

« Consider a dose reducticn of substrates of UGT1AS, UGT2B7, CYP2CB, CYP2CS,
and CYP2C19 (e.g, clobazam); {7.2)

« Substrates of CYP1A2 and CYP2B6 may also require dose adjustment. (7:2)

-USE IN SPECIFIC POPULATIDNS =i,
Pregnancy: Based on animal data, may cause fetal harm. (8.1)

See 17 for PATIENT COUNSELING INFORMATION and Medication Guide
Revised: 12/2018

8.2 Lactation
8.4 Pediatric Use
8.5 Geriatric Use
8.6 Hepatic Impalrment
9 DRUG ABUSE AND DEPENDENCE
9.1 Controlled Substance
9.2 Abuse
9.3 Dependence

" 11 DESCRIPTION

12 CLINICAL PHARMACOLOGY
12,1 Mechanism of Actlon . i
12.2 Pharmacodynamics
12.3 Pharmacokinetics *
13 NONCLIMICAL TOXICOLOGY '
13.1 Garcinogenesis and Mutagenesis
14 CLINICAL STUDIES
14.1 Lennox-Gastaut Syndrome
14.2 Dravet Syndrome
16 HOW SUPPLIED/STORAGE AND HANDLING
16.1 How Supplied
16.2 Storage and Handling
17 PATIENT COUNSELING INFORMATION

* Sections or subsections omitted from the.full prescribing information are not listed.

e



FULL PRESCRIBING INFGRMATION ) ‘

1 INDICATIONS AND USAGE
EPIDIOLEX is indicated for the treatmeént of seizures associated with Lennox-
Gastaut syndrame (LGS} or Dravet syndrome (DS) in patients 2 years of age and
older. .

2 DOSAGE AND ADMINISTRATION
2.1 Assessments Prior o Initiating EPIDIDLEX
Because of the risk of hepatocellular injury, obtain serum transaminases (ALT
and AST) and total bilirubin levels in all patients prior to starting treatment with
EPIDIOLEX fseg Warnings and Precautions (5.1)].

2.2 Dosage information

» EPIDIOLEX is to be administerad orally.

« The starting dosage is 2.5 mg/kg twice daily (5 mg/ko/day).

* After one waak, the dosage can be increased to 2 maintenance dosage of
5 my/kg twice daily (10 mg/kg/day).

» Patients who are tolerating EPIDIOLEX at 5 mp/kg twice daily and require
further reduction of seizures may benefit from a dosage increase upto a
maximum recommended maintenance dosage of .10 mgrkg twice daily
(20 mg/kg/day), in weekly increments of 2.5 mg/kg twice daily (5 mg/kg/day),
as tolerated. For patients in whom a more rapid titration from 10 mg/kg/day to
20 mg/kg/day is warranted, the dosage may be increased no more frequently
than every other day. Administration of the 20 mg/kg/day dosage resulted
in somewhat greater reductions in seizure rates than the recommended
maintenance dosage of 10 mg/kg/day, but with an increase in adverse
reactions;

2.3 Administration Instructions - ’
Food may affect EPIDIOLEX levels [ses Clinical Pharmacology (12.3)].

A calibratad measuring device (gither 5 mL or 1 mL oral syringe) will be provided
and Is recommended to measure and deliver the prescribed dose accurately

[see How Supplied/Storage and Handling (16.1)]. A household teaspoon or
tablespoon is net an adequate measuring device.

Discard any unused EPIDIOLEX remaining 12 weeks after first opening the bottle
[see How Supplied/Storage and Handling (16.2)}. i

2.4 Discantinuation of EPIDIOLEX

When discontinuing EPIDIOLEX, the dosa should be decreased gradually As with
all antlepllepnc drugs, abrupt discontinuation should be avoided when possible,
to minimize the risk of increased seizure frequency and statiis eptleptlcus fsee
Warnings and Precautions (5.5)]. -

2.5 Patients with Hepatic Impairmsnl

Doss adjustment is recommanded in patients with moderate {Chlid-Pugh B)
hepatic impairment or severe (Child-Pugh C) hepatic impairment fsee Warnings
and Precautions (5.1), Use in Specific Pepulations (8.6); and Clinical
Pharmacology (12.3)]. It may be necessary to have slower dose titration in
patients with moderate or severe hepatic impairment than in patients without
hepatic impairment (see Table 1).

EPIDIOLEX does not require dose adjustment in patients with mild (Child-Pugh A}
hapatic impairmenL

Hepatlc ;smnlng .I.iﬁ;aga ..... M;Iﬁi;ﬁanna Maxlmum k|
impairment | Dosage Recommended
. Dosage

Mild: mg/kg twice daily | 10 mgrkg twice daily |
________ . - {20.marko/day)
Mnderale 1.25 mg/kg twice daily{ 2.5 mg/kg twice daity | 5 mofkg twice dally
(2.5 mg/kg/day) 1 (5 ma/kg/day) {10 mg/kg/day)

Severe 0.5 mg/kg twice daily | 1 mg/kg twice daity | 2 mg/kg twice daily’ ;

(1 mg/kg/day {4 mg/kg/day)

{2 mg/kg/day)

3 DOSAGE FORMS AND STRENGTHS
Cannabidiol oral solution; 100 mg/mL for oral administration. Each bottle
contains 100 mL of a clear, colorless to veliow solution.

4 CONTRAINDICATIONS
EPIDIOLEX is contraindicated in patiants with a history of hypersensitivity to
cannabidiot er any of the ingradients in the product fsee Dascription (11) and
Warnings and Precautions (5.4)).

5 WARNINGS AND PRECAUTIONS
5.1 Hepatocellular Injury
EPIDIOLEX causes dose-related efevations of liver transaminases (alanine
aminotransferase [ALT] and/or aspartate aminatransterase [AST)). In controlied
studies for LGS and DS, the incidence of ALT elevations above 3 times the uppar
limit of normal (ULN) was 13% in EPIDIOLEX-treated patients compared with 1%
in patients on placebo. Less than 1% of EPIDIOLEX-treated patients had ALT or
AST levels greater than 20 times the ULN. There were cases of transaminase

elevations associated with hospitalization in-patients taking EPIDIOLEX. In clinical
trials, serum transaminase elevations typically occurred in the first two months of
treatment initiation; however, there were some cases observed up to 18 months
after initiation of treatment, particularly in patients taking concomitant vaiproate.
Resolution of transaminase elevations cccurred with discontinuation of
EPIBIOLEX or reduction of EPIDIOLEX and/or concomitant valproate in about
two-thirds of the cases. in about one-third of the cases, transaminase elevations
resolved during continued treatment with EPIDIOLEX, without dose reduction,

RBisk Factors for Transaminase Elevation.

Concomitant Valproale and Clobazam

The majority of ALT elevations occutred in patients taking concomitant valproate
[see Drug Interactions (7.3)). Concomitant use of clobazam alse increased the
incidence of transaminase elevations, although to a lesser axtent than valproate
{see Drug Intsractions (7.2)). In EPIDIOLEX-treated patients, the incidence of
ALT elevations greater than 3 timas the ULN was 30% in patients taking both
concomitant valproate and clobazam, 21% in patients taking concomitant
valproate (without clobazamy), 4% in patients taking concomitant clobazam
{without valproate}, and 3% in patients taking neither drug. Consider
discontinuation or dose adjustment of valproate or clobazam if liver enzyme
elevations oceur.

Dose

Transaminase elevations are dose-related. Overali, ALT elevations greater than

3 times the ULN were reported in 17% of patients taking EPIDIOLEX 20 mg/kg/day
compared with 1% in patients taking EPIDIOLEX 10 mg/kg/day..

Basgling Transaminase Elavations
Patients with baseline transaminase fevels above the ULN had higher rates of
transaminase elevations when taking EPIDIOLEX. |n controlled trials (Studies 1,
2, and 3) in patients taking EPIDIOLEX 20 mg/kg/day, the frequency of treatment-
emergent ALT elavations greater than 3 times the ULN was 30% when ALT was
above the ULN at baseline, compared to 12% when ALT was within the normal
range at baseline. No patients taking EPIDIOLEX 10 mg/kg/day experienced ALT
elevations greater than 3 times the ULN when ALT was above the ULN at
bassline, compared with 2% of patients in whom ALT was within the norinal
range at baseling,

1 .
In general, transaminase slevations of greater than 3 times the ULN in the
presence of elevated bilirubin without an alternative explanation are an important
predictor of severe liver injury. Early identification of elevated liver enzymes may
dscrease the risk of a serious outcoms, Patients with elevated baseline
transaminase levels above 3 times the ULN, accompanied by elevations in
bilirubin above 2 times the ULN, should be evaluated prior to initiation of
EPIDIOLEX treatment.

Prior to starting treatment with EPIDIOLEX, abtain serum transaminases (ALT
and AST) and tofal bilirubin levels. Serum transaminases and total bilirubin levels
shouid be obtained at 1 month, 3 months, and 6 months after initiation of
treatment with EPIDIOLEX, and periodically thereafter or as clinically indicated,,
Serum transaminases and tota! bilirubin levels should a'so he abtained within

1 month following changes in EPIDIOLEX dosage and addition of or changes in
medications that are known to impact the Jiver. Consider more frequent
monitering of serum transaminases and bilirubin in patients who are taking
valproate or who have elevated liver enzymes at baseline.

if a patient develops clinical signs or symptoms suggestive of hepatic
dysfunction (e.g., unexplained nausea, vomiting, right upper quadrant abdominal
pain, fatigue, anorexia, or jaundice and/or dark urine), promptly measure serum
transaminases and total bilirubin and interrupt or discontinue traatment with
EPIDIOLEX, as appropriate; Discontinue EPIDIOLEX in any patients with
elevations of fransaminase fevels greater than 3 times the ULN and bilirubin
levels greater than 2 times the ULN. Patients with sustalned transaminase
elevations of greater than 5 times the ULN should also have treatment
discontinued, Patignts with prolonged elevations of serum transaminases should
be evaluated for other possible causes. Consider dosage adjustment of any
co-atministered medication that is known to affect the liver {e.g., valproate and
clobazam).

5.2 Somnolence and Sedation

EPIDIOLEX can cause somnolence and sedation. in controfled studies for LGS
and BS, the incidence of somnolence and sedation (including lethargy) was 32%
in EPIDIOLEX-treated patients, compared with 11% in patients on placebo and
was dose-related (34% of patients taking EPIDIOLEX 20 mg/kg/day, compared
with 27% in patients taking EPIDIOLEX 10 mg/kg/day). The rate was higher in
patients on concomitant clobazam (46% in EPIDIOLEX-treated patients taking
clobazam compared with 16% in EPIDIOLEX-treated patients not on clobazam),-
in generat, these effects were more common early in treatment and may diminish
with continued treatment, Other CNS depressants, including alcohal, could
potentiate the somnolence and sedation effect of EPIDIOLEX, Prescribers should
monitor patients for scmnolence and sedgtion and should advise patients not to
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drive or operate machinery until-they have gained sufficient experience on
EPIDIOLEX to gauge whether it adversely affects their ability to drive or operate
machinery,.

8.3 Suicidal Behiavior and Ideation
Antiepileptic drugs (AEDs), including EPIDIOLEX, increase the risk of suicidal
thoughts or behavior in patients taking these drugs for any indication. Patients

- treated with an AED for any indication should be monitored for the emergence or
worsening of depression, suicida) thoughts or behaviar, or any unusual changes
in mood or behaviar.

Pooled analyses of 199 placebo-controlied clinical trials (mono- and adjunctive
therapy) of 11 different AEDs showad that patients randomizaed to one of the
AEDs had approximately twice the risk (adjusted Relative Risk 1.8, 95% Cl:1.2,
2.7) of suicidal thinking or behavior compared to patients randomized to placebo.
In these trials, which had a median treatment duration of 12 weeks, the estimated
incidence rate of suicida! behavior or ideation among 27863 AED-treated patients
was 0.43%, compared to 0.24% among 16029 placebo-treated patients,
representing an increase of approximately one case of suicidal thinking or
behavior far evary 530 patients treated. There were four suicides in drug-treated
patients in the trials and none in placebo-treated patients, but the number is too
small to allow any cenclusion about drug effect on suicide.

The increased risk of suicidal thoughts or behavior with AEDs was observed as
early as 1 week after starting drug treatment with AEDs and persisted for the
duration of treatment assessed. Bacause most trials included in the analysis did
not extend beyond 24 weeks, the risk of suicidal thoughts or behavier beyond
24 weeks could not be assessed.

Tha risk of suicidal thoughts or behavior was generally consistent among drugs
in the data analyzed. The finding of increased risk with AEDs of varying
mechanisms of action and across a range of indications suggests that the risk
applies to all AEDs used for any indication. The risk did not vary substantially by
age (5-100 years) in the clinical trials analyzed. Table 2 shows absolute and
relative risk by indication for all evaluated AEDs.

Table 2: Risk of Suicidal Thaughts or Behaviors ty indication for Antiepileptic
.Brugs In the Paoled Analysis

& ADVERSE REACTIONS
Tha following important adverse reactions are described elsewhere in labeling:
* Hepatacellular Injury [sse Warnings and Precautions (5.1)]
* Somnolence and Sedation fsee Warnings and Precautions (5.2)]
* Suicidal Behavior and Ideation [ses Warnings and Precautions (5.3)]
* Hypersensitivity Reactions [ses Warnings and Precautions (5.4)]
= Withdrawa! of Antiepileptic Drugs [ses Warnings and Precautions (5.5)]

6.1 Glinical Trials Experlence ‘

Because clinical trials are conducted under widely varying conditions, adverse
reaction rates observed in the clinica! trials of a drug cannot be directly compared
to rates in the clinical trials of another drug and may not reflect the rates
observed in practice.

In controlled and uncontrolled trials in patients with LGS and DS, 689 patients
ware treated with EPIDIOLEX, including 533 patients:treated for nigre than

6 months, and 391 patients treated-for mors than 1-year. In an expafided access
program and other compassionate use programs, 161 patients with DS and LGS
were treated with EPIDIOLEX, including 109 patients treated for mare than

6 months, 81 patients treated for more than 1 year, and 50 patients treated for
mare than 2 years.

in placebo-controlled trials of patients with LGS or DS (includes Studies 1, 2, 3,

and a Phase 2 controlled study in DS}, 323 patients received EPIDIOLEX. Adverse

reactions are presented balow; the duration of treatment in these trials was up to

14 weeks, Approximately 46% of patients were female, 83% were Caucasian, and

xlEeDmean'age was 14 years {range 2 to 48 years), All patients were taking other
S.

In controlled trials, the rate-of discontinuation as a result of any adverse reaction
was 2.7% for patients taking EPIDIOLEX 10 mg/kg/day, 11.8% for patients taking
EPIDIOLEX 20 mg/kg/day, and 1.3% for patients an placebo. The most frequent
cause of discontinuations was transaminase elevation, Discontinuation for
transaminase elevation occurred at an Incidence of 1.3% in patients taking
EPIDIOLEX 10 mg/kg/day, 5.9% in patients taking EPIDIOLEX 20 mg/kg/day, and
0.4% in patients on placebo. Somnolence, sedation, and lethargy led to
discontinuation in 3% of patients taking EPIDIOLEX 20 mg/kg/day compared to
0% of patients taking EPIDIOLEX 10 mg/kg/day or on placebo.

The most common adverse reactions that occurred in EPIDIOLEX-treated patients
(incidence at least 10% and greater than placebo) wara somnolence; decreased
appetite; diarrhea; transaminase elevations; fatigue, malaise, and asthenia; rash;
insomnia, sleap disorder, and peor quality sleep; and infections.

Table 3 lists the adverse raactions that were reported in =3% of EPIDIOLEX-
treated patients, and at a rate greater than those on placebo in the placebe-
controlied trials in LGS and DS,

Tabie 3: Adverse Reactions in Patients Treated wilh EPIDIOLEX in Controlied Trials

.| Indication Piacebo Drug Patienis Relative Hisit: Risk Difference:
. . Patients with Events Incidence of | Additional Drug |,
with Events Per1000 .| EvenmisinDrug | Patienls with
oy _ Per1000 Patienis Patients/ § Events Per
- Patients Incidence 1000 Patients
in Plagebo
Palients .
Epilepsy 34 . .38 24
85 .b...15 e 29

Toer | 10 _ .18 19 09 :
| Total 24 1 43 {1 8. | 18 . _

The relative risk for suicidai thoughts or behavior was higher In clinical trials in
patients with epilepsy than in cinical trials In patients with psychiatric or other
conditions, but the absolute risk differences were similar for the apilepsy and
psychiatric indications,

Anyone considering prescribing EPIDIOLEX or any other AED must balance the
risk of suicidal thoughts or behaviors with the risk of untreated iliness. Epitepsy
and many other ilinesses for which AEDs are prescribed are themselvas
associated with morbidity and mortality and an increased risk of suicidal
thoughts and behavior. Should suicidal thoughis and behavior emerge during
treatment, consider whether the emergence of these symptoms in any given
patient may be related to the iliness being treated.

5.4 Hypersensitivity Reactions

EPIDIOLEX can cause hypersensitivity reactions. One subject in the EPIDIOLEX
clinical trials had pruritus, erythema, and angicedema requiring treatment with
antihistamines. Patients with known or suspected hypersensitivity to any
ingredients of EPIDIOLEX were exciuded from the clinical trials. {f a patient
develops hypersensitivity reactions after treatment with EPIDIOLEX, the drug
should be discontinued. EPIDIOLEX is contraindicated in patients with a prior
hypersensitivity reaction to cannabidiol or any of the ingredients in the product,
which includes sesame seed of! fsee Description (11)]:

5.5 Withdrawal of Antiepileptic Drugs (AEDs)

As with most antiepileptic drugs, EPIDIOLEX should generally be withdrawn

gradually because of the rigk of Increased seizure frequency and status

epilepticus [see Dosage and Administration (2.4) and Ciinical Studies (14)]. But if
- withdrawal (s needed because of a serious.adverse event, rapld discontinuation

can be considered:

EPIDIOLEX " " |  Placeho’
Adverse Reactions 10 mg/g/day | 20 mo/kg/day
’ N=75 .......... . N=238 P N=221 sep
e Y. o

‘Hepatic Disorders _
ansaminases elevated

fGas!rol_nlasl\lnal Disorders

Decreased appetite 18 22 5
Diatrhea ] 20 9
Weight decrsasgd . 3 S | 1.
Gastroenteritis i. 0 4 1
..... Abdominal pain, discomfort 3 3
Nervous System Disorders . S
Somnolence™ 25 8
i Sedation T T
Lathargy 8 2
T, T Y
| Insomnia, sleap disorder, . 5 4
- poor quality sleep
Irritability, agitation 8 5 .2
Aggression, anger i 3 "] .«
_ Drooling, salivary hyparsecretion |, 1 4 1 .«
M (continued)



Tahle 3 Adverse Heactlons In Patients Treated with EPIDIOLEX in Controlled Trials

: “EPIDIOLEX ~ Placabo
| Rdversa Reactions 10 mg/kg/day | 20 mp/kg/day.
N=75 | N=238 :
. % %
“{Infactlons - . . .
 Infection, all 4 40 ¢ 3t
Infection, viral 7 8
Pneumonia K8 s
Infection, fungal R 3 0
Infection, other 2B ] 21 |24
Other )
Rash A T
_Hypoxia, respiratory failure o3 3

Adverse reactions were similar across LGS and DS in pedlatrlc and agult patients

Decreaself Woight:

EPIDIOLEX can'cause weight 10ss. In the controlled trials of patients with LGS or
DS, based on measured weights, 16% of EPIDIOLEX-treated patients had a
decrease in weight of 5% from their baseline weight, compared to 8% of
patients on placebo, The decrease in vseight appeared to be dose-related, with
18% of patients on EPIDIOLEX 20 mg/kg/day experiencing a decrease in weight
>5%, compared to 9% in patients on EPIDIOLEX 10 mg/kg/day. In some cases,
the decreasad wexght was reporled as an adverse avent (see Table 3).

“EPIDIOLEX can calse decreases in hemoglobin and hematocrit, In controlled
trials of patients with LGS or DS, the mean decrease in hemoglobm from baseline
to end of treatment was -0.42 g/dL. in EPIDIOLEX-treated patients and -0.03 g/dL
in patients on placebo. A carresponding decrease in hamatocrit was also
observed, with a mean change of -1.5% in EPIDIOLEX-treated patients, and
-0:4% in patients or placebo.There was no etfect on red blood cell indices. Thirty
percent (30%) of EPIDIOLEX-treated patients developed a new laboratory-defined
anemia during the course of the study (defined as a normal hemaglobin
concentration at baseline, with a reported value less than the lower limit of
normal at a subsequent time poInQ, versus 13% of patients on placebo..

Increasss in Greatining

EPIDIOLEX can cause elevations in serum creatining, The mechanism has not
been determined. In controlled studies in healthy adults and in patients with LGS
and DS, an increase in serum creatinine of approximately 10% was observed
within 2 weeks of starting EPIDIOLEX. The increase was reversible in healthy
adults. Reversibility was not assessed in studies in LGS and DS,

7 DRUG INTERACTIONS
7.1 Effect of Gther Drugs on EPIDIOLEX
ar: ibit CVPAAL

: i i - .
EPIDIOLEX is metabolized by CYP3A4 and CYP2C19. Therefore, coadministration
with a moderate-ar strong inhibitor of GYP3A4 or CYP2G18 will increase
cannabidiol plasma cancentrations, which may rasult in a greater risk of adverse
reactions {see Clinical Pharmacology (12.3)]. Consider a reduction in EPIDIOLEX
dosage when coadministered with a moderate or strong inhibitor of CYP3A4 ar
GYP2019

Goadmmlstraﬂon w:th a strong GYP3A4 or CYP2C19 inducer will decrease
cannabidiol plasma concentrations, which may lower the efficacy of EPIDIOLEX
{see Clinical Pharmacology (12.3)]. Consider an increase in EPIDIOLEX dosage
(based on clipical responss and tolerability) when coadministered with a strong
CYP3A4 or CYP2G18 inducer.

7 2 Ellel:t ol EPIDI[)LEX on Other Drugs
CYPIAZ, CYRIRG,

“In vnro data predlct drug- drug Interactions with CYP1 bstrafes (e. g .
theophylline, caffeine), CYP2B6 substrates (e.g., bupropion, efavirenz), uridine
5' diphospho-glucuronasyltransferase 1A9 (UGT1A9) {e.g., diflunisal, prapofoi,
fenofibrate), and UGT287 (e.g., gemfibrozil, lamotrigine, morphine, lorazepam)
when coadministered with EPIDIOLEX. Coadministration of EPIDIQLEX is also
predicted to cause clinically significant intaractions with CYP2C8 and CYP2CS
{e.0., phenytoin) substrates, Because of potential inhibition of enzyme activity,
consider a reduction in dosage of substrates of UGT1AS, UGT2B7, CYP2C8, and
CYP2C9, as clinically appropriate, if adverse reactions are experienced when
administered concomitantly with EPIDIOLEX. Because of potentlal for both
induction and inhibition of enzyme activity, consider adjusting dosage of
substrates of CYP1A2 and CYP2B6, as clinically appropriate.

4
it CYPISIS ]

In vivo data show that coadministration of EPIDIOLEX increases plasma
concentrations of drugs that are metabelized by (i.e., are substrates of) GYP2C19
{e,g., diazepam) and may increase the risk of adverse reactions with these
substrates [see Glinical Pharmacology {12.3)]. Consider a reduction in dosage of
sansitive CYP2C19 substrates, as clinically appropriate, when coadmlmstered
with EPIDIOLEX.

Clobazam

Coadministration of EPIDIOLEX produces a 3-fold increase in plasma
concentrations of N-desmethylclobazam, the active metabolite of clobazam (a
substrate of CYP2C19) [see Clinical Pharmacology (12.3}). This may incraasa the
risk of clabazam-related adverse reactions [see Warnings and Pracautions (5.1,
5.2)]. Consider a reduction in dosage of clobazam if adverse reactions known to
occur with clobazam are experienced when co-administered with EPIDIOLEX.

7.3 Cancomitant Use of EPIDIOLEX and Valproate

Concomitant use of EPIDIOLEX and valproate increases the incidence of fiver
anzyme elevations [see Warnings and Precautions (5.1)}. Discontinuation or
reduetion of EPIDIOLEX and/or concomitant valproate should be considered.
Insufficient data are available to assess the risk of concomitant administration- of
other hepatotoxic drugs and EPIDIOLEX,

7.4 CNS Depressants and Alcohol
Concomitant use of EPIDIOLEX with other CNS depressants may iricrease the risk
of-sedation and somnolence see Warnings and Precautions (5.2)].

8 USE IN SPECIFIC POPULATIONS

8.1 Preunam:y
P 6 R

Therels a pregnancy exposure registry that monitors pregnancy outcomes in
women exposed to antiepileptic drugs (AEDs), such as EPIDIOLEX, during
pregnancy. Encourage women who are taking EPIDIOLEX during nregnancy to
enroll in the North American Antlepileptic Drug (NAAED) Pregnancy Registry
by calling the toll free number 1-888-233-2334 or visiting
hitp://www.aedpregnancyregistry.org/.

There are no adequate data on the developmental risks associated with the use of
EPIDIOLEX in pregnant women. Administration of cannabidiol to pregnant
animais produced evidence of developmental toxicity (increased embryofetal
mortality in rats and decreased fetal body weights in rabbits; decredsed growth,
delayed sexual maturation, long-term neurobehavioral changes, and adverse
effects on the reproductive system in rat offspring) at maternal plasma exposures
similar to (rabbit) or greatsr than {rat) that in humans at therapeutic doses {see
Animal Dafa}. \n the U.S, general population, the estimated background risk of
major birth defects and miscarriage in clinically recugnized pregnancies is 2-4%
and 15-20%, respectively. The background risks of major birth defects and
miscarriage for the indicated populations are unknown,

Data

Animal Data

Oral administration of cannabidial (0, 75, 150, ar 250 mg/kg/day) te pregnait rats
throughout the period of organogenesis resuited in embryofetal mortality at the
highest dose tested. There were no other drug-related maternal or developmental
effects. The highest no-effect dose for embryofetal toxicity in rats was associated
with maternal plasma cannabidiol exposures (AUC) approximately 16 times that
in humans at the recommended human dose (RHD) of 20 mg/kg/day.

Qral administration of cannabidiol {0, 50, 80, or 125 mgrkg/day) to pregnant
rabbits throughout arganogenesls resulted in decreased fetal body weights and
increased fetal structurai variations at the highest dose tested, which was also
associated with maternal toxicity. Maternal plasma cannabidiol exposures at the
no-effact level for embryofetal developmental toxicity in rabbits were less than that
in humans at the RHD. .

When cannabidiol (75, 150, or 250 mg/kg/day) was orally administered to rats
throughout pregnancy and lactation, decreased growth, delayed sexual
maturation, neurobehavioral changes {decreased activity), and adverse effects on
male reproductive organ development (small testes in adult offspring) and fartility
were observed in the offspring at the mid and high dose. These effects accurred
in the absence of maternal toxicity, The no-effect dose for pre- and postnatal

" developmental toxicity in rats was assoclated with maternal plasma cannabidiol

exposures approximately 9 times that in humans at the RHD.

8.2 Lactation

Risk Surmmaty:

There are no data on the presence of cannabidiol or its metabolites in human
milk, the effects on the breastfed infant, or the effects on milk production. The
developmental and health benefits of breastieeding should be considered along
with the mother's clinical need for EPIDIOLEX and any potential adverse effects
on the breastfed infant from EPIDIOLEX or from the underlying maternal
condition.

AN = £
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8.4 Pediatric Use

Safety and effectiveness of EPIDIOLEX for the treatment of seizures associated
with Lennox-Gastaut syndrome or Dravet syndrome have been established in
patients 2 years of age and older.

Safaty and effactiveness of EPIDIOLEX in pediatric patnents below 2 years of age
have not been established. .

Juvenile Animal Data. :
" Administration of cannabidiol (subcutangous doses of 0 or 15 mg/kg on’

Postnatal Days (PNDs) 4-6 followed by oral administration of 0, 100, 150, or
250 mg/kg an PNDs 7-77) ta juvenile rats for 10 weeks resulted in increased body
weight, delayed malg sexual maturation, neurobehavioral effects (decreased
locomator activity and auditory startle habituation), increased bone mineral
density, and liver hepatocyte vacuolation. A no-effect dose was not established.
The lowest dose causing developmental toxicity in juvenile rats (15 sc/

100 po mg/kg) was associated with cannabidiol exposures approximately

30 times that in humans at the recommended dose of 20 mg/kg/day.

8.5 Geriatric Use

Clinical trials of EPIDIOLEX in the treatment of LGS and DS did not include any
patlents aged above 55 years to determine whether or not they respond differently
from younger patients. In general, dose selection for an elderly patient should be
cautious, usually starting at the low end of the dosing rangs, reflecting the greater
frequency of decreased hepatic, renal, or cardiac function, and of concomitant
disease or other drug therapy [see.Dosage and Administration (2.5), Warnings
and Precautions (5.1), and Glinical Pharmacology {12.3)].

8.6 Hepalic Impairment

Bacause of an increase in exposure to EPIDIOLEX, dosage adjustments are
necessary in patients with moderate or severs hepatic impairment [see Dosage
and Administration (2.5), Warnings and Precautions (5.1), and Clinical
Pharmacology (12.3}]. EPIDIOLEX does not require dosape adjustments-in
patients with mild hepatic impairment, '

9 DRUG ABUSE AND DEPENDENCE
9.1 Controlied Substance-
EPIDIOLEX is controfled in Schedule V of the Controlled Substances Act.

9.2 Ahisse

Animal abuse-refated studies show that cannabidiol does not produce
cannabinoid-like bahavioral responses, including generalization to delta-8-
tetrahydrocannabinol (THC) in a drug discrimination study. Cannabidiol also does
not produce animal seif-administration, suggesting it does not produce rewarding
effects. In a human abuse potential study, acute administration of cannabidiol to
non-dependent adult recreational drug users at therapeutic and supratherapeutic
doses of 750, 1500, and 4500 mg in the fasted state (equivalent respectively to
10, 20, and 60 mg/kg in 2 75 kg adult) produced responses on positive subjective
measures such as Drug Liking and Take Drug Again that were within the
acceptable placebo range. In contrast, 10 and 30 mg of dronabino! (synthetic

. THC) and 2 mg alprazelam produced large increases on positive subjective

1

measures compared to placebo that were statistically significantly greater than
thase praduced by cannabidiol. In other Phase 1 clinical studies conducted with
cannabidiol, there were no reports of abuse-related adverse events,

9.3 Dependence

In a human physical dependence study, administration of cannabidiol 1500 mg/day
(750 mg twice daily} to adults for 28 days did not produce signs or symptoms of
withdrawal gver a 6-week assessment period begihning three days after drug
discontinuation. This suggests that cannabidiol fikely does not produce physical
dependence.

DESCRIPTION

Cannabidiol is a cannabinoid designated chemically as 2-[(1R,6R)-3-Msthyl-6-(1-
methylethenyl}-2-eyclohexen-1-yi}-5-pentyl-1,3-benzenediol (IUPAG/CAS). its
empirical formula is Ga1Hse02 and its molecular weight is 314.46. The chemical
structure is:

=

ol ANy 1
Cannabidiol, the active ingredient in EPIDIOLEX, is a cannabmmd that naturally
occurs in the Cannabis sativa L. plant,

Cannabidiol is a white to pale yellow crystalilne solid. It is insoluble in water and
is soluble in organic salvants.

HgC/
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EPIDIOLEX (cannabidlol) oral solution is a clear, coloriess to yeilow liquid
containing cannabidio! at a concentration of 100 mg/mL. Inactive ingredients
include dehydrated alcohal, sesame seed oil, strawberry flavor, and Sucraidse,.
EPIDIOLEX contains no ingredient made from a gluten-containing grain (wheat,
barlay, or rye).

12 CLINICAL PHARMACOLOGY
12.1 Mechanism of Action
The precisa mechanisms by which EPIDIOLEX exerts its anticonvulsant effect in
humans are unknown. Cannabidiol does not appear to exert its anticonvulsant
gffects through interaction with cannabineid receptors.

12.2 Pharmacodynamics
There are no relevant data on the pharmacodynamic effects of cannab|d|o|

12.3 Pharmacokinetics )
Cannabidio! demonstrated an increase in exposure that was fess than dose-
proportiona! aver the range of 5 to 20 mg/kg/day in patients,
Absuation.
Cannabidio! has a time to maximum plasma concentration (Tya) 0f 2.5 t0
5 hours at steady state (Css).

Effect of Food

Coadministration of EPIDIOLEX with a high-fat/nigh-calofie meal increased

Conax Dy S-fold, AUG by 4-fold, and reduced the total variability, compared with

the fasted state in healthy volunteers [see Dosage and Administratiori (2.2)},
Distribution

The apparent volume of distribution in healthy volunteers was 20963 L to

42849 L Protein binding of the cannabidiol and its metaholites was >94%

in vitro, ,

%
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“Thé hali-life of cannabidia! In plasma was 56 te 61 houirs after twice-daily
dosing for 7 days in heaithy volunteers. The plasma clearance.of cannabidiol
following a single EPIDIOLEX 1500 mg dose (1.1 times the maximum
recommended daily dosage) is 1111 L/h.

Metabolism

Cannabidiol is metabolized in the liver and the gut (primarily in the liver) by
CYP2C19 and CYP3A4 enzymes, and UGT1A7, UGT1A8, and UGT287
isoforms,

After repeat dosing, the active metaboiite of cannabidiol, 7-0H-CBD, has a 38%
lower AUC than the parent drug. The 7-OH-CBD metabelite is converted to
7-CO0H-CBD, which has an approximately 40-fold higher AUC than the parent
drug: Based on preclinical models of seizure, the 7-0H-CBD metabalite is:
active; however, the 7-COOH-GBD metabofite is not active,
Excretion k4
EPIDIOLEX is excrsted in feces, with minor renal clearance:

Ponnlation!
Patients with Hepatic Impairment
No effects on the exposures of cannabidiol or metabolite exposures ware
observed following administration of a single dose of EPIDIOLEX 200 mg in
patients with mild (Child-Pugh A) hepatic impairment. Patients with moderate
{Child-Pugh B} or severe {Child-Pugh C) hepatic impairment had an
approximately 2,5 to 5,2-fold higher AUC, compared with healthy volunteers
with normal hepatic funetion [see Dosage and Administration (2.5), Warnings
and Prez:autmns {5 1 ) Use in Specitic Populations (8.6)].

n Vltro Assessmenr of Drug Interacnans '
i2ini 2

Cannabidlol isa substrate for cytuchmme p450 CYP) enzymes CYP3A4 and
CYP2C13. Gannabidiol has the potential to inhibit GYP2C8, CYP2C9, and
CYP2C19 at clinically relevant concentrations..Cannabidio! may induce or
inhibit CYP1A2 and CYP2B6 at clinically relevant cancentratians. Cannabidiol
inhibits uridine 5°-diphospho-glucuronosyktransferase (UGT) enzymes UGT1A9
and UGT2B7, but does not inhibit the UGT1A1, UGT1A3, UGT1A4, UGT1AS, or
UGT2817 isoforms:

Cannabidiol and the cannabidiol metabolite, 7-0H-CBD, are not anticipated to
interact with BORP, BSEP, MDR1/P-pg, OAT1, OAT3, OCT1, OCT2, MATE®,
MATE2-K, OATP1B1, or OATP183. The cannabidiol metabolite, 7-CO0H-CBD,
is not a substrate of BCRP, OATP181, QATP1B3, or OCT1. However, 7-CO0H-
CBD is a substrate for P-gp. 7-GOOH-CBD is an inhibitor of transpert mediated
via BCRP and BSEP at clinically relevant concentrations.



ln Mvo Assessment of Drug Interacﬂoﬂs
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- C/obazam and Valpraate
The interaction potential with other AEDs {clobazam and valproate) was
evaiuated in dedicated clinical studies following coadministration of EPIDIOLEX
(750 mg twice daily in healthy volunteers and 20 mg/kg/day in patients).
Coadministration with clobazam in healthy volunteers increased the cannabidiol
active metabolite 7-OH CBD mean Cpax by 73% and AUG by 47%; and
increased tha ciobazam activa metabolite, N-desmathylclobazam, C,. and AUC
by approximately 3-fold {see Drug Interactions (7.2)].When EPIDIOLEX was
coadministered with valproate, there was no effect on valproate exposure.
Effect of EPIDIOLEX on Midazolam
Coadministration of EPIDIOLEX with midazolam (a sensitive GYP3A4
substrate) did not result in changes in plasma concentrations of midazolam
compared to midazolam administered alone.

13 NONCLINICAL TOXICOLOGY
13.1 carclnngenesls and Mutagenesis
; N

Adequate studxes of the carcinagenic potential of cannabidiol have not been
conducted

Ming :

Cannahidiol was negative for genotoxicity in in vitro (Ames) and in vivo (rat
Comet and bone marrow micronucleus) assays.

impairment of Fertiliy

Oral administration ot cannabidiol (0, 75, 150, or 250 mg/ka/day) to male and
female rats, prior to and throughout mating and continuing in females during
early gestation, produced no adverse effacts on fertility. The highast dose testad
was associated with plasma exposures approximately 60 times that in humans at
the maximum recommended human dose (20 mg/kg/day).

14 CLINICAL STUDIES
14.1 Lennox-Gastaut Syndrame
The effectiveness of EPIDIOLEX for the treatment of seizures associated with LGS
was established in two randomized, double- bhnd placebo-controlled trials in
patients aged 2 to 55 years.

Study 1 (N=171) compared a dose of EPIDIOLEX 20 mo/kg/day with placebo.
Study 2 (N=225) compared a 10 mg/kg/day dose and a 20 mg/kg/day dose of
EPIDIOLEX with placebo. In both-studies, patients had a diagnesis of LGS and
were inadequately controifed on at least one AED, with or without vagal nesrve
stimulation and/or ketogenic diet. Both trials had a 4-wesk baseline pariod,
during which patients were required to have a minimum of 8 drop seizures
(22 drop seizures per week). The baseline period was followed by a 2-week
titration period and a 12-week maintenance pericd.

in Study 1, 94% of patients were taking at least 2 concomitant AEDs. The most
frequently used concomitant AEDs (>26%) in Study 1 were clobazam (49%),
valproate (40%), lamotrigine {37%), levetiracetam (34%), and rufinamide (27%).
In Study 2, 94% of patients were taking at least 2 concomitant AEDs. The most
frequently used concomitant AEDs (>25%) in Study 2, were clobazam (49%),
valproate (38%), levetiracetam (31%), lamotrigine (30%), and rufinamide (29%).

The primary efficacy measure in both studies was the percent change from
baseline in the frequency (per 28 days) of drop seizures (atonic, tonic, or tonic-
tlonic seizures) over the 14-week treatment period. Key secondary endpoints in
both studies included analyses of change in total seizure frequency and changes
from baseline in the Subject/Caregiver Global Impression of Change (S/GGIC)
score at the last visit. For the S/CGIC, the following question was rated on a
7-point scale: “Since [you/your child] started treatment, please assess tha status
of [your/your ¢hild’s] overall condition (comparing {your/thair} condition now to
{your/their] condition before treatment} using the scale below." The 7-point scals
was as follows: "Very Much Improved” (1); “Much Improvad” {2); “Slightly
Improved” (3); “No Change" (4); “Shghtly Warse" (5); "Much Worse” (6); “Very
Much Worse” (7).

In Studies 1 and 2, the median percent change from baseline {reduction) in the
frequency of drop seizures was significantly greatar for both dosags groups of
EPIOIOLEX than for placebo (Table 4). A reduction in drop seizures was observed
within 4 weeks of initiating treatment with EPIDIOLEX, and the eftect ramained
genérally consistent over the 14-week treatment period.

Tahle 4: csanuefm Dmp Seizure Frequam:y in Lennox~Gastaut Syndrome durmg

ihe Teoat Paripd’ (smdfw 1 and 2y
Drap Seizure Frequency Placabe “EPIDIOLEX EPIDIOLEX
{fper2BDays) | 10 mo/kg/day 20 mg/ko/day
" {Study 1 N85 _NA .N=BB
.| Baseline Period Median 75 N/A Al
| Median Parcantage Change -22 A -44
During Treatment
p-value compared to placabo 0.01
Sz TR P W5e
Basgline Period Median 80 87 - 88
:Median Percentage Change 17 -37 -42
fDuring Treatment
p-value compared to placebo | ) <0 01 <0.01

Figure 1 displays the percentage of panents by category of reduction from
baseline-in drop seizurs frequency per 28 days during the treatment period in
Study 1.

Figure 1: Proportion of Patients by Category ol Seizurs Response for EPIBIGLEX
and Placebo In Patlents with Lennox-Gastaut Syndrome {Study 1)
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Figure 2 displays the percentage of patients by category of reduction from
haseline in dmp seizure fraquency {per 28 days) during the treatment period in
Study2. -~

Figure 2: Proportion of Patients by Category of Seizure Response for EPIDIOLEX
and Placebo in Patients with Lennox-Gastaut Syndrome (Study 2)
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In Study 1, 3 of 85 {4%) patients in the EPIDIOLEX 20 mg/kg/day group raported
no drop seizures during the maintenance period, compared to 0 patients in the
placebo group..In Study 2, 3 of 73 {4%) patients in the EPIDIOLEX 10 mg/kg/day
group, 5 of 76 {7%) patients in the EPIDICLEX 20 mg/kg/day group, and 1 of 76
{1%) patients in the piacebo group reported no drop seizures during the
malntenance period.




In LGS patients, EPIDIOLEX was associated with significant reductions in total
seizire frequency (drop and non-drap seizures) versus placebo. During the
freatment period in Study 1, the median percent reduction in total seizure
frequency {per 28 days) was 41% in patients taking EPIDIOLEX 20 mg/kg/day
compared to 14% in patients taking placebo (p<0.01). In Study 2, the median
percent reduction in total seizure frequency (per 28 days) was 36% in the

10 mg/kg/day group, 38% in the 20 mg/kg/day group, and 18% in the placebo
group {p<0.01 for both groups).

A-greater improvement on the Subject/Caregiver Global Impression of Change
{S/CGIC) was reparted in patients treated with EPIDIOLEX compared with placebo
in Studies 1 and 2. In Study 1, the mean S/CGIC score at last visit was 3.0 in the
20 mg/kg/day EPIDIOLEX group (corresponding to “slightly improved”)
compared with 3.7 {(most closely associated with “no change"} in the placebo
group (p<0.01). In Study 2, the mean S/CGIC score at last visit was 3.0 and 3.2

in the 10 mg/kg/day and 20 mg/kg/day EPIDIOLEX groups, respectively (“slightly
improved”), compared with 3.6 (“ne change") in the placeba group (p<0.01 and
p=0.04, respectively).

14.2 Dravet Syndrome

The eftectiveness of EPIDIOLEX for the treatment of seizures associated with DS
was demonstrated in a single randemized, double-blind, placebo-controlled trial
in 120 patients aged 2 to 18 years. Study 3 compared a dose of EPIDIOLEX

20 mg/kg/day with placebo. Patients had a diagnosis of treatment-resistant DS
and were inadequately controlled with at least one concomitant AED, with or
without vagal nerve stimulation or ketogenic diet. During the 4-week baseling
period, patients were requirad to have at least 4 convulsive seizures while on
stable AED therapy. The baseline period was followed by a 2-week titration pericd
and a 12-week maintenance period. The primary efficacy measure was the
percent changa from baseling in the frequency (per 28 days) of convulsive
seizures. (all countable atonic, tonic, clonic, and tonic-clonic seizures) over the
14-week treatment period. -

In Study 3, 93% of patients were taking at least 2 concomitant AEDs during the
trial. The most commonly used concomitant AEDs (>25%) in Study 3 were
clobazam (65%), valproate (57%), stiripentol (43%), levetiracetam (28%), and
topiramate (26%). The baseline median convulsive seizure frequency was 13 per
28 days for the combined groups.

The median percent change from basefine (reduction) in the frequency of
convulsive seizuras was significantly greater for EPIDIOLEX 20 mg/kg/day than
for placebo (see Table 5). A reduction in convuisive seizures was observed within
4.weeks of initiating treatment with EPIDIOLEX and the effect remained genarally
consistent over the 14-week traatment period.

Tahle 5: Change in Convulsive Seizure Frequency in Dravet Syndrome during the
Treatment Period {Stugy 3)

| Total Convuisive Seizure Placebo EPIDIOLEX

| Frequency (per 28 Days) 20 mg/kg/day
Study3 . N=bg N=61
Baseling Pariod Median 15 12
Median Percentage Change -13 -39
During Treatment :

| p-value compared to placeho 0.01

baseline in convulsive seizure frequency (per 28 days) during the treatmeant
period in Study 3.

Figure 3: Proportion of Patlents by Category of Seizure Response for EPIDIOLEX
and Placehn in Patients with Dravat Syndrome (Study 3)
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in Study 3, 4 of 60 (6:7%) patients treated with EPIDIOLEX 20 mgrkg/day
reported no convulsive seizures during the maintenance period, compared to
0 patients in the placebo group.

16 HOW SUPPLIED/STORAGE AND HANDLING

16.1 How Supplied

EPIDIOLEX Is a strawberry flavored clear, colorless to yellow solution supplied in
a 105 mL amber glass bottle with a child-resistant closure containing 100 mL of
oral solution (NDC 70127-100-01). Each mL contains 100 mg of cannabidiol.
EPIDIOLEX is packaged in a carton with two 5 mL calibrated oral dosing syringes
and a bottle adapter (NDC 70127-100-10). The pharmacy will provide 1 mL
calibrated oral dosing syringes when doses less than 1 mL are required.

16.2 Storage and Handling

Store EPIDIOLEX in an upright position at 20°C to 25°C (68°F to 77°F);
excursions are permitted hatween 15°C to 30°C (59°F to 86°F). [See USP
Controifed Room Temperature]. Do not freeze. Keep the cap tightly closed, Use
withir 12 weeks of first opening the bottle, then discard any remainder.

17 PATIENT COUNSELING INFORMATION

Advise the caregiver or patient to read the FDA-approved patient iabeling
(Medication Guide and Instructions for Use).

-Administration Information

‘Advise patients wha are prascribed EPIDIGLEX to use the adapter and oral dosing
syringes provided {see Dosage and Administration {2.3) and Instructions for
Usel,.

Instruct patients to discard any unused EP{DIOLEX oral solution after 12 weeks of
first opening the bottle {see Dosage and Administration (2.3)].
P

Inform patients about the potential for elevations of liver enzymes. Discuss with
the patient the importance of measuring hepatic laboratory values and having
them evaluated by the healthcare provider before treatment with EPIDIOLEX and
periodically during treatment [see Warnings and Precautions (5,1)). Advise
patients of the clinical signs or symptoms suggestive of hepatic dysfunction (e.g.,
unexplained nausea, vomiting, abdominal pain, fatigue, anorexia, or jaundice
and/or dark yrine) and to contact a healthcare provider promptly if these signs or
symptoms ocour. :

Somnolence and Sedation.
Caution patients about operating hazardous machinery, including motor vehicles,
unitil they are reasonably certain that EPIDIOLEX doss not affect them adversely
(e.0., impair judgment, thinking or motor skills) fsee Warnings and Precautions
(52)]
Suitig) Thinking g Bébavior
Counsel patients, their caregivers, and their families that antiepileptic drugs,
including EPIDIOLEX, may increase the risk of suicidal thoughts and behavior and
advise them to be atert for the emergenca or warsening of symptoms of
depression, any unusual changes in mood or behavior, or the emergence of
suicidal thoughts, behavior, or thoughts of self-harm. (nstruct patients,
caregivers, and families to regort behaviors of cancern immediately to healthcare
providers [see Warnings and Precautions (5.3)].
Witidiaseal 5 Aliéoilsttc Driics (ACBSS
Advise patients not fo discontinue use of EPIDIOLEX without consulting with their
healthcare pravider, EPIDIOLEX should normally be gradually withdrawn to
reduce tha patential for increased seizurs frequency and status epilepticus [seg
Dosage and Administration (2:4), Warnings and Precautions (5.4)].
ety Reaisii

intend to become pregnant during EPIDIOLEX therapy. Encourage women who
ara taking EPIDIOLEX to enroll in the North American Antiepileptic Drug (NAAED)
Pragnancy Registry if they become pregnant. This registry is collecting
information about the safety of antiepileptic drugs during pregnancy fsee Use in
Specific Popuiations (8.1)]. .

Brug Testlog

Advise patients.of the potential for positive-cannabis drug screens.

Marketed by Gregnwich Biosciences, Inc., Carlsbad, CA 92008 USA
© 2018 Greenwich Biosciences, Inc. All rights reserved;.



MEDICATION GUIDE
EPIDIOLEX® (EH-peh-DYE-oh-lex)
' {cannabidiol)

| What Is EPIDIOLEX?
4o EPIDIOLEX is a prescription medlcme that is used 1o treat

aral solution, CV

Read this Medication Guide befare you start taking EPIDIOLEX
and each time you get a refill. There may be new information.
This information does not take the place of talking to your
‘| healthcare provider about your medical condition or treatment.

"1 |* EPIDIOLEX is controlled in Schedule V of the Controiled

4¢ Selling or giving away EPIDIOLEX is against the law.

.| What is the most important information | should know about
| EPIDIOLEX?
‘| EPIDIOLEX ¢an cause serious side effects, including:

-1, EPIDIOLEX may cause liver prablems. Your healthcare
#  provider may order biood tests to check your liver befere you
start taking EPIDIOLEX and during treatment. in some cases,
EPIDIOLEX treatment may need to be stopped. Call your
healthcare provider right away it you develop any of these
signs and symptoms of liver problems during treatment with
EPIDIOLEX:

* loss of appetite, nausea, vomiting
o fever, feeling unwell, unusual tiredness
» yellowing of the skin or the whites of the eyes (jaundice)
« itching

= unusual darkening of the urine

* right upper stomach area pain or discomfort

over time. Other medicines (e.g., clobazam) or alcohol may

or do other dangerous activities until you know how
EPIDIOLEX affects you.

3. Like other antiepileptic drugs, EPIDIOLEX may cause suicidal
thoughts or actions in a very small number of people, about
1in 500.
Call 2 healthcare pravider right away if you have any of
these symptams, especially if they are new, worse, or
worry yau:
« thoughts about suicide or dying
« attempt to commit suicide

new or worse depression
" new or worse anxiety
* feeling agitated or restless

panic attacks

trouble sleeping (insomnia)

new or worse irritability

acting aggressive, being angry, or violent

acting on dangerous impulses

an extreme increase in activity and talking (mania)
» pther unusual changes in behavior or mood
How c¢an | watch far early symptoms of suicidal thoughts
and aclions?

® * o 8 & ¢ Ak @

« Pay attention to any changes, especially sudden changes in ;

mood, behaviors, thoughts, or feelings.
« Keep all foliow-up visits with your healthcare provider as

: scheduled.

4. Do not stop taking EPIDIOLEX without first talking to your
healthcare provider. Stopping a seizure medicine such as
EPIDIOLEX suddenly can cause you to have seizures more

. often or seizures that do not stop (status epilepticus).

"Call your healthcare provider between visits as needed, especially

if you are worried about symptoms.

;s It is not known if EPIDIOLEX is safe and effective in children

seizures associated with Lennox-Gastaut syndrome or Dravet
syndrome in peaple 2 years of age and older.

Substances Act. Keep EPIDIOLEX in a safe place to prevent
© misuse and abuse.

Do not take EPIDIOLEX if you are aIIergic to cannabidiol or any of

the ingredients in EPIDIOLEX. See the end of this Medication
Guide for a complete list of ingredients in EPIDIOLEX.

" all of your medical conditions, including If you:

. street drugs or alcohal.
* are pregnani or plan to become pregnant. Tell your healthcare §
¢ provider right away if you become pregnant while taking

should take EPIDIOLEX while you are pregnant.

2. EPIDIOLEX may cause you to feel slespy, which may get better |
o If you become pregnant while taking EPIDIOLEX, talk to your ],

increase sleepiness. Do not drive, operate heavy machinery, |

taking other medicines without talking to your healthcare

EPIDIOLEX.

Before taking EPIDIOLEX, tell your healthcare provider about

« have or have had depression, mood problems or suicidat
thoughts or behavior.

have liver problems.

have abused or been dependent on prescription medicines,

EPIDIOLEX. You and your healthcare provider will decide if you

healthcare provider about registering with the North
American Antiepileptic Drug Pregnancy Registry. You can
enroll in this reqistry by calling 1-888-233-2334. The
purpose of this registry is to collect information about the

. safety of antiepileptic medicines during pregnancy.

« are breastfeeding or plan to breastfeed. It is not knawn if
EPIDIOLEX passes into your breast milk. Talk to your
healthcare provider about the best way to feed your baby while
taking EPIDIOLEX.

‘Tell your healthcare provider about all the medicines you take, }
including prescription and over-the-counter medicines, vitamins, ¥

herbal supplements, and any cannabis-based products. i
EPIDIOLEX may affect the way other medicines work, and other |
medicines may affect how EPIDICLEX works. Do not start or stop ’

provider. Know the medicines you take. Keep a list of them to
show your healthcare provider and pharmacist when you get a
new medicine.

Tell your healthcare provider if you are planning te have a
cannabis drug screen because EPIDIOLEX may affect your test
results. Tell the person giving the drug test that you are taking

i+ Read the Instructions for Use at the end of this Medication

o Usea dry syringe each time you take EPIDIOLEX. if water is

How should | ake EPIDIOLEX?

Guide for information on the right way to use EPIDIOLEX.
« Take EPIDIOLEX exactly as your healthcare provider teils you. !
* Your healthcare provider will tell you how much EPIDIOLEX to
take and when to take it.
* Measure each dose of EPIDIOLEX using the bottle adapter and
5 mL dosing syringes that come with EPIDICLEX. If your dose :
of EPIDIOLEX Is-less than 1 mL, your pharmacist will provide :
you with 1 mL syringes to take your medicine. :

inside the syringe, it could cause the oil-based medicine to

s R
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What should I avoid while taking EPIDIOLEX?

: = Do not drive, operate heavy machinery, or do other dangerous

activities until you know how EPIDIOLEX affects you.
EPIDIOLEX may cause you to feel sleepy.

{What are the pessible side effects af EPIDIOLEX?
.| EPIDIOLEX can cause serlous side effects, including:
= See “What is the most important information | should know

about EPIDIOLEX?"

| The most commaon side effects of EPIDIOLEX include:

= sleepiness

1 * decreased appetite

« diarrhea

* increase in liver enzymes
« feeling very tired and weak
* rash

* sleep problems

| - =infections

]| These are not all of the possible side effects of EPIDIOLEX. For

| more information ask your healthcare provider or pharmacist.

| Tell your healthcare provider about any side effect that bothers
q1you or that does not go away.

1 Gall your doctor for medical advice about side effects. You may

i report side effects to FDA at 1-800-FDA-1088.

' You may also contact Greenwich Biosciences at 1-833-424- 6724
|(1-833-GBIOSC).

How shouid I store EPIDIOLEX?

4= Store EPIDIOLEX at room temperature between 68°F to 77°F

(20°C to 25°C).
+ Always store EPIDIOLEX in an upright position.
* Do not freeze.

|* Kaep the child-resistant cap tightly closed.

Use EPIDIOLEX within 12 weeks of first opening the bottle.
Throw away (dispose of} any unused medicine after 12 weeks. :

1 Keep EPIDIOLEX and all medicines oul of the reach af children. |.

|General Information about the safe and effective use of
1 EPIDIOLEX.
1 Medicines are sometimes prescribed for purposes other than

1 to other people, even if they have the same symptoms that you

| have. It may harm them.

~ |'You can ask your pharmacist or healthcare provider for
_information about EPIDIOLEX that is written for health

those listed in a Medication Guide. Do not use EPIDIOLEX for a
condition for which it was not prescribed. Do not give EPIDIOLEX

' .What are the mgredlents in EPIDIOLEX?

1Inactive ingredients: dehydrated alcohol, sesame seed oil,

Active ingredient: cannabidiol

strawberry flavor, and sucralose
EPIDICLEX does not contain gluten (wheat, barley or rye).

For more information, go to www.EPIDIOLEX. com or call
1-833-424-6724 (1-833-GBIOSCI).

© 2018 Greenwich Biosciences, Inc. All rights reserved:

Marketed by Greenwich Biosciences, Inc., Garisbad, CA 92008 USA

Issued: 12/2018

This Medication Guide has been approved by the U.S. Food and Drug Administration
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INSTRUCTIONS FOR USE
EPIDIOLEX® (EH-peh-DYE-oh-lex)
(cannabidiol)
oral solution, CV
100 mg/mL

Be sure that you read, understand and follow these instructions

"t carefully to ensure proper dosing of the oral solution.

Impartant:

.+ Follow your healthcare provider's instructions for the dose of

EPIDIOLEX to take or give.

- » Ask your healthcare provider or pharmacist if you are not sure

how to prepare, take, or give the prescribed dose of EP{DIOLEX,.

* Always use the oral syringe provided with EPIDIOLEX to make

sure you measure the right amount of EPIDIOLEX.

= Do not use EPIDIOLEX after the explratlon date on the package

and each bottle.

.+ Use EPIDIOLEX within 12 weeks of first opening the bottle.
- * After 12 weeks, safely throw away (dispose of) any EPIDIOLEX

that has not been used.
Each package contains
Child-resistant cap

Bottle adapter

1 bottle of EPIDIOLEX oral solution (100 mg/mL)

Back

Front
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Ploase note o sivardgn date

2 reusable 5 mL oral syringes:

= 1 syringe to take or give the dose of EPIDIOLEX
« 1 extra syringe (included as a spare if needed)

Tip =,

Bar
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Supplies not included in the package:

« [f your dose of EPIDIOLEX is less than 1 mL, your pharmacist
will provide you with 1 mL syringes to take your medicine.

« Call your pharmacist right away if your dose of EPIDIOLEX is
less than 1 mL and you do not receive 1 mL syringes with your
medicine.

Note: If you lose or damage an oral syringe, or cannot read the

markings, use the spare syringe.

Prepare The Bottle- to use EPIDIOLEX for the first time

1. Remove the child-resistant cap by pushing down while turning
the cap to the left {(counter-clockwise).

2. Push the bottle adapter firmly into the bottie. Make sure the

hottle adapter is fully inserted. If not fully inserted, small
parts such as the bottle adapter may become a choking hazard
for children and pets.

Note: Do not remove tha bottle adapter from the bottle after it
is inserted.

Prepare The Dose

Your healthcare provider will tell you how mugch EPIDIOLEX te

take or give. .

3. Use this table to measure the total dose of EPIDIOLEX to be
given. e

Dose -
5 mL orless
More than 5 mL

How to measure
Use the oral syringe 1 time
Use the oral syringe more than 1.time

4. Push the plunger all the way down and insert the tip of the oral
syringe fully into the bottle adapter. With the oral syringe in
place, turn the bottle upside down.

5. Slowly pull the plunger of the oral syringe to withdraw the
dose of EPIDIOLEX needed. See Step 3 for how to measure the
total dose of EPIDIOLEX. ’

Line up the end of the plunger with the marking for your dose
of EPIDIOLEX.

What to do I you see air bubbles:

If there are air bubbles in the oral syringe, keep the boitle
upside down and push the plunger so that all of the liquid
flows back into the bottle. Repeat Step 5 until the air bubbles
are gone.

6. When you have measured the correct dose of EPIDIOLEX,
- leave the oral syringe in the bottle adapter and turn the bottle
right side up.
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Give EPIDIOLEX

8. Place the tip of the oral syringe against theinside of the cheek
and gently push the plunger until alf the EPIDIOLEX in the
syringe is given.

ks

Do not forcefully push on the plunger.

Do not direct the medicine to the back of the mouth or throat.
This may cause choking.

if the dose of EPIDIOLEX prescribed by the healthcare
pravider is more than 5 mL, repeat steps 4 through 8 to
complete the dose.

Fdr example:

[f your dose of EPIDIOLEX is 8 mL, withdraw 5 mL of
medicine into the syringe and give the medicine. Insert the
tip of the oral syringe back into the bottle adapter and
withdraw 3 mL of medicine. Give the medicine to receive a
total dose of 8 mL.

Clean Up

9. Screw the child-resistant cap back on the bottle tightly by
turning the cap ta the right (clockwise).

10. Fill a cup with warm seapy water and ciean the oral syringe by
drawing water in and out of the syringe using the plunger.

11. Remove the plunger from the barre! of the oral syringe and
rinse both parts under tap water.

Do not wash the oral syringe in the dishwasher.

- 12. Shake off any extra water from the plunger and oral syringe

barrel, and allow them te air dry until next use.

Make sure the oral syringe is -'completely dry before the next
use. If water is inside the syringe, it could cause the oil-based
medicine to look cloudy.

Do not throw away the aral syringe.

How should I store EPIDIOLEX?

* ‘Store EPIDIOLEX at room temperature between 68°F to 77°F
(20°C to 25°C).

« Always store EPIDIOLEX in an upright position.

» Do not freeze.

* Keep the child-resistant cap tightly closed. -

¢ Use EPIDIOLEX within 12 weeks of first opening the botle.
Dispose of any unused EPIDIOLEX after 12 weeks.

* Keep EPIDIOLEX and all medicines out of the reach of
children. , s
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Helpline Details

For additional assistance, call the toll-free helpline at
1-833-426-4243 (1-833-GBNGAGE).

Hours:
Monday-Friday 08:00am —08:00pm EST

Frequently Asked Questions

Q:
A

Q:

What if there are air bubbies in the oral syringe?
Push the liquid back into the bottle and repeat Step § until the
air bubbles are gone.

What should I do If the liquid in the boftie has turned
cloudy?

- The liguid in the bottle may turn cloudy if water gets in the

bottle. This does not change the safety or how well-the
medicine works. Continue to use the cloudy liquid as

‘prescribed by your healthcare provider.

Always make sure the oral syringes are-completely dry before

.each use.
: What should | do it the oral syringe is not completely dry

before use? :
If the aral syringe is not completely dry, use the spare syringe
provided in the pack.

Marketed by Greenwich Biosciences, Inc., Garlsbad, CA 92008 USA
© 2018 Greenwich Biosciences, Inc. All rights reserved.

This Instructions for Use has been approved by.the U.S. Food and
Drug Administration.

Revised: 12/2018
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AGENCY OF AGRICULTURE, FOOD & MARKETS

December 4, 2019 (revised December 4, 2019) B

Proposed Vermont Hemp Rules Responsiveness Summary

The Aggncy of Agriculture, Food and Markets is referred to as the “Agency”
Responses to General Comments

1. The 2018 Federal Farm Bill and the authority to regulate production of hemp in Vermont — the
Effective date of the 2018 Farm Bill was December 20, 2018. USDA continues to work on
developing the national plan to regulate and enforce the production of hemp. It will issue
guidance to states that will seek primary regulatory authority over the production of hemp
within their state. However, the 2018 Farm Bill outlines the content of pians:

“(i) a practice to maintain relevant information regarding land on which hemp is produced in
the State or territory of the Indian tribe, including a legal description of the land, for a period of
not less than 3 calendar years; -~
“(ii} a procedure for testing, using post decarboxylation or other similarly reliable methods,
delta-9 tetrahydrocannabinol concentration levels of hemp produced in the State or territory of
the Indian tribe; : R
“(iii} a procedure for the effective disposal of—

“(1} plants, whether growing or not, that are
produced in violation of this subtitle; and
“(i1} products derived from those plants;

“(iv] a procedure to comply with the enforcement procedures under subsection (e);

“(v) a procedure for conducting annual inspections of, at @ minimum, a random sample of
hemp producers to verify that hemp is not produced in violation of this subtitle;

“(vi) a procedure for submitting the information described in section 297C(d)(2), as applicable,
to the Secretary not more than 30 days after the date on which the information is received; and
“(vii) a certification that the State or Indian tribe has the resources and personnel to carry out
the practices and procedures described in clauses (i) through (vi);

Once a plan is approved and to ensure a state acts in accordance with an approved plan, the
Farm Bill includes audits for compliance and potential action if a state is not executing its plan as
approved by USDA. These are the measures envisioned by Congress to govern production of
hemp.

While this process move; forward, states with pilot programs, which includes Vermont, can
continue to operate under the 2014 Farm Bill, 7 U.S.C. 5940, which remains in effect until one
year after the-date on which the Secretary establishes a plan under section 297C of the 2018
Farm Bill.

2. The ability of the Agency’s to regulate botanical extracts from hemp- The 2018 Farm Bill defines
hemp broadly as “the plant Cannabis sativa L. and any part of that plant, including the seeds
thereof and all derivatives, extracts, cannabinoids, isomers, acids, salts, and salts of isomers,
whether growing or not, with a delta-9 tetrahydrocannabinol concentration of not more than
0.3 percent on a dry weight basis.” The Agency believes that its ability to regulate extracts and
cannabinoids comes directly from the 2018 Farm Bill. Act 44 also give the Agency the authority
to regulate hemp and hemp-infused products. [6 V.5.A §562(4)]. It will retain af| references-to
cannabidiol and the ability to regulate within its rules.

"
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Regulation of THC and Cannabidiol-In the 2018 Farm Bill, Section 12619 Conforming Changes to
Controlled Substances Act, the definition of ‘marihuana’ was amended and no longer includes
‘hemp’, as defined. The definition of ‘tetrahydrocannabinol’ was also amended to except
tetrahydrocannabinol derived from hemp.

£33

%,

Regulatory Oversight, generally-
a. Water consumption/withdrawals- The Agency does not regulate water withdrawals
from Vermont's surface waters. It is within the jurisdiction of the Agency of Natural
Resources. More mformatlon on how tan be found here,

b. The Agency admmlsters many other regulations to protect water quallty, animal health,
farm operators (seed, feed and fertilizer), and the public. These regulations are already
in place and cover many agricuitural sectors.

¢. As part of the Hemp Program, the Agency has the authority to estahlish a Cannabis
Quality Control Program, which will include testing for compliance and cohtaminants.
Registrants are responsible to maintain records of compliance by harvest lot, and by
process lot. The Agency is also required to conduict random inspections, as outlined in
the 2018 Farm Bill, and will respond to complaints, either of which may include review
of records, taking samples and testing for compliance.

d. The Vermont Hemp Rules do not affect the administration of other laws at the state or
federal level. The Hemp Rules do not affect or supersede the administration of the
Federal Food, Drug, and Cosmetic Act (21 U.5.C. 301 et seq.); section 351 of the Public
Health Service Act (42 U.S.C. 262); or the authority of the Commissioner of Food and
Drugs and the Secretary of Health and Human Services under— the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 301 et seq.); or section 351 of the Public Health Service Act
(42 U.S.C. 262).

e. These rules would govern the Agency’s actions in association with authorltv givento it
under the 2018 Farm Bill and authority under Title 6 Chapter 34. They will also be the
basis of Vermont’s state plan.

Odors from farming hemp. Farming, in general, can exhibit many characteristics that others may
find offensive. Unless the operation is a large farm operation, the Agency does not regulate
nuisance related concerns such as odors, noise and flies.

Compliance testing and acceptable potency level-The Agency understands the concerns
regarding potency of crops and variability of genetics. In order to marry these concerns and not
rely entirely on environmental conditions that could contribute to unpredictability of chemical
composition of a plant the Agency, as enabled in Vermont law, will take different approaches to
establish whether a crop is hemp. It will set defensible standards to bookend allowable delta-9
tetrahydrocannabinol concentration and by using “other similarly reliable methods”

a. a HPLC test result showing delta-9 THC concentration no greater than 0.3% and total

theoretlcal THC no greater than 1%;
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b. comparing the % concentration between CBD and THC, and if the ratio is 20:1 or greater
it would qualify as a Type Il hemp crop; and
c. genetic testing of crops

Must individuals that cultivate for personal use register. The 2018 Farm Bill outlines that state
plans must include “a practice to maintain relevant information regarding land on which hemp is
produced in the State ..., including a legal description of the land...”. Vermont law outlines steps
for registering individuals that grow for personal use, therefore all growers of hemp must
register with the Agency. For these reasons, the rules outline a process for registration which is
applicable to individuals that grow for personal use. Despite the fact that these plants may not
enter commerce, it is still the responsibility of the Agency to ensure that registrants are
compliant with federal and state law. Registration is also an effective communication tool with
law enforcement if questions arise regarding the legality of the cultivation of hemp. Registration
is also required of research institutions that may not cultivate hemp for the commercial market.
The Agency had originally interpreted that the requirement of a state to have “a practice to
maintain relevant information regarding land on which hemp is produced in the ..., including a
legal description of the land... applied to all persons that “produce” hemp. However, the Agency
notes that the 2018 Farm Bill also uses the term “hemp producer”. While the 2018 Farm Bill
does not define who a “producer” is, the National Qrganic Program, 7 C.F.R. § 205.2, defines a
“producer” as any person engaged in the business of growing or producing food or feed. This
may lead the Agency to a different analysis of who should be subject to the state plan. It will
research whether it is possible to exempt personal use cultivation from the Agency rules and the
state plan.

e

Use of the marketing term organic or certified organic. The Agency does not regulate or enforce
the use of the term “organic”, however other organizations do in Vermont.

Informing the public about hemp products and hemp-infused product. The Vermaont Hemp Rules
include labeling requirements that include

d. A statement that the product contains ingredients derived from hemp; and

e. A statement that a product contains THC, if applicable.

Pesticides-There are no EPA approved pesticides for use on cannabis, currently. VAAFM does
not have an approved list of pesticides, nor a process to approve pesticides on hemp. However,
the Ag ncy has developed a Ilst of actwe mgredlents acceptable to use on hemp crops,

; df The lens the Agency used to create the list of active mgredlents was

the active ingredient leaves no residue, and
the active ingredient has a tolerance exemption under FFDCA

The pesticide products must

I3
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# only contain the active ingredients on the Agency list,
¥ be labeled for use on food crops,
# be registered in Vermont, which for this list includes two categories of pesticides- either EPA
Section 3 pesticides, minimum risk 25b or under a special registration (Section 18 or 24c of
FIFRA).

Comments on specific sections of the Vermaont Hemp Rules

1. Section 1.1- Secretary must adopt rules establishing how the Agency will conduct research
within this program. The Agency appreciates recommendations to further explain the type of
research it will conduct and will provide some guidelines regarding collecting and reporting
informatian for research, praovide goals, process, and report format. The Agency will also
preserve its ability to amend its process and goals as the industry changes, to not limit the
collection of information that would be most useful for the development of the industry.

2. Section 3- Generally Definitions- The Agency will consider all comments to modify definitions
and make the necessary adjustments.

&

3, Section 4.1 (b}- A person whose application is rejected as incompiete may reapply far
registration at any time. The Agency was given the authority to deny registrations, and while this
is possible, the Agency will work with applicants to abtain the necessary information to enable
the Agency to review and approve the application. However, an unresponsive applicant risks
denial of their application. Based on existing practice within the Agency across permitting
programs, fees are not refunded to the applicant, and cannot be applied to a future application.

4. Section 4.1 (d)-Registration of processing locations. The location of processing of hemp crops
and use of hemp concentrate in end products must be registered with the Agency. Persons that
package/repackage/or manufacture white label products using a concentrate that meets the
definition of a hemp or hemp-infused product do not need to registered as Processors.

5. Section 4.1(e)-Public records requests. A change in 6 V.S.A. §564(f) on May 30, 2019 (after the
public comment period opened) limits what the Agency may disclose under a public records
request. Specifically, “all records produced or acquired by the Agency of Agriculture, Food and
Markets related to the location of parcels where hemp will be grown, including coordinates,
maps, and parce! identifiers, shall be confidential and shall not be disclosed for inspection and
copying.under the Public Reccrds Act.”

Confidential business information is protected from inspection and copying under 6 V.S.A.§ 61
or 1V.S.A. §317(c)(9). Itis also possible that other exemptions in 1 V.S.A. §317(c) may apply to
“public records” that come into the Agency’s possession as part of the administration of the

13
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Hemp Program. Please know that the Agency will abide by Vermaont law when public records
requests are made, and to the extent the public record is protected or confidential, the Agency
will not disclose. The Agency will also follow the Public Records Act when responding to
requests for public records, as required by law and disclose what is othérwise not exempt nor
confidential under the law.

Section 4.3 - A person convicted of a felany relating to a controlled substance under state or
federal law ... is ineligible. The Agency will consider removing this provision from the Vermont
Hemp Rules, but this requirement is in 2018 Farm Bill and is referred to in 6 V.5.A. §564 {(c} (4},
“the Secretary may deny an application for registration or renewal if the app|i¢ant... does not, as
determined by the Secretary, satisfy the requirements of section 10113 of the Agricuiture
Improvement Act of 2018, Pub. L. No. 115- 334 for participation in the Program.” The Agency
will implement what is necessary to atiain primary regulatory control over cultivation of hemp
in Vermont. 5.

New Section 4.7- clarify that it is not.necessary to register as a processor if a person registers for
personal use. The Agency will consider the following proposed language “A Grower whose.sole
purpose is for personal use and whose operation meets the definition of Personal Cultivation is
not required to register as a processor.”

Sg—.‘ctibn 5.2- Grower handling limitations. The Agency will include clarification that a Grower can
transport hemp crops to a registered processor.

%

Section 5.3 -A Grower of hemp crops produced outdoors for seed must natify all Growers of
biomass and flower, The Agency will remove this requirement from the rules.

5.4 (b) - Offer a list of any pesticides used in the cultivation of the hemp crops, ciones, or plants.
All pesticides must be disclosed upon request, even those on the list offered by the Agency or
considered organic. A misbranded pesticide product is arvissue for the Agency’s pesticide
program enforcement team. '

«

Section 6 -The qualifications for laboratory certification. The Agency will develop the Cannabis
Quality Control Program independently of the Vermont Hemp Rules.

Section 6.1 —~Addressing compliance with acceptable potencylevel for hemp and hemp-infused
products. This reguirement is for hemp and hemp-infused products and does not address “hemp
concentrate”. Section 6.7 addresses hemp concentrate, and specifically allows the transfer or
sale of “hemp concentrate” between Processor Registrants. .

a
k13
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Section 6.2 — limitations on extraction methods. This section explicitly allows certain extraction
methods and to permit review and approval of innovation in extraction technology by the
Agency. The Agency will add mechanical extraction methods that do not include solvents as an
approved method for processing hemp crops. So long as other approved methods are not
considered “confidential business information” [under 6 V.5.A.§ 61 or 1 V.S.A. §317(c}(9}] the
Agency will develop a list of the other approved methods of extraction and make available on'its
website.

Section 6.7- Transfer of hemp concentrate outside Vermont. The Agency can't regulate the
transfer of hemp concentrate outside of its borders; it can only regulate what happens within its
borders under its rules. This Section outlines that a registered Processor can transfer a hemp
concentrate to another registered Processor.

Section 6.8 (a)iii and (b}iii reporting hemp on a dry weight basis- The Agency wants consistent
reporting on a dry weight basis. The Agency could provide a calculation to convert wet harvest
to a dry weight basis and clarify the condition of the harvest as part of the metric.

EY

Section 6.10- products without label guarantees of cannabinoid content. Processors that make
hemp-infused products are required to comply with labeling requirements. However, the
product is not required to be traceable to a certificate of analysis when there is no label
guarantee (i.e. no guarantee as to quantity of CBD per serving). The Agency will not require that
all hemp-infused products make a label guarantee of CBD/serving. The Agency will consider a
standardization of unit measurement in cannabinoid products when the product makes a label.
claim as to the amount per serving. When there are no label claims regarding the amount of a

_cannabinoid, the unit of measurement will not be required.

Section 7.2 -Testing for compliance respansibility. A Grower must have documentation that
demonstrates potency level of the crops the Registrants grows and harvests. The Agency will
modify the rule to make clear they must maintain decumentation that demonstrates
compliance, but testing can be done by certified.lab and not the grower registrant.

Section 7.3 and 8.2 -Standardization of testing for contaminants. The Agency appreciates the
desire for clarity on testing for pesticides, heavy metals, mycotoxins, and bacterial and fungal
contaminants and for the parameters under which contaminant testing would be necessary. It
will work towards outlining parameters either in the rule and/or as part of the Cannabis Quality
Contro! Program. :
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Section 8.3- Clarity on when the demonstration of compliance on products applies. Hemp
concentrate is-a process intermediate and is not considered a hemp product or hemp-infused
products for retail sale and therefore does not need to meet this section of the rule.

Section 9.2: Approved methods of disposal or destruction. The rules outline that there is an
opportunity for a registrant to propose and the Secretary to approve disposal/destruction
methods. No methods are pre-approved.

Section 10.2-Clarity concerning hemp concentrate and when it can be sold or transférred. This
section addresses only hemp products and hemp-infused products it does not address hemp
concentrate/process intermediate. In Vermont hemp concentrate can be sold and transferred
only to registered Processors.

Section 10.3 — Confirmation by the Secretary. This provision applies to any processor registered
with the Agency that would like a confirmation that their hemp crop, hemp product or hemp-
infused product is compliant with Vermont law. A confirmation prior to shipping hemp crops,
products and infused products is not required. This is a service enabled in Vermont law, and
was enacted prior to the passage of the 2018 Farm Bill, SEC. 10114, which specifically addresses
interstate commerce and the transportation of hemp and hemp products. Section 10.3 of the
Vermont Hemp Rules sets expectations for when the Agency will respond so a registrant may
plan appropriately if seeking confirmation.

Section 11 and 11(e)- Standardization of cannabinoid content. The Agency may consider-a
standardized labe! for hemp products and hemp-infused products. it appreciates the suggestion
of milligram per milliliter or per gram. But the Agency will not require manufacturers to make
label claims if the product contains cannabinoids but not to a specified amount. We may
include a requirement that there be an affirmative statement that there are no label claims.

-

Section 11.1 -Label guarantees for cannabinoid content. The Agency will clarify that label
guarantees are for cannabinoid content only, not other guarantees. If a processor wants to
include a label guarantee for other cannabinoids (CBN, CBG, THCV, etc.) they may, so long as it is
traceable to a CoA. Labeling THC content is necessary if the label makes a guarantee to a
specific amount, and all products must be compliant with potency requirements.

Sections 11.2 and 11.4- Questions of regulatory jurisdiction. The Vermont Hemp Rules’ section
governing labeling does not supersede federal laws applicable to those entities operating under
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those federal rules in addition to the Vermont Hemp Rules. The Agency established exemptions
from this section for seed or seed oil for consumption and is “Generally Recognized as Safe” by
the U.S. Food and Drug Administration (FDA}, and for hemp as a fiber product, a building

.. material or as animal bedding and is not part of an order of destruction of a hemp crop in

21
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Section 15. The Agency appreciates there are federal requirements for dietary supplements. It
will consider exempting dietary supplements from the label requirements in Section 11.4 if they
are manufactured in accordance with GMP standards, packaged, labeled, and marketed for sale
pursuant to FDA regulations for dietary supplements.

Section 11.4(g)- Manufacture date and expiration dates on labels. Labels will only be require'd to
include expiration dates of hemp products and hemp-infused products,

Section 11.5 —Accuracy of the per serving size. The Agency will consider the accuracy of serving
size to +/- 20% and will use an appropriate analytical variation for THC compliance.

Sectien 12 .2 Hemp Grades. The Agency accepts the comments received by stakeholders
regarding the grades of hemp and will strike these subsections fram the rule. It will explore
alternative options in the future that might address scale of operation {single source hemp
products), and includes ali types of hemp products including grain, fiber and hemp derived
cannabinoid products.

Section 14.1(c): Incentive to claim negligence and produce high-THC cannabis with no penalty.
The negligent violations section of the Vermont Hemp Rules comes from the 2018 Farm Bill,
which also includes the ability to enter a Corrective Action Plan. The Agency attempted to put
fimitations on when something qualifies as a negligence and when an action goes beyond
negligence.

Section 12.4- Applying for certification for Vermont’s Hemp brand annually to the Agency. The
Agency will use the authority in 6 V.S.A., Chapter 21 to establish the Vermont Hemp brand for
hemp crops, hemp products or hemp-infused products.

6 V.5.A. §173 provides, “The Secretary may determine or design brands, labels, or trademarks
for identifying farm products packed in accordance with official grades and standards so
established and may cause to be printed such brands, labels, or trademarks and may distribute
the same at a reasonable price. A written application to the Secretary requesting permission to
use such brands, labels, or trademarks and a written acceptance thereto by the Secretary or a
duly authorized assistant shall be a condition precedent to the use of such brands, labels, or
trademarks.”

6 V.S.A. §174 provides, “Upon the establishment of such grades or standards and upon the
determination of brands, labels, or trademarks, the Secretary shall give them due pubilicity and
distribute information relative to their use.”

S
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The Agency will consider a more fiexible implementation date so that it has opportunity to give
“due publicity” and to “distribute information relative to [the brand’s] use”, so that businesses
can plan accordingly.

Section 13.3 — Inspection of any retail location offering hemp products or hemp-infused
products and taking.samples. This provision comes directly from 6 V.S.A, §568(b)(2}.

Section 14.1(c})-.Use of dispensaries to mitigate a crop. The Agency will outline when corrective
action [also referred to as the “Safe Harbor” provision in the 2018 Farm Bill] is appropriate in
this section by qualifying what it considers negligent production of crops, who can mitigate or
remediate the crop, what can be done with excess THC, and who bears the cost.
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Vermont Hemp Rules

Vermont Hemp Program Rules 3/10/2020 2:34 PM

Section 1

1.1 The Secretary of the Agency of Agriculture, Food and Markets (the-Agency) adopts the Vermont
Hemp Rules pursuant to 6 V.S.A. Chapter 34-and-conisistent with-the Agriculture improvement-Act-of
2018,-Public A=Now115-334,Fhe intent-of Chapter 34isto-establish-policviand proceduresfor
gwwmghemfp inMermontthat wmgithh ferioral lowso that-fasers-and-other- businesses inthe
Veemeﬂt—agﬁneww#a&mdu&w canstake advanta e m’ t&mmaskeﬁ-apﬁerwmww{;hamer%@mwdes
thatauthorizes the Secretary mayto adopt rules to implement. Ghap&er—%%nd—thwgmmm%é%h&é
“#hie-the chagiter and the State Hemp Brogram (Vermorit Hemp Program). The Secretary mustis
Jyeguired to adopt rules establishing how the Agency will conduct research withia-this:progran-ing
rulesand establishing requnrements for the registration of processors of hemp and hemp infused
products. v :

R

12 The Ageaey ecre’targ estabhshes the Vermont Hemp Program %e{Hemﬂ ngram} 6. condut:%

:-lmmrtant d;stmctmns from the pilot program, USDAinformed the Agehcv that it could continuete
operate its pilot pro “g“_m during the 2020 growmg season and the Agency plans to do s0. As: fede_gl

éﬂd federal 'aw.....,:

Section 2 Applicability
2.1. AnyA person who plans to grow;-cul
products in Vermentthe State:

Nateror processgfows, pragesses, orfesthemp or hemp

{a) must register annually with the Vermont Hemp Programi{h‘ el mp@mgpam}ﬁ

(b) must register all hemp cultivation, drying, and-storage areas, and/or processing sites thatthey
Plan-to-Useto-grow-or-process-hemp-with the Hemp Program; and .

(c) must comply with the Vermont Hemp Rules {the-Rules). -

2.2. A person deesis not:{aeeéregui'red_'f_to register with the Hemp Program in-erdesto sell hemp
products or hemp-infused products in Vermont.

o
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Section 3 Definitions
3.1. Accegtab!e potency lévél means a hemp crop that has a delta 9 IHGtetrahvdrocannabmol

with the federal 2014 Farm Bill. Asan addltlonal pollcy hmntatlon |mplemented to protect publlc
safety;.the Agency. ai§0 reguires that the ¢ total theoretical tetra hydrocannabinol concentration
efriot exceed one percent elesson adry welght basis. The deceptable potericy level inay changé:
a5 thie law developsfollowing the 2020 growing season. o

34.3.5.. Cannabldlol or.CBD is one of the naturally occurring cannabmonds found in the Cannabis
sativa L. _plant.
3536.. Lannabinoid means any of a group of closely related chemical compouinds which include

THC (tetrahydrocannabmol), THCA (tetrahydrocannabinolic acid), CBD (cannabidiol), CBDA
{cannabidiolic acid), CBN (cannabinol), CBG {cannabigerol), CBC (cannabichromene), CBL
{cannabicyclol), CBV (cannabivarin), THCV (tetrahydrocannabivarin), CBDV (cannabidivarin), CBCV
(cannabichromevarin), CBGV {cannabigerovarin), CBGM (cannabigerol monomethyl ether), CBE
(cannabielsoin), CBT (cannabicitran}:), and other active constituents that are naturally occurring in
athe Cannabis sativa L. plant.

3.6:3.7. Cannabinoid content refers to the test-verified levels of specific cannabinoids thatare
testee% -to-be-presentin a harvest lot-or a-process lot

373.8; Certificate of analysis means a reperty
thelabaratorv s report deseribing its: analytlcal testmg ﬁmpe#ameéa nd theresultseﬁhe—teﬁtmg

3.8.3; 4, Cert;f;ed laboratory means a laboratory thatis-certified by the Agency under 6 V.S.A. §
567.

-Concentrate-mesns-thé-product-containing:s riid _ S rarmeoves jétie

Reluding connabinoids amewsmaﬂmmand-sa@mfmmem—ﬁmm Memp»er@p«hawes’e-let«

3 10 Censumable means a hemp product or hemp-infused product thatis-intended for human
consumption.

3.11. Consumption means ingestinghuman ingestion, inhaling, or topically applying to skin or hair.

3.12. Contaminant'means anya pesticide, solvent, heavy metal, mycotoxin, foreign material, and
bacterial and/or fungal impurity introduced through cultivation or processing.

3.13. Crop means hemp grown under-afollowing proper registration issied-bythrough the Agency.

3.14. Cultivar means a plant variety with known characteristics that has been grown and produced by
humans.

3.15. ‘Cultivation area means one (1) contiguous tract of land, indoor fagility ofgFéenhouse used to
produce or intended to be used to produce hemp. - ' V

3.16. Delta-9 tetrahydrocannabingl, also referred to as “THC,” is the principal psychoactive
cannabinoid found in the Cannabis sativa L. plant.

3.17. Dlstlllate means: an«edaries&eie«ara concentrate gres

. Mha'n 'is%mere 'a segment ofu
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3.18. Drying/ 6t stotage area means theany area where hemp is dried andor stored. A Brying/Sto e
Areadiying or storage srea@ may include areas where harvested hemp is confined, housed or
stored whether w&hmmwﬁhwt&#ue&rmndmeaﬂe&weagr%tm#mpu%

Toulburgtwe _' %%Efated%hwpfeéuemg-theempmsxde or outside of any structure

)3.20. ~.;hﬁw.i-&gf-gumcomn_eund',mand all substances and.ingredi«
—_—thereof 2] .
{c}-articlesbised £ 5 HUER-BF .
3.21, Full spectrum means a hemp groduct or hemp infused product that is:
{a) derived from a hemp extraetmwaadvconcentrate
3.21.(b) contains cannabmonds, aromatics, essentral vitamins and mmerals, fatty amds, proteln,

3:22. Grow may be used lnte changeably WIth the word produce or cultlvate and means—thee_,_._:
{a) planting, cuitivating, harvesting, or drymg, _hemp,. ang_l[o ' '
3—2—2—(_)_sellmg, stormg or transportmg ‘ofhemp-
3.23. Grower means a person who is reglstered wrth the Agency to grewéprodice hemp crops.
3.24. Handle means the@osgewenoﬂo passess:themp crops for any period of time on premises
owned, leased, operated, or controlled by a Regﬁrant»regrster tegro rproee&s«hemp
Fandlingregistrant. “Handle” also includes possession-ofmeans to possess hemp crops for any
penod of time other than during theiractual-transport from thea registiant’s premises efa
Registrant-to theanother___reg;strant $ premises e@»aﬂother»aeg&straneor out-of-state recipient-to
:;_guiyyate—grr processthem:. “Handle” does not mean possession of hemp products or hemp-infused
products. '
3.25. Harvestlot means a quantity-efhemp-grower’s harvested by-thesime Growerinhemp
produced during a single growing season thats; grewa»eenuguousiy«m a contigitous area contaihing
the same cultivation-areacultivar or variety.

"3.26. Harvest fot number means a unique numerical identifier that begms with the last fivefour digits

of a Growersgrawer’s registration number, followed by the year of harvest, and a unique number
to identify the harvest lot.

3.27. Hemp means the plant Cannabis sativa L.~-Wﬁeﬁﬁeﬁegrew§ag¢ar~mand any part of thatthe plant,
includin% the seeds; and all derivatives, extracts, cannabinoids isemers-acids, salts, isoifiers, and
salts of isomers, whether.growing or.not, with the—feéeratweﬁmeda delta-Q tetrahydrocannabinol

concentration ievel—er—t&a&ypﬁi&ar-w«eamamia%ass_ _ ___gl—m—Seetxans«s -St)»and-s%&«of these

and complv with the reqmred agrlcultura Qracttces adogted Qursuant to 6 V.S.A. § 481
3.28. Hemg concentrat @means a &ubstaaeegrocess mtermediate obtained by separating
cannabmords from a hemp leaves, flowers,orstalkcrop usmg a mechanical, chemical or other

process which consists primarily of cannabinoids,_Hemp concentrate is not a hemp product or
groduct as defined by these rules.
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svitherop or biomass. Use of
) 'éinguiar a giur’ai

3.29. Hemp crop means a standing or harvested hemp-that complié
“hemp crop” or “heriip crop:" includes both the fedemi deﬁmtion@ﬁh ) '_ P-4

goss;bie_
1 3.30. Hemp productor Hemp-infused product means all produetsproduct that havegatisfies the

federally-defined-required tetrahydrocannabinol concentration level for hem p, that-are-derived

from, or made by, processing hemp plants and/or plant parts, ane-that are prepared in a form

available for commercial sale-This ineludes, mcluqln_g cosmetics, personal care products, food

o intended for animal or human consumption, cloth, cordage, fiber, fuel, paint, paper,

] : -particlebeardconstruction.matérials; plastics, and any product containing one or more hemgp--
‘derived cannabinoids, such as cannabidiol.

3.31. ngredien_ _means any substance that is used in the manufacture of a hemp product or a-hemp-
infused productand that is intended to be present in the finished process |ot

cannabmond compound created by a chemical process
3.33. Label Guarantee is the declared minimum or max1mum amount of individual cannabinoid

unlncorporated organlzation trust or other legal or commercial entity, including a Joint
venture or affiliated ownership, or
(b) ingividualsand-entitiesany individual oréfitity affiliated with eaehany other individual g
entity for profit, consideration, or any other beneficial interest derived from agricultural
management, including lessors and lessees.
3:35.3.36. Personal cuftivationuse means cultivating hemp on less than 0.5 acres for: ;ee«rseaaian
mdwxduai‘s own use-Ne,Mwhen o hemp crop, hemp product or hemp mfused product shall-enter

aniudes processing ,gg;rip from smele or multmle growers, and transportlng, aggregating, or
packagmg hempw&emwansmgieo@muitipie growerfrepmessar& ”Process” doesanotm' Ll thé

concentratei’-to-auproduet at-the-po
8. 373,38, Processor means a person who is reglstered with the Agency to process hemp crops. A
retail establishment selling hemp products or hemf-infused products is-not a processor.
3-38— Process lot means: i
{a}-any amount of presseei—seeei ol hber «hemn concentrate, hemg product or seed-hemps
infused.productof the same type,-processeds '%he&ameﬂmeesu-}%t\hes PRy thods-and:
same«standard»operatmgpreeedure&wor
(6)3.39. anv-amointofconsumable-hei ,_,_pmdaeteehemp—mﬁaseé«pméuc%i—thesame— e
processed at the same time using the same ingredients and same standard operating procedures
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- $539.3.40.  Pibcessiot number means a unigue numerical identifier that begins with the last five
digits of a Processor s registration number, followed by the year of processing, and ther-followed
by-a unique number to identify the process lot.

B40.3.41. Process"ng éit e means a single parcel of Iand and all infrastructure on that parcel used

pﬂadue% B hem;z Anfused. gasmeiuet»
3.43. Registrant means a person registered with the Hemp Program.
8.44.-Retti ngmeans-%e—sea»k --wateropexpose-to-moisture-to-facilitate the-pe

3:45:3.44. Tetrgb_ygrocannablnollc ac1d (THCA) is the precursor of delta-9 THC-befere
decarbexy{atran

“3.46.3.45.  Total theoretical tetrahydrocannabinol o= THG cantent (or total theoretical THC).is the
maximum amouht of possible delta 9 tetrahydroca nnabinol in a hemp crop if tota’l convers'i'on were

the sum of the concentration of delta-9 tetrahydrocannabinol apg-its-precursgty.
trahydrocannabinol-A-added 6 the amount'of tetrahydrocannabinolic acid after it is multiplied
by 0. 87—7—7877 on a dry weight basis and reported to two significant figures_ The mathematlcal

Total theoretical THC
—{[&EQMHQ? RHG

+ ([THCA] % 0.877))

on BN

»

eannabmerd-rams hased%stab!e«ew‘eww ”
BT Mmaﬁse{u&va%aﬁmmmﬁﬁaw&%&demrmﬁe—

£ wwmammtheﬂ%m%@&mﬂaw«
e 3:52:3.46. Whole plant: coneertrate-means an extract that contains-beth water and lipid soluble

S SMyg N-«mean&a eumvamf-éanneb"

plant compounds.

Section 4 Proaram Registration Requireme s

&%
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4.1. To register asa Grower or Processor inwith the Hemp Program a person must: eempi’etenan

Agemvy»
and-the Iocatron mc:ludmp, GPS coordmates of all cultlvatlon areas, drymg—aﬂd or storage areasL
andL r processing sites atwihich-they-planwhere the person plans to grow or process hemp. A
Person-and-theirperson’s cultivation, drying, and-storage areas, and/or r processing sites are

reglstered wrth the Hemp Program when the person receives athe: Agencyls'written notice af

information provided enin the submitted apphcatron-‘e‘ermaadret{wred«doe rentation
Ageficyimay-request-additional-documentation-,

(b) HtheThe appllcatlon iermrs not feWeempleteMc giete unless and untrl all requested

asany mcomplete agg cation A person whose appllcatlon is rejected as mcomplete may
reapply for registration at any time.

(c) A person who materially falsifies any information in thean application ﬁemn&»reqaeste@'

{d) To regrster multiple cultivation areas or processing sites, a person may submita single
application ferm-identifying all cultivation areas and/or processing sites associated with that
application andthat includés all appropriate registration fee:(s).

(e) AnyPublic information provided to the Agency as part of a person’s application may be
publicly disclosed and ai}'l.'ihformat'ionlmay be provided to law enforcement agencies without
notice to the a-ppﬁeantperso

. ebtmwwm-tea»appreva!»ﬁmm afipfoved: by the Agency—

&2 A-person-corwvicted-ofa- feionwelatmgwa»eemueéwbstaﬁeemde;gatm&éemmw befo re;
onr-or-afterDecomber20,2015-shall-be-ineligible-to-register-withthe-H

yearperiad-following-the-date- ef—the-eenw%éwatess—thepersen%ra&éa@%wegrster; Wit
HempProgram-prior-to-this-date:

4442, it may become effective. Registrations may not be sold or transferred by a
Registrantperson to any other person.

#54.3. . Registrations expire on December 31 of each year. A new application for registration
must be submitted for each: calendar year-ofgréwh geepreeessmg

4:6:4.4. __A person holding a valid registration aton the date &fthé:a bFamendmentof

these Rules are-adopted or amended will be considered reglstered for the remainder of the
calendar year in which the Rules are adopted or amended.

45 A rgg strant shajylagxgwmﬂoperate wrthm the terms of the sgecrﬂc tyge of re gistration issued and
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Section 5 Growing, Transferring and Selling, Recordkeeping, and.Reporting Requirements for
Growers.

5.1.A Grewerg_pwer is responsible for demonstrating compliance with the acceptable potency level for
all hemp crops-offered-forsale-ortransferret-to-a-Processerorthe: pubiec
5.2.A Growergrower shall only grow hemp crops erly-in reglstered cultivation areas and fmayonly
handle their-hemp crops erly-in registered drying and storage areasarea
B AL rawewf—hemp—emps -produced-outdoers-forseed-must-notify-alGrowers-of-biomass-and’
paithin o radius-of 5.asiles of theiey! twat:aa—a%’ca&-&he}\geney»wrﬂ -provide-namesand
‘centact»«mfermatren to the-Grower-based-on previgus year Regrstr«am&
53 5.3 A-Grewer maw%asfemm%hemﬁ-creﬁswele res-or-ploatste-When a grower transfers.or sells

emg crog, clones, or. glants, the.grower must;

certifics raguestforgublicingpaetionthe

cultivar being transferred or sold; and " ) -

(b) offer a list of any pesticides used in the cultivation of thea hemp erepscrop, clones, or plants.
5554, . AGréwergrower must assign each harvest lot a harvest lot number.

5:6:5.3; A-Grower For a minimum of three (3) years from harvest date, a grower shall maintain

. the fon ng records Erstedm%a}thmagh{e}»be%fer each h harvest lot ergamzed by harvest lo@
Jumber:

. (@) Records of all purchases of hemp seed, starts, and clones—The-records, which shall include:
i.  the date of purchase;
ii.  the cultivar name; .
iii. . the name and address of the wmpany—ﬁremw&reh«se ei and the purchase-wias
FnadesAgency-issied license number for each seed dealer or nursery. dealerf
iv. _a certuflcate of analysrs by a certrr" ed Iaboratory endemonstratmg the cultlvar s

area where the cultlvar was grown
(b) Records of all h mp crog transfers ef%em;}emp&to a—Preeesser—each m

mclude. :

i.  the datesdate(s) of harvest and transfer; .

ii.  the name and address of the-Processereach processor and theirits registration number-e+
the-name; and-address-of the sut-of-state-recipients-and

iii.  an estlmate of the amountdry.weight of hemp transferred gir-a-dry-wé

4

smeasured in pounds.
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$)-Recorbis-of testing-fequest-forms;documentation-of samipliig-in-conformiar
sampling prototols,-and-certificate-of analysis-for-eath-Hariest: lo'é«slemn? ed
{c) Copies of all sampling and testing records to demonstrate complrance with Vermont Pre-
Harvest Sampling Protocols and.the testing required by these Rules including all certificates.
of analyses: performed by.certified. !aboratorres
5:7- A Brower-shallkeep the racords required by-this
hamest-date-by-harvestlobnumbes:
5856 ;_.__.;_:Asé_‘rsewergrower shall make théall records available to the Agency for inspection upon
isrequest. ”
5957. A G-rewergro er shall submrt—annually SGbmit
theinformatien-required-by- ¥ _
harvested, and any- sthermmiewatleﬂreqae;ted@wth&&&g@ﬂw«uﬂderirﬁé@!f apphcable drsposed
or destructed This information shall be publicly available upon request %&tﬁe@ubheprovrded%hat
ursuant-fo-6:V.5.A4--§-61 it is presented in a form which does not disclose the identity of individual
persons, households or businesses from whom the information was obtamed or whose
characteristics, activities, or products the information is about. _J.See BV.SA.§6

Section 6 Processing, Transferring.and Sefling, Recordkeepin _-.and..Re orting Requirements for:
Processors

Ievel for hemp products and/or hemp-infused products offered for sale or transfer.

6.2.A Progesserprocesser shall only use lipid, ethanol, or carbon dioxide (CO2) botanical extraction
methods, solvent free mechanical extraction.methods, or other extraction methods fer-which the
Procésserhas reeeweéwwetemppmvawmmme«Agency— pre-approves inwriting: All other
methods of botanical extraction, including use of butane, propane, hexane and other hydrocarbons

is proh|b|ted

6.3.A'Precesserprocessor shall not use synthetic cannabinoids in the production of any hemp
erod:-_etsp__,guct or hemp-infused productsproduct.

ocassormay-processor shall.anly process hemp crops enly-at registered processing sites.

;&4—6-5 A Processerprocesser must report-in-writinge-notify the Agency a-closurein writing of
aany processmg site closure wrthm 10 busmess wdaysef—r%srelesure

855:6.6.

5 t-a process
nd or

6.7. Meressor—maymgrocessor shall onty transfer or sell hemp concentrate for the purpose of
reformulation into hemp products or hem p mfused products enl-y-to ¥

R
%
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6.8. For a minimum of three (3) years from the tate of processing a process lot, a processor shall
maintiin the Tollowing records for each extractéd hemp éoncentrate organized by process lot
nhumber:

(a) Records of all hemp crop{s} received by harvest lot number: rnci din

i.  The name, address, and reglstratron number of the Grewe%gro for any amount of

.. Date(s) theeach hemp crop was recelved :
iii. .Amount of hemp ar-a-deyweight bwsmeasured in pounds as received;

wmeatationopies of sa mpling pe%fermeé nd testing recor ds as required by Ageney
same(mgpm@ese&s—«aad

wiv. Adltestingregquéest-formsVermont Pre-Harvest Sampling Protocols and eertificates-of
: ""-Z".'j_",these Ruies anci

(c) &eeards—eﬁeemﬁéate«&ﬁaﬁam% ﬁcates of-analyses from certﬁ"" ed laboratories orﬁémzed by
process lot num berreper ad-by-a-certified-laboratoryand detailing cannabinoid content for any
y-F essesmncentrate 2 procgssor produced.
wfactures_For a minimum of three (3) years from the date of processing a
,process Iot, a Qrocessor that formulates hemp products or hemp-infused products efthe-same-type’

?imm-a harvest-lotor hawes@iet&er#rem-a»hemra cencentra&eeehempeaneeames»and«wheuseﬁ

sa4ea Iabe guarantee; shall maintain the followmg records orgam fed: by hemg product or herip-
infused product process lot number:
(a) Copies of recordsfrom harvest lots.as outlined in Section 6.8 that are used to formulate
theeach product; .
{(b) The standard operatung procedure for formulating theeach product;
(c) A-certificate- : by-a-Certificates of analyses from certified Jabaratory-that
demens@ramigpgratones demcnstratmg the cannabinoid content of theeach product; and

{d) Acopy oftheeach product S Iabel as reqwred in Section 11.

maintain records of formulatnon,.inc_ir_.xdmg\.cemf? cates.of anaivses for the tiemp cancentrate; used
in.product formulation, but shall not be required to maintain records of gcertificate-efanalysis-on:

theformulated-producty
&&&6 zo Mwmh%mmlkmwmeqwmwmm tertificates afanalyse§ . for

.;é—._afaa.s.:u.
upon i%s—req uest
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6:13.6.12. A-Rrecessorshallsubmit-annuaily-to-the-Agency-a-report-containing-the information
required-by-this-section-and-any-ether-informatioaWhen requested by-the-Ageney-underTitle-6.and
in a format described by the Agency during the annual registration process, a processor shall
provide the total dry weight (measured in pounds) of the hemp crop handled in the preceding year.
This information shall be publicly available upon request te-the-public-provided-that pursuantto-6
V$A-§-61 it is presented in a form which does not disclose the identity of individual persons,
households, or businesses from whom the information was obtained, or whose characteristics,
activities, or products the information is about. See 6 V.S.A. § 61.

Section 7 Testing Requirements for Growers
7.1. A Growergrower must test hemp crops for compliance with these ewlesRules.
7.2 A Grower-may-have-agrower must test each harvest lot tested-for potency levellevels to be

reported on a dry weight basis, incfuding reporting total theoretical tetrahydrocannabingl
concentration.

7.3.A grower must test all harvest lots for the following substances:
(a)_target pesticides established in:the Cannabis Quality Control program, unless it is a certified
organic crop; and
7-2:{b) __heavy metals when the property was previously used for orchard crops or reguesta
taxonomic-determination-of-cultivars-a land use other than farming as defined in the
Required Agricultural Practices Rule, uniess a recent soil test demonstrates that the heavy
metals are within a-harvestletthe action limits for soils as authorized in the Cannabis Quality
73:(c) A-Growerrmay-propose-testing parameters-for pesticides-heavy-metals-mycotexins-and
baeterial-and-fungalothier poteritial contaminants that-are-based-on-a-risk-analysis-and-use-for
approval-bywhen the Agency-: of Natural Resources has approved the property for biosolid.

application.
7.4. All hemp crop testing fer-corpliance-with-required by these rules,-potency-and
contaminantsRules shall be conducted by a certified laboratory. This requirement excludes soil
tests-for heavy metals.

7.5. A harvest lot complies with the acceptable potency level and contaminant action limits under
these Rules when a certified laboratory’s certificate of analysis from the-certi
thatdemonstrates as follows:

{a}-the-cultivars-that-comprise-the-harvest-lot-are-eithertype-l-or-type-Ncannabis-plant-or

(a) thea delta-9 tetrahydrocannabinol concentration of not more than 0.3 percent on a dry
weight basis, _

{(b) a total theoretical THC concentration is-0-3-percent-or-less-and-the-totaltheoretical THC
concentration-is-1that does not exceed ane percent-or-less-en-a-dry-weight-basis;, and

(c) contaminant levels are-below the action limits eutlined-by-the-Ageney-for pesticides; and
heavy metals; mycotoxins,and-bacterial-and fungal contarminants established in the Cannabis:
Quality Control program. ‘

7.6. When a harvest lot does not satisfy the acceptable potency level the Groewergrower must dispose
of or destroy the hemp crop in accordance with Section 14.

7-1The-Agencymay offertesting-services-to-a-Grower-The-Agency-will- charge-a-feefor thissenvice:

10



Vermont Hemp Program Rules 3/10/2020 2:34 PM

7.7.When a harvest lot does not satisfy the heavy metai and/or pesticide action limits established in
the Cannabis Quality Control Program the grower must either mitigate or destroy the harvest lot.
The harvest lot may not be sold as trim flower to the consumer.

Section 8 Testing Requirements for Processors

forsale-are-compliantcomply with these rulesRules.

8.2. A Processer-mray-propose-testing-parameters-farprocessor must have all process lots tested
-according to Table 1 for potency, water activity, pesticides, heavy metals, mycotoxins, and bacterial
and fungal contaminants that-are-based-en-a-risk-analysis; the stage of the-manufacturing process;
and-delivery-methed-{inhalant-ingestion-or-absorption)by sample type. ‘

Table 1, Testing Requirements

Sample type potency | moisture or | mycotoxins, heavy pesticides | Residual
‘| water | bacterialand | metals solvents
activity fungal
Plant material n TR
Trim flower Note 1 Each Each process lot | Note 1 Note 1 N/A
process lot
| Concentrates , F )
Liguids Each Each process lot | Each Each Note 3
process process lot | process
| lot lot
Solids Each Each process lot | Each Each Note 3
process process lot | process

lot lot

infused products

Liquid-infused Note 4 Note 2 Note 1 or2 | Note 2 N/A
products (tinctures, ;
water based)

Solid-infused Noted | Note 2 Notelor2 | Note 2 N/A
products, edibles, ‘
tablets

82 Note 1: Testing completed for harvest lot is sufficient for appravalby-the-Agencyshowing
compliance,

A-Note 2: Testing completed for trim flower or hemp concentrate is sufficient for showing
compliance.

Note 3: Residual solvents are tested only if solvent-based extraction technigues are used.

Note 4: Please apply Section 8.3 (a) for potency.

11
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*

8.3. iﬂr%emn producter hemp-infused broduict process lot complies with Ageney
standardsthese Rules when the following terms apply:
;j;jf)-wa«:er»t« icate aﬁanalysw#rem»%hea certrfled laberateﬁasﬁewsiaboratorv s certificate of

acceptable potency level— or
{b){(a) _the Processer!sprocessor’s formulation

R AL W

the acceptable potency level;, and
a-certificatesaf pnalysisfromthe -
( ) certlfled !aberatsry%hews%aseéeniaboratorv 'S certsﬂcate of analysrs

@ppmpnatethat contaminant Ievels are below action hmlts a&mlmeWheéeeeetm
for pesticides, heavy metals, mycotoxins, and bacterial and fungal contaminants_as
established in the Cannabis Quality Control program.

84. Whena hemp product or hemp infused product does not&ééi‘sh;méét’the-acceptable

the product-rssubjgg’gf\ts-stapesgte—aad must be dlsposed of or destroyed in accordance with
Section 14.
8:5-The-Agency-moetiertesting

Section9  "Reporting.and Disposal, Destruction, or Mitigation Re un'ements_
94~ If a harvest lot is- not@omphanwithexceeds the acceptable potency level or cantaminante
levels: =
9.1 Within-24-hours o the completion-of testing ot-a-harvestiot-thereguirediaction limits in the;
g_ﬁannabrs Quafrty Cantrol Program, then the following conditions apply:
.{a) The certified laboratory shall send the certificate of analys:s containing the result
4:and the testing request form within 24 hours of completing the harvest lot test td
i.  the Agency by certified mail or electronically to AGR.Hemp@veiment.gov-an
individual.identified by the Agency, and .
ii. the Registaant egistr'ai‘i who requested the testing.
iptefreceivin ing the certificate of analysrs

Andividual):
J . acopy of the certificate of analysis for the harvest lot;
1;  amepcopy of the location-ofmanp used during the registration proces§idepicting
the harvest lot_cultivation area; and
iil.. the Registrant’s-proposed actiensaction plan for disposal, destruction, or
mitigation.

12
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(c) Failure to natify the Agency within 48 hours BfreceigEs analysis-oby
harvestio: exceeding-the-acceptab Iepe%eneﬂeveiweﬁehawesﬂa&wrmﬁmnm
determination-asg-typet: E}F%vpe-ﬁeannabr&piam ] reguired may result in enforcement
under Vermont law.

{d} A harvest lot exceeding the acceptable potency level ora:hamvestict-with--taxonvmile:
determination-as-a-type-Lor-type-H-connabis-plantshall not be, 'prb‘CéSSe'd ifite hemp

@mng,«sa;wﬂ_lmf&centrate, products or mfused products created from such _a,harvest.:
lot may result in the disposal or destruction of those ¢ongéntratés:or products.
9.2. Allmetheds-efThe proposed action plan for disposal and destruction of harvest lots or
process lots shall be reviewed and approved by the Agency prior to:implementation.
9.3. The Regrstmt;gggstrant is responsible for the full cost of disposal-e, destruction, and/or

Section 10
Products
10.1. Registrants shall only handle hemp crops that have an acceptable potency level-orthat
are-type-iandtype Meultivers- unless-partof g disposalordestruction-plan-required-in Sectionsi@:
and-14. '
10-2—Registrants shall not formulate;-handle whelesale or retaiisell a hemp product or hemp—
infused product that: %ntam&&de%—tetsahyémmmbmeé emgntraneﬂ«grea&a_,-_ hanid:
perconton-a-dry-welghtbasis-accapt-as-provic edinSectiong.7
49%—10 2 Aﬂeg;strant—set&mg«er—tranSMngwawhempempmhemppreduet orhemp-infused
M G '__________._’nﬁused«produe%
irmad-by éer%teeefeéerauaw*meeum
fee%ef'wmaﬁren«bﬁ&estaeretwm ust—metude anceptablgwg,___encv Eeve!
{3)--A-copy-of the-cortifi ea%e«o%enalysr&&ren#e;ceﬁmedﬁabe;&er for-a LIRS
hawes&et ﬂumberq orfora hemp@whempwuwdprmhdeaﬂéleé«bwpmeew

Regquirements for Handling Hemp Crops, Hemp Products and Hemp-Infused

Section 11  Reguirements for Labeling efHemp Products and Hemp-infused Products

11.1. All guaranteed hemp products or hemp- infused products produced in Vermont must be
labeled and traceable to a certificate of analysis for all canhabinid content label
guarantees.

11.2. Registrants must label consumable hemp products and hemp-infused products in
accordance with this section.

13
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11.3. All label claims using the tesmsterm “whole plant,” ”lsolate," ”full spectrum ’ "broad
spectrum,” and/or “distillate” shall comply with the definisians
contained in these rules.

11.4. Alllabels for consumable hemp products or hemp—mfused products grown or processed
in Vermont must contain the following information:

{a) The name and principal mailing address of the§
product. or hernp-infused producy; .

{(b) A statement that the product contains ingredients that are derived from “hemp2;”

$6)--Adist-of-all ingredientsyin-déscending-ordsraf-predominance by-weightin the-product,

when-the-lagradientrépresents-atleast 0:05% of the contentinthe-product;

{¢}{c} _ An accurate statement of the quantity of the content in weight, measure, or
numerical count; .

{e}(d) The-When offering a gliaranteée, the guaranteed amount of anygispe:
€annabineidslisted cannabinoid contained in the product by serving size- measured in
‘milligrams, milliliters, or grams;

{B(e) A statement that thisthe product contains THC, if applicable; and

@L)_Manuf&emﬁag«date—e*pwatéonda%«aaéA process lot number

k5. AiHabelguarantees regarding petency- muskhe anAseus yte-and-within-+/-10¥%-purssing size
hstedenmthe«iabe!

11.5. If a product is sold as a dietary supplement and in compliance with.federal Food and
Drug Administration manufacturmg standards and label requirements, those label R
requ:rements supersede this Rule’s Section 11.4 (a)- (f) label requrrements

ar; O Ccessof of the hemp

Section 12

12.1. The Secretary estabhshes and adopts the Vermont Hemp brand ané—graﬁe&under its
authority in 6 V.S5.A. Chapter 21.

;:2»2« Ahemga empgmm endaamp(ed@ndte&te&m@@mdane&wﬁ%gémww@m XS

pereeet-and»m,pe i

fd}«»@m@e&&a—h@mp erop-produced-with-a-ciwigbidiokc
percent-and-8-percepntrand

le)-A-hemp-crop-produced with-asannabidibkeonsenivations:

12:3.12.2.  Vermont Hemp is a hemp crop, hemp product, or hemp-infused product that
satisfies the f [
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(a) M&rmont Hemp.is Producedproduce in Vermont as defined in Section 3 by
Regrs%rantsregrstrants of the Vermont Hemp Program

wnth the accep‘table: potency I_exeLand contammant action Ievelsras-aﬁg}g@bre,

and :

. (d) complientVermont:Hemp is.compliant with the Vermont Hemp Program'’s
Iabelmg requirements in Section 1011.

mustANY registrant that wishes to use the the Vermont Hemp brand
p-brand
sand must meet all

.must annually apply for certification aimeetmgaﬂ-the—requwement&af#@%eﬁ 25l
-apnually-to-the-Agency,-using Agency-stpplied forms providéd-bis
Agency reguiremnents.

Section 13  [nspection, Research and Record Reviews

13.1. The Agency shall-conduct annual registrant lnspectlonseei'_
not be at random-ic verify-that. lﬁemp«mt«@md%eé%mwe%aj S¥
ignsure compliance” w:th these Rules.

rants, which may ormay
sand-federallaw, to

13.2. The Agency may inspect a Registrant'sregistrant’s premises, machinery, equipment-and,
facilities, any crop during any growth phase- ,a_mj[or any hemp product or hemp-infused
product during processing or storage. FhisThe inspection may include théta ing-6fcollecting
samples, taking photographs and/or video, talking to registrants and/or witnesses, and/or
Ainspecting records.” The inspection eof-records-and-inspection-efinay also include inspecting,
‘equipment and/or vehicles used in-thefor growing, processing or transpert-oftransporting
hemp crops, hemp products-, and/or hemp-infused products, and tg&mg-a-nv other
" yeasonable measure to evaluate compliance with these Rules.

13.3. The Agency may inspect any retail location offermg hemp products or hemp-infused
products. This inspection may include the-taking-ef samples of such products.

13.4. The Agency may use any hemp crop samples to conduct genetic testing and/or research
the potential of taxenomic determinations of hemp cultivats or.varieties grown.
i :

Section 14 Enforcement

15
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14.1. Violations.
(a) If the Secretary determines that a person-who-has produééd-hemp-has
negligentiyregistrant violated any provision of 6 V.S.A. Chapter 34 or these Rules, the persen
must-correct-their-negligent-violation{s)-Secretary may require corrective action, revoke the
Agency’s registration, issue and enforce a stop sale order, take administrative enforcement
action, refer a matter to the Attorney General for civil enforcement, and/or refer a matter
to law enforcement for potential criminal enforcement. '
Examples of regligentviolations that will, at minimum, require corrective action are as
follows:

i.-  aperson-who-isregistered-with-the Hemp-Program-negligently-failsfailure to provide a

legal description of the land es-which-they-producewhere hemp is produced;

#——=a-person-produces-hemp-and-negligently-failsto-obtain-a-registration from-the - Hemp
Program;

ii.  aperson-whe-isregisteredfailure to appropriately register with the Hemp-Program

and-negligentiy-produces-Agency;

iii.  failure to produce Cannabis sativa L. with-a-delta-9-tetrahydrocannabinel
concentration-of greater-than-0-3-but-ne-greater-than-ene-percentthat complies with
the required acceptable potency level.

W——a-person-who-is registered-with-the-Hemp-Rrogram-and-negligently-produces-Connabis
sativa-L-with-a-delta-9 tetrahydrocannabinol-concentration-ef-mere-than 83 percenton
a-dry-weight-basis-and-a-total theoretical tetrahydrocannabinol concentration-greater
than-gne-percent-dry-weight-hasis;-or-a-typel-or-typei-cultivar

(b)¥e_ When instructed to correct theirnegligent-a violation
viclated-Chapter34-or-these-Rules-must, the registrant shall:
i.  propose a written corrective action plan to the Agency within 10 days of receipt
of aany notice of violation a propesed-corrective-action-plan-that-includes, The plan
shall also include a proposed date effor completion of the correction action plan;
ii.  obtain written Agency approval frem-the-Ageney-for the corrective action plan
once the plan is acceptable;
iii. comply with the approved corrective action plan; and
i——report twice-anaualy-to the Secretary on-their-compliance-with-these-Rulesin writing
every six months for the next 2two calendar years:
iv. __ Acorrective-action-plan-fora-person-who-has-registered-with explaining how the Hemp
Programregistrant is complying with Chapter 34 and whethese Rules.
te}-A registrant that negligently vielates these Rules-by-producingproduces Cannabis sativa
L. with a delta-9 tetrahydrocannabino! concentration greater-than-0.3-but-no-greater
than-ene-percent-on-a-dry-weight-basisshall-include-a-requirement-that-that exceeds the
——enter-inte-an-agreement-with-a-dispensaryregistered-under18-\LSA- chapter-86-for-the
separaﬁen-eith@deka@-&etfahydmeannabinel«-frem&h&hemp»eroprretumof»thehemp

Atly
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m&w&e"pe%%%%ed—wthme%ew&wé{ Soribion ot thasen:
temhvémesﬂmbmetby»th&dgpemary,

B

arrange for the Secretary to destroy or order the destructuon of the hemp crop.

{e}-A person who negligently violates these Rules shalbnot-gi-a-resultobthatviolation(s)}-be
subject-to- any-criminal-occivikenforcomant action:by-the federabor stategovernment:
#(d)  A-persoawhenegligentlyviolates these-Rules:3three times in a Sfive-year period
shall be ineligible to'produce hemp for a period of 5five years beginning on the date
of the third violation., The Secretary, for good cause shown, may choose to impose a
‘different penalty, |
14.2. Other violations. '
If the Secretary determines that a personivhe-has-preiiiéad-hemphasregistrant intentionalli
willfully, and/or knowingly violated Chapter 34 or these Rules-with-a-culpable-mentakstate
;gfeatm&;aneeghgeac—ex the Agency sha!& kemeéma—ly—veper@-wm__ take:more sis mﬂcant

_5-3-34!aw and these

Fection 10143, mm Ariculiyredmg

Section 15 )

15.1. Sections 6, 7, 8 9, and 11 of these Rules shalido not apply when the hemp product:
(a) is seed or seed 01I for consumptlon and consndered Generally Recognized as Safe” by
(b) is not lntended for. consumptlon and will be used for fiber, building material, or as
ammal beddmg, and is not gar sublect to the Secretary’s order of destruction of

_anv other provmons or applications which can be given effect WIthout the invalid prov:snon

or application..
Section-16 Section 17 Effective DatesDate.

Aﬂ-exeepwhe»»fel tewmg—see’e;ees
{a}{nlﬂs _rule shall become effective on its date of adoption.
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Vermont Hemp Rules

Section 1 Suthority and Pur

1.1 The Secretary of the Agency of Agriculture, Food and Markets (Agency) adopts the Vermont
Hemp Rules pursuant to 6 V.S.A. Chapter 34. Chapter 34 authorizes the Secretary to adopt
rules to implement the chapter and the State Hemp Program (Vermont Hemp Program). The
Secretary is required to adopt rules establishing how the Agency will conduct research and
establishing requirements for the registration of processors of hemp and hemp-infused
products.

1.2 The Secretary establishes the Vermont Hemp Program (Hemp Program) to conduct research
and regulate the growing, processing, testing, and marketing of industrial hemp and hemp
products in the State.

1.3 The Agency expects to continue operating Vermont’s pilot program pursuant to the 2014
federal Farm Bill for the 2020 growing season. After the General Assembly updated Chapter
34 following enactment of the Agriculture Improvement Act of 2018, Pub. L. No. 115-334, the
United States Department of Agriculture (USDA)} issued an Interim Final Rule (IFR) inlate 2019
that makes important distinctions from the pilot program. USDA informed the Agency that it
could continue to operate its pilot program during the 2020 growing season, and the Agency
plans to do so. Asfederal law develops and-evolves, the Agency continues to evaluate it,
continues to propose pragmatic changes, and will continue to evaluate how hemp may be
grown, produced, and regulated in the State of Vermont. Compliance with these Rules does
not guarantee compliance with other legal requirements, and each registrant is personally
responsible for complying with all applicaple state and federal laws.

Y

Section 2 AI Blicabi

2.1. A person who plans to or grows, processes, or tests hemp or hemp products in the State:
(a) must register annually with the Vermont Hemp Program;
(b} must register all hemp cultivation, drying, storage areas, and/or processing sites with
the Hemp Program; and
{c) must comply with the Vermont Hemp Rules {Rules).

2.2. A person is not required to register with the Hemp Program to sell hemp products or hemp-
infused products in Vermont.

Section 3 Definitions 5

concentration of 0.3 percent or less on a dry weight basis. This initial requirement accords
. with the federal 2014 Farm Bill. As an additional policy limitation implemented to protect
public safety, the Agency also requires that the total theoretical tetrahydrocannabinol
concentration not exceed one percent on a dry weight basis. The acceptable potency level
may change as the law develops following the 2020 growing season. ’

3.1. Acceptable potency level means a hemp crop that has a delta-9 tetrahydrocannabinol

k]
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Agency means the Vermont Agency of Agriculture, Food and Markets.

3.2

3.3.  Biomass means harvested hemp including the stalks and leaves and may include
flowers/buds and/or seeds.

3.4.  Broad spectrum means a concentrate extracted from hemp containing.cannabinoids except
THC which has been removed:

3.5. Cannabidiol or CBD is one of the naturally occurring cannabinoids found in the Cannabis
sativa L. plant. .

3.6. %annabma;_g means any of a group of closely related chemical compounds which include
THC (tetrahydrocannabinol), THCA (tetrahydrocannabmollc acid}), CBD.{cannabidiol), CBDA
(cannabidiolic acid), CBN {cannabinol), CBG {cannabigerol), CBC (cannabichromene), CBL
{cannabicyclol), CBV (cannabivarin), THCV (tetrahydrocannabivarin), CBDV (cannabidivarin),
CBCV (cannabichromevarin), CBGV (cannabigerovarin), CBGM (cannabigerol monomethyl
ether), CBE (cannabielsoin), CBT (cannabicitran), and other active constituents that are
naturally occurring in the Cannabis sativa L. plant.

3.7. Cannabinoid cdntent refers to the test-verified levels of specific cannabinoids in a harvest
or process lot.

3.8. Certificate of analysis means a certified Iaboratory s report describing its analytical testing
and results.

3.9. Eértified laboratorg means a laboratory certified by the Agency under 6 V.S.A. § 567..

3.10. Consumable meansa hemp product or hemb-infused product intended for human
consumption.

3.11. éo sum| tioh means human ingestion, inhaling, or topically applying to skin or hair.

3.12. Contaminsnt means a pesticide, solvent, I'mavy metal, mycotoxin, foreign material,
bacterial and/or fungal impurity introduced through cultivation or processing.

3.13. Crop means hemp grown following proper registration through the Agency,

3.14. Eultivar.meansa plant variety with known characteristics that has been grown and
produced by humans.

3.15. Cultivation area means one (1) contiguous tract of land, mdoor facnllty or greenhouse used
to produce or intended to be used to produce hemp.

3.16. Pelta:9: tetrahvdrotannabmo[ also referred to as “THC,” is the principal psychoactive
cannabinoid found in the Cannabis sativa L. plant.

3.17. Distillate means a concentrate where a segment of cannabinoids from an initial extraction

are selectively concentrated through heating and cooling, with all impurities removed.

= 2
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3.18.

.3.19. B

3.20.

3.21.

(a)
(b)

(c)

3.22,

(a)
(b)

3.23.

3.24.

3.25.

3.27.

3.28.

‘Drving or storage area a'means any area where hemp is dried or stored. A drying or storage

area may include areas where harvested hemp is confined, housed, or stored, whether
inside or outside of any structure.

iy weight means the weight of plant material with no greater than 13% moisture content.

Food means articles of food, drink, confectionery, or condiment for-human consumption,
whether simple, mixed, or compound, and all substances and ingredients used in the
preparation thereof. S

Eull. spectrum means a hemp product or hemp-infused product that is:

derived from a hemp concentrate;

contains cannabinoids, aromatics, essential vitamins and minerals, fatty acids, protein,
chlorophyll, flavonoids, and terpenes; and

has not been reformulated-or has not had cannabinoid isolates or distillates added to it.

Grow may be used interchangeably with the word “produce” or "cultivate” and means:
planting, cultivating, harvesting, or drying hemp, and/or
selling, storing or transporting hemp.

Grower means a person who is registered with the Agency to produce hemp crops.

Handle means to possess hemp crops for any period of time.on premises owned, leased,
operated, or controlled by a registrant. “Handle” aiso means to possess hemp crops for
any period of time other than during transport from a registrant’s premises to another
registrant’s premises or out-of-state recipient. “Handle” does not mean possession of

.. hemp products or hemp-infused products.

:'Harvest lot means a grower’s harvested hemp produced during a single growing season in a
contlguous area containing the same cultivar or variety.

Harvest lot number means a unique numerical identifier that begins with the last four digits
of a grower’s registration number, foliowed by the year of harvest, and a unique number to
identify the harvest lot.

Hemp means the plant Cannabis sativa L. and any part of the plant, including the seeds and
all derivatives, extracts, cannabinoids, acids, salts, isomers, and salts of isomers, whether
growing or not, with a delta-9 tetrahydrocannabino! concentration of not more than 0.3
percent on a dry weight basis. The cultivation of hemp shall be subject to and comply with
the required agricultural practices adopted pursuant to 6 V.S.A. § 4810.

Hemp concentrate means a process intermediate obtained by separating cannabinoids
from a hemp crop using a mechanical, chemical or other process which consists primarily of
cannabindids. Hemp concentrate is not a hemp product or hemp-infused product as
defined by these rules. :

&
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3.29.

3.30.

3.31.
3.32.‘
3.33.
3.34.

3.35:

(a)

3.36.

3.37.

3.38.

3.39.

.Hemp crop means a standing or harvested crop or biomass. Use of “hemp crop” or “hemp

crops” includes both the singular and plural usages whenever appropriate and shall be read
to be inclusive of both forms whenever possible. )

Hemp product or Hemp:infused product means all product that satisfies the required
tetrahydrocannabinol concentration level for hemp, derived from, or made by, processing
hemp plants and/or plant parts, that are prepared in a form available for commercial sale,
including cosmetics, personal care products, food intended for animal or human

consumption, cloth, cordage, fiber, fuel, paint, paper, construction materials, plastics, and

any product containing one or more hemp-derived cannabinoids, such as cannabidiol.

Ifigtedient means any substance that is used in the manufacture of a hemp product or

hemp-infused product that is intended to be present in the finished process lot.

Isolate means a concentrate that is more than 95 percent comprised of a single
cannabinoid compound created by a chemical process.

_Label Guarantee is the declared minimum or maximum amount of individual cannabinoid

content in a hemp product or hemp-infused product.

Negligence means the failure to exercise the level of care that a reasonably prudent person
would exercise in complying with Chapter 34 of Title 6 of Vermont law and these rules.

Person means:

an individual, sole proprietor, or any form of partnership, corporation, association,
unincorporated organization, trust, or other legal or commercial entity, including a joint
venture or affiliated ownership, or

any individual or entity affiliated with any other individual or entity for profit,
consideration, or any other beneficial interest derived from agricultural management,

including lessors and lessees.

Personal use means cultivating hemp on less than 0.5 acres for an individual’s own use,
when no hemp crop, hemp prodiict, or hemp-infused product Pnters commerce from
cultivation areas registered for this purpose.

Process means a processor’s storing, drying, trimming, handling, compoundmg, and/or
conversion of hemp crops into hemp products or hemp-infused products. “Process”
includes processing hemp:from single or multiple growers, and transporting, aggregating,
or packaging hemp. “Process” also includes manufacturing hemp products or hemp-infused
products from hemp concentrate.

Progéssor means.a person who is registered with the Agency to process hemp crops. A
retail establishment selling' hemp products or hemp-infused products is not a processor.

Process lot means: any amount of hemp concentrate, hemp product or hemp-infused
product of the same type, processed at the same time using the same ingredients and
same standard operating procedures.
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3.40. Process lot number means a unique numerical identifier that begins with the last five digits
of a Processor’s registration number, followed by the year of processing, and a unique
number to identify the process lot.

3.41. ‘Processing sife means a single parcel of land and all infrastructure on that parcel used for
the processing or intended processing of hemp.

3.42. "Producedm Vermont" means hemp products or hemp-infused products that are derived
from hemp crops exclusively grown and processed in Vermont, and the products are
formulated in Vermont in compliance with these Rules.

343, sty it means a person registered with the Hemp Program.

3.44. rahydroeannabinolic#cill (THCA) is the precursor of delta-9 THC.

3.45. Total theoretical tetrahydrocannabinol content (or total theoretlcal THC) is the maximum
amount of possible delta-9 tetrahydrocannabinol in a hemp crop if total conversion were to
occur. The calculated amount.is determined as follows:

the sum of the concentration of-delta-9 tetrahydrocannabinol added to the amount of R

tetrahydrocannabinolic acid after it is multiplied by 0.877 on a dry weight basis and reported to
two significant figures. The mathemadtical équation follows:

Section 4

Total theoretical THC = ([delta 9 THC] + ([THCA] * 0.877))

ipid seluble plantcompounds,

4.1. To register as a Grower or Processor with the Hemp Program, a person must apply by
submitting the Agency’s completed application form, the required documentation, and
registration fee (collectively, the “application”). The person’s application must include the
location including GPS coordinates of all cultivation areas, drying or storage areas, and/or
processing sites where the person plans to grow or-process hemp. A person’s cultivation,
drying, storage areas, and/or processing sites are registered with the Hemp Program when the
person receives the Agency’s written notice of registration.

(a) To process an application, the Agency may request additional documents to verlfy the

information provided in the submitted application.

{b) The application is not complete unless and until all requested documents are provided

and the registration fee is received. The Agency may reject any incomplete application.
A person whose application is rejected as incomplete may reapply for registration at any
time.

{c) A person who materially falsifies any information in an application shall be ineligible to :

participate in the Hemp Program. The duration of the ineligibility shall be at the

i
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Secretary’s discretion after evaluating the applicant’s canduct. If the applicant is
permitted to reapply, the applicant must exclusively provide accurate information.

(d) To register multiple cultivation areas or processing sites, a person may submit a single
application identifying all cultivation areas and/or processing sites associated with that
application that includes all appropriate registration fee(s).

(e) Public information provided to the Agency as part of a person’s application may be
publicly disclosed and all information may be provided to law enforcement agencies
without notice to the person.

4.2. Any change to registration information must be approved by the Agency before it may
become effective. Registrations may not be sold or transferred by a person to any other
person.

4.3.Registrations expire:on December 31 of each year. A new application for registration must be -
submitted for each calendar year.

4.4.A person holding a valid registration on the date these Rules are adopted or amended will be
considered registered for the remainder of the calendar year in which the Rules are adopted
or amended.

4.5. A registrant shall exclusively operate within the terms of the specific type of registration
issued and shall not exceed the scope of that authorized activity. As examples, a registrant
licensed to test hemp shall not also grow or process it, and a registrant authorized to grow
hemp for personal use shall not use it for anything-other than personal use.

Section 5
Growers

Browing, Transferring and Selli

. Recordkeepiif, and Reéporting Requirements 6

®

5.1.A grower is responsible for demonstrating compliance with the acceptable potency level for all
hemp crops.

5.2.A grower shall on|y grow hemp crops in registered cultivation areas and only handle hemp -
crops in registered drying and storage area.
5.3.When a grower transfers or sells hemp crop, clones, or plants, the grower must:
(a) provide a copy of a certificate of analysis for the cultivar being transferred or sold; and
(b) offer a list of any pesticides used in the cultivation of a. hemp crop, clones, or plants.

5.4.A grower must assign each harvest lot a harvest lot number..

5.5. For a minimum of three (3) years from harvest date, a grower shall maintain the following
records for each harvest lot organized by harvest lot number:
(a) Records of all purchases of hemp seed, starts, and clones, which shall include:
i. the date of purchase;
ii.  the cultivar name;
iii. the name and address of the seller and the Agency-issued license number for each
seed dealer or nursery dealer;
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iv.  a certificate of analysis by a certified laboratory demonstrating the cultivar’s
compliance with the required acceptable potency level; and '
v.  acopy of the map submitted during the registration process that shows the
cultivation area where the cultivar was grown.
{b) Records of all hemp crop transfers to each in-state and/or out-of-state processor, which
shalbinclude:
i.  the date(s) of harvest and transfer;
ii.  the name and address of each processor and its registration number; and
fii.  anestimate of the dry weight of hemp transferred measured in pounds.
(c} Copies of all sampling and testing records to demonstrate compliance with Vermont
Pre-Harvest Sampling Protocols, and the testing required by these Rules including all
certificates of analyses performed by certified laboratories. :

5.6. A grower shall make all records available to the Agency for inspection upon request..

5.7.A grower shall annually submit a report to the Agency by December 1 detailing the total
. acreage of hemp planted, harvested, and if applicable, disposed or destructed. This
- information shall be publicly available upon request provided it is presented in a form which
does-not disclose the identity of individual persons, households, or businesses from whom the
information was obtained; or whose characteristics, activities, or products the information is
about. See 6 V.S.A. § 61.

Section 6 E_. mcessmg,__I_:_fansferrmg___gnd Selling, Recergkeenm_ A and Reporting Reguirements for’
Processors = HUa AEME ;

6.1.A processor is responsible for demonstrating compliance with the acceptable potency level for
hemp products and/or hemp-infused products offered for sale or transfer.

6.2.A processor shall only use lipid, ethanol, or carbon dioxide (CO2) botanical extraction
methods, solvent free mechanical extraction methods, or other extraction methods which the
Agency pre-approves in writing. All other methods of botanical extraction, including use of
butane, proparie, hexane and other hydrocarbons is prohibited.

6.3. A processor shall not use synthetic cannabinoids in the production of any hemp product or
hemp-infused product.

" 6.4. A processor shall only process hemp crops at registered processing sites.

6.5.A processor must notify the Agency in writing of any processing site closure wuthm 10 busmess
days.

6.6. A processor, at the time of processing, must assign a process lot number to each lot of hemp
concentrate, hemp product, and/or hemp-infused product extracted or formulated by the
processor.

6.7.A processor shall only transfer or sell herrip concentrate for the purpose of reformulation into
hemp products or hemp-infused products to:

) 7
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.(a} the grower of the hemp crop if the grower is also a processor, or
(b} to another processor.

6.8. For a minimum of three (3) years from the date of processing a process lot, a processor shall
maintain the following records for each extracted hemp concentrate organized by process lot

number:

{a) Records of all hemp crop(s) received by harvest lot number including:

The name, address, and registration number of the grower for any amount of
hemp crop transferred to the processor;

" Date(s) each hemp crop was received; 2

Amount.of hemp measured in pounds as received;

Copies of sampling and testing records as required by Vermont Pre-Harvest
Sampling Protocols and these Rules; and

Certificates of analyses from certified faboratories.

(b) Records of hemp crops the processor receives from out-of-state, including:.

i.

The name and address of the out-of-state grower for any amount of hemp crop
received;

The out-of-state grower registration number in the’respective state;

Date the hemp crop was received;

Amount of hemp crop measured in pounds as received; and

Certificates of analyses for hemp crop potency.

{c) Certlflcates of analyses from certified laboratories organized by process fot number and.
detailing cannabinoid content for any hemp concentrate a processor produced.

6.9. For a minimum of three (3)-years from the date of processing a process lot, a processor that
formulates hemp products orhemp-infused products and offers a label guarantee, shall
maintain the following records organized by hemp product or hemp-infused product process
lot number:

(a) -Copies of records from harvest lots as outlined in Section 6.8 that are used to formulate
each product;
N {b} The standard operating procedure for formulating each product;
(c) Certificates of analyses from certified laboratories demonstratlng the cannabinoid
content of.each product; and
. {d) A copy of each product’s label, as required in Section 11.

6.10. A pro&essor of hemp products or hemp-infused products that offers no label guarantee

of any specific quantity of cannabinoids in the product shall be required to maintain records of

formulation, including certificates of analyses for the hemp concentrate, used in product

formulation, but shall not be required to maintain records of certificates of ana!yses for every

pracess lot of the finished product.

6.11. A processer shall make these records available to the Agency for inspection upon
request.
6.12. When requested and in a format described by the Agency during the annual registration

- process, a processor shall provide the total dry weight (measured in pounds) of the hemp crop
handled in the preceding year. This information shall be publicly available upon request
provided it is presented in a form which does not disclose the identity of individual persons,

&1
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households, or businesses from whom the information was obtained, or whose
characteristics, activities, or products the information is about. See 6 V.S.A. § 61.

Section 7 Testing Requirements for GFovge;

7.1. A grower must test hemp crops for compliance with these Rules.

7.2.A grower must test each harvest lot for potency levels to be reported on a dry weight basis,
including reporting total theoretical tetrahydrocannabinol concentration.

7.3.A grower must test all harvest lots for the following substances:
(a) target pesticides established in the Cannabis Quality Control program, unless it is a
certified organic crop; and
{b) heavy metals when the property was previously used for orchard crops or a land use
. other than farming as defined in the Required Agricultural Practices Rule, unless a
recent soil test demonstrates that the heavy metals are within the action limits for soils
i as authorized in the Cannabis Quality Control Program. '
: (c) testing for other potential contaminants when the Agency of Natural Resources has
approved the property for biosolid application.

7.4. All hemp crop testing required by these Rules shall be conducted by a certified laborétory,
This requirement excludes soil tests for heavy metals.

7.5. A harvest lot complies with the acceptable potency level and.contaminant action limits under
! ' these Rules when a certified laboratory’s certificate of analysis demonstrates as follows:
(a) adelta-9 tetrahydrocannabinol concentration of not more than 0.3 percent on a dry
weight basis, ,
{b) a total theoretical THC concentration that does not exceed one percent, and
(c) contaminant levels below the action limits for pesticides and heavy metals established
in the Cannabis Quality Control program.

7.6. When a harvest lot does not satisfy the acceptable potency level the grower must dispose of
or destroy the hemp crop in accordance with Section 14. -

7.7.When a harvest lot does not satisfy the heavy metal and/or pesticide action limits established
in the Cannabis Quality Control Program the grower must either mitigate or destroy the

harvest lot. The harvest lot may not be sold as trim flower to the consumer.

Section 8 “Festing Requirements for Processors ¥

8.1.A processor must ensure that all hemp products and hemp-infused products comply with
these Rules. ‘

8.2.A processor must have all process lots tested according to Table 1 for potency, water activity,
pesticides, heavy metals, mycotoxins, and bacterial-and fungal contaminants by sample type.

Table 1, Testing Requirements
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potenc

mycotoxins,

products, edibles,
| tablets

- moisture or 1 pesticides | Residual
water | bacterial and [ solvents
activity | fungal ! - o
Note1l | Each Each process lot Note 1 N/A
process lot
Each Each process lot | Each | Each ' Note 3
process process lot | process |
e lot, . B R 1. S
Solids Each - JEachprocesslot | Fach | Each
_process process lot | process
lot " lot _
fosed sroducs” = : —
| Liquid-infused | Note 4 | Note 2 Note 1or 2 | Note 2 N/A
“products (tinctures,
water based) e
- Solid-infused Note2

Note 2: Testing completed for trim flower or hemp concentrate is sufficient for showing

compliance.

Note 3: Residual solvents are tested only if solvent-based extraction techniques are used.

Note 4: Please apply Section 8.3 (a) for potency.

8.3.

when the following terms apply:
(a) a certified laboratory’s certificate of analysis demonstrates that the product
meets the acceptable potency level or the processor’s formulation demonstrates
compliance with the acceptable potency level, and’

(b) a certified laboratory’s certificate of analysis demonstrates compliance with
Section 8.2 and that contaminant levels are below action limits for pesticides,
heavy metals, mycotoxins, and bacterial and fungal contaminants as established
in the Cannabis Quality Control program.

8.4.

Note 1: Testing completed for harvest Iot is sufficient for showing compliance.

When a hemp product or hémp-infused product does not meet the acceptable

potency level and/or the required action limits, the product must be disposed of or

destroyed in accordance with Section 14.

Section9  Reporting and Disposal, Destruction, or Miti

10

gation Requirements

A hemp product or hemp-infused product process lot complies with these Rules
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9.1 If a harvest lot exceeds the acceptable potency fevel or the required action
limits in the Cannabis Quality Control Program, then the following conditions apply:

(a) The certified laboratory shall send the certificate of analysis containing the result

and the testing request form within 24 hours of completing the harvest lot test
to:
i.  the Agency by certified mail or electrénically to an individual identified by
the Agency, and
ii.  the registrant who requested the testing.

(b) The registrant, within 48 hours of receiving the certificate of analysis, shall
provide the following information to the Agency by certified or electronical mail
(to an Agency-identified individuaf):

i. _ acopy of the certificate of analysis for the harvest lot;
ii.  acopy ofthe map used during the registration process depicting the
harvest lot cultivation area; and
iii. ~ the proposed action plan for disposal, destruction, or mitigation.

(c} Failure to notify the Agency within 48 hours as required may result in
enforcement under Vermont law. ’

(d) A harvest lot exceeding the acceptable potency level shall not be processed into
hemp concentrate or used to formulate hemp products or hemp-infused
products. Concentrate, products or infused products created from such a
harvest lot may result in the disposal or destruction of those concentrates or
products.

9.2. The proposed action plan for disposal and destruction of harvest lots or process
lots shall be reviewed and approved by the Agency prior to implementation.

9.3. The registrant is responsible for the full cost of disposal, destruction, and/or

* mitigation.

Section 10 Requirements for Handling Hemp Crops; Hemp Products and Hemp-infused
Products "

10.1. Registrants shall only handle hemp crops that have an acceptable potency level,

10.2. Registrants shall not formulate or sell a hemp product or hemp-infused product
that exceeds the acceptable potency level.

Section 11 Requirements for Labeling Hemp Products and Hemp-infused Products

11
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11.1. All guaranteed hemp products or hemp-infused products produced in Vermont
must be labeled and traceable to a certnf:cate of analysis for all cannabinoid content
label guarantees.

11.2. Registrants must label consumable hemp products and hemp-infused products
in accordance with this section.

11.3.  All label claims using the term “whole plant,” “isolate,” “full spectrum,” “broad

spectrum,” and/or “distillate” shall comply with the applicable definition contained in

these rules.

11.4.  Alllabels for consumable hemp products or hemp-infused products grown or
processed in Vermont must contain the following information:
(a) The name and principal mailing address of the processor of the hemp product or
hemp-infused product;
(b} A statement that the product contains ingredients that are derived from
“hemp;”
(c) An accurate statement of the quantity of the content in welght measure, or
numerical count; \
{d) When offering a guarantee, the guaranteed amount of any listed cannabinoid
contained in the product by serving size measured in milligrams, milliliters, or
grams;
(e) A statement that the product contains THC, if applicable; and
{f) A process lot number. .
11.5.  If a product is sold as a dietary supplement and in compliance with federal Food
and Drug Administration manufacturing standards and label requirements, those label
requirements supersede this Rule’s Section 11.4 {a)-(f) label requirements.

Section12  Vermont Hemp | Produ cts and Hemp-Infused Products

12.1.0 ~ The Secretary establishes and adopts the Vermont Hemp brand under its
authority in 6 V.S.A. Chapter 21.

12.2. Vermont Hemp is a hemp crop, hemp product, or hemp-infused product that
satisfies the foIIowing standards and is certified by the Agency:

(a) Vermont Hemp is produced in Vermont as defined in Section 3 by registrants of :

the Vermont Hemp Program;

(b) Vermont Hemp is a hemp crop, hemp product, or hemp-infused product
exclusively grown and processed in Vermont by registrants that demonstrate
compliance with all requirements enumerated by the Secretary;

(c) Vermont Hemp is tested by a certified laboratory and proven to be compliant
with the acceptable potency level and contaminant action levels; and

12
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(d) Vermont Hemp is compliant with the Vermont Hemp Program’s labeling
requirements in Section 11.

£

12.3. Any registrant that wishes to use the Vermont Hemp brand must annually apply
for certification using Agency-supplied forms and must meet all Agency requirements.

Record Reviews

Section13  Inspection, Re

h

13.1.  The Agency shall conduct annual registrant inspections, which may or may not
be at-random, to ensure compliance with these Rules.

13.2. The Agency may inspect a registrant’s premises, machinery, equipment, facilities,
any crop during any growth phase, and/or any hemp product or hemp-infused product
during processing or storage. The inspection may include collecting samples, taking
photographs and/or video, talking to registrants and/or witnesses, and/or inspecting
records. The inspection may also include inspecting equipment and/or vehicles used
for growing, processing or transporting hemp crops, hemp products, and/or hemp-
infused products, and taking any other reasonable measure to evaluate compliance
with these Rules. )

13.3.  The Agency may inspect any retail location offering hemp products or hemp-
infused products. This inspection may include taking samples of such products.

13.4.  The Agency may use any hemp crop samples to conduct genetic testing and/or
research the potential of taxonomic determinations of hemp cultivars or varieties
grown.

Section 14 Enforcem__ent

14.1..  Violations. .
(a) If the Secretary determines that a registrant violated any provision of 6 V.S.A.
Chapter 34 or these Rules, the Secretary may require corrective action, revoke
the Agency’s registration, issue and enforce a stop sale order, take .
administrative enforcement action, refer a matter to the Attorney General for
civil enforcement, and/or refer a matter to law enforcement for potential
criminal enforcement. ' i
Examples of violations that will, at minimum, require corrective action are as
follows:
i.  failure to provide a legal description of the land where hemp is produced;
ii.  failure to appropriately register with the Agency;
iii. failure to produce Cannabis sativa L. that complies with the required
" acceptable potency level.

13
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(b) When instructed to correct a violation, the registrant shall:

i.  propose a written corrective action plan to the Agency within 10 days of
receipt of any notice of violation. The plan shall also include a proposed

- date for completion of the correction action plan;

ii.  obtain written Agency approval for the corrective action plan once the plan
is acceptable; :

iii. comply with the approved corrective action plan; and

iv.  report to the Secretary in writing every six months for the next two
calendar years explaining how the registrant is complying with Chapter 34
and these Rules.

(c) A registrant that negligently produces Cannabis sativa L. with a delta-9
tetrahydrocannabinol concentration that exceeds the acceptable potency level
shall arrange for the Secretary to destroy or order the destruction of the hemp
crop.

(d) A person who negligently violates these Rules three times in a five-year period
shall be ineligible to produce hemp for a period of five years beginning.on the
date of the third violation. The Secretary, for good cause shown, may choose to
impose a different penalty.

14.2.  Other violations. ;
If the Secretary determines that a registrant intentionally, willfully, and/or knowingly
violated Chapter 34 or these Rules, the Agency will take more significant enforcement
action than if the registrant made a good faith effort to comply with the law and these
Rules.

Section15  EXemptions

Fe

15.1.  Sections 6, 7, 8, 9, and 11 of these Rules do not apply when the hemp product:
(a) is seed or seed oil for consumption and considered “Generally Recognized as
Safe” by the United States Food and Drug Administration; or
{b) is not intended for consumption and will be used for fiber, building material, or
animal bedding, and is not subject to the Secretary’s order of destruction or stop
sale order. ’

Section 16

The provisions of this rule are severable. {f any provision of this rule is invalid, or if any
application of this rule to any person or circumstance is invalid, the invalidity shall not affect
any other provisions or applications which can be given effect without the invalid provision
or application. '

Section 17  Effective Date.

14
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This rule shall become effective on its date of adoption.

Ry
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VERMONT GENERAL ASSEMBLY

The Vermont Statutes Online

Title 6 : Agriculture

Chapter 024 : Hemp

(Cite as: 6 V.S.A. § 561)

§ 561. Findings; intent
(a) Findings.

(1) Hemp has been continuously cultivated for millennia, is accepted and available in
the global marketplace, and has numerous beneficial, practical, and economic uses,
including: high-strength fiber, textiles, clothing, biofuel, paper products, protein-rich food
cohtaining essential fatty acids and amino acids, biodegradable plastics, resins, nontoxic
medicinal and cosmetic products, construction materials, rope, and value-added crafts.

(2) The many agricultural and environmental beneficial uses of hemp include: livestock
feed and bedding, stream buffering, erosion control, water and soil purification, and weed
control.

(3) The hemp plant, an annual herbaceous plant with a long slender stem ranging in
height from four to 15 feet and a stem diameter of one-quarter to three-quarters of an inch is
morphologically distinctive and readily identifiable as an agricultural crop grown for the
cultivation and harvesting of its fiber and seed.

(4) Hemp cultivation will enable the State of Vermont to accelerate economic growth
and job creation, promote environmental stewardship, and expand export market
opportunities.

(5) Section 10113 of the Agriculture Improvement Act of 2018, Pub. L. No. 115-334
authorizes the growing, cultivation, and marketing of industrial hemp under a U.S.
Department of Agriculture approved State program.

(b) Purpose. The intent of this chapter is to establish policy and procedures for growing,
processing, testing, and marketing hemp and hemp products in Vermont that comply with
federal law so that farmers and other businesses in the Vermont agricultural industry can
take advantage of this market opportunity. (Added 2007, No. 212 (Adj. Sess.), § 2; amended
2013, No. 84, § 1, 2017, No. 143 (Adj. Sess.), § 5; 2019, No. 44, § 1, eff. May 30, 2019.)

https://legislature.vermont.gov/statutes/section/06/034/00561

3/25/2020. 11:23 AM
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VERMONT GENERAL ASSEMBLY

The Vermont Statutes Online

Title 6 : Agriculture
Chapter 034 : Hemp

(Cite as: 6 V.S.A. § 564)
§ 564. State Hemp Program; registration; application; administration

(a) The Secretary shall establish and administer a State Hemp Program to regulate the
growing, processing, testing, and marketing of industrial hemp and hemp products in the
State.

(b)1) A person shall register annually with the Secretary as part of the State Hemp
Program in order to grow, process, or test hemp or hemp products in the State. A person
shall apply for registration or renewal of a registration on a form provided by the Secretary.
The application shall be accompanied by the fee required under section 570 of this title. The
application or renewal form shall include:

(A) the name and address of the person applying for or renewing a registration;
(B) whether the person is applying to grow, process, or test hemp or hemp products;
(C) for a person applying as a grower:

(i) the location and acreage of all parcels where hemp will be grown;

(i) a statement that the seeds obtained for planting are of a type and variety that
do not exceed the federally defined tetrahydrocannabinol concentration level of hemp;

(D) for a person applying as a processor, the location of the processing site;

(E) for a person applying to test hemp or hemp products, the location of the site
where testing will occur and any proof of certification required by the Secretary; and

(F) any additional information that the Secretary may require by rule.

(2) The Secretary may verify the information provided in the application or renewal
form under subdivision (1) of this subsection and on any maps accompanying the application
or renewal form and may request additional information in order to perform a review of an
application for registration or renewal.

(c) The Secretary may deny an application for registration or renewal if the applicant:
(1) does not provide all the information requested on the application or renewal form;
(2) fails to submit the fee required under section 570 of this title;

(3) fails to submit additional information requested by the Secretary under subsection
(a) of this section; or

(4) does not, as determined by the Secretary, satisfy the requirements of section 10113
of the Agriculture Improvement Act of 2018, Pub. L. No. 115-334 for participation in the

https://legislature.vermont.gov/statutes/section/06/034/00564

3/25/2020, 11:24 AM
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Program.

(d) A person registered under this section may purchase or import hemp genetics from
any state that complies with the federal requirements for the cultivation of industrial hemp.

(e) A person registered with the Secretary under this section to grow, process, or test
hemp crops or hemp products shall allow the Secretary to inspect hemp crops, processing
sites, or laboratories registered under the State Hemp Program. The Secretary shall retain
tests and inspection information collected under this section for the purposes of research of
the growth and cultivation of industrial hemp.

{f) The name and general location of a person registered under this section shall be
available for inspection and copying under the Public Records Act, provided that all records
produced or acquired by the Agency of Agriculture, Food and Markets related to the
location of parcels where hemp will be grown, including coordinates, maps, and parcel
identifiers, shall be confidential and shail not be disclosed for inspection and copying under
the Public Records Act. (Added 2007, No. 212 (Ad]. Sess.), § 2; amended 2013, No. 84,8 1;
2017, No. 143 (Adj. Sess.), § 5; 2019, No. 44, § 1, eff. May 30, 2019.)

https://legislature.vermont.gov/statutes/section/06/034/00564

3/25/2020. 11:24 AM
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VERMONT GENERAL ASSEMBLY

The Vermont Statutes Online

Title 6 : Agriculture
Chapter 034 : Hemp
(Cite as: 6 V.S.A. § 566)

§ 566. Rulemaking authority

(a) The Secretary may adopt rules to provide for the implementation of this chapter and
the Program authorized under this chapter, which may include rules to:

(1) require hemp to be tested during growth for tetrahydrocannabinol levels;

(2) authorize or specify the method or methods of testing hemp, including, where
appropriate, the ratio of cannabidiol to tétrahydrocannabinol levels or a taxonomic
determination using genetic testing;

(3) require inspection and supervision of hemp during sowing, growing season, harvest,
storage, and processing; and

(4) require labels or label information for hemp products in order to provide consumers
with product content or source information or to conform with federal requirements.

(b) The Secretary shall adopt rules establishing how the Agency of Agriculture, Food and
Markets will conduct research within the Program for industrial hemp.

(c) The Secretary shall adopt rules establishing requirements for the registration of
processors of hemp and hemp-infused products. (Added 2007, No. 212 (Adj. Sess.), § 2;
amended 2013, No. 84, § 1; 2017, No. 143 (Adj. Sess.), 8§ 5; 2019, No. 44, § 1, eff. May 30,
2019)

https://legislature.vermont.gov/statutes/section/06/034/00566

3/25/2020, 11:24 AM
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VERMONT GENERAL ASSEMBLY

The Vermont Statutes Online

Title 6 : Agriculture
Chapter 034 : Hemp
(Cite as: 6 V.S.A. § 570)

§ 570. Registration fees

(a) A person applying for a registration or renewal under section 564 of this title annually
shall pay the following fees:

(1) for an application to grow less than 0.5 acres of hemp for personal use: $25.00;

(2) for an application or renewal of registration to grow or process hemp seed for food
oil production, grain crop, fiber, or textile: $100.00;

(3) except as provided for in subdivision (4) of this subsection, for an application or
renewal of registration to grow, process, or grow and process hemp commercially for floral
material production, viable seed, or cannabinoids, including cannabidiolic acid (CBDA),
cannabidiol (CBD), cannabinol (CBN), cannabigerol (CBG), cannabichromene (CBC), or
tetrahydrocannabivarin (THCV), the following fee based on the greater of the number of
acres planted or the weight of hemp or viable seed processed:

Acres of Hemp Grown or Fee

Pounds of Hemp Processed or

Viable Seed Cultivated |

Annually for Floral Material or

Cannabinoids

Less than 0.5 acres or less than 500 pounds $100.00
0.5 to 9.9 acres or less than 10,000 pounds $500.00
10 to 50 acres or less than 50,000 pounds $1,000.00
Greater than 50 acres or greater than

50,000 pounds $3,000.00

(4) for an application or renewal of registration to operate exclusively within an indoor
facility in order to grow, process, or grow and process hemp commercially for floral material
production, viable seed, or cannabinoids, including cannabidiolic acid (CBDA), cannabidiol
(CBD), cannabinol (CBNJ), cannabigerol (CBG), cannabichromene (CBC), or
tetrahydrocannabivarin (THCV), the following fee based on the size of the indoor facility:

(A) for a facility with an area of 500 square feet or less: $1,000.00; and

(B) for a facility with an area greater than 500 square feet: $2,000.00.

https://legislature.vermont.gov/statutes/section/06/034/00570

3/25/2020. 11:25 AM
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(5) for an application or renewal of registration as a laboratory certified to conduct
testing of hemp and hemp products as part of the Agency's cannabis control program:
$1,500.00.

(b) A person registered to grow, process, ot grow and process hemp for floral material
production, viable seed, or cannabinoids shall not grow more acres of hemp per year than
the amount identified in a registration without first notifying the Secretary and paying an
additional registration fee if necessary under subsection (a) of this section.

(c) The registration fees collected under this section shall be deposited in the special fund
created by subsection 364(e) of this title and shall be used for the administration of the
requirements of this chapter. (Added 2019, No. 44, § 1, eff. May 30, 2019.)

20f2 3/25/2020, 11:25 AM
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VERMONT GENERAL ASSEMBLY

The Vermont Statutes Online

Title 6 : Agriculture
Chapter 021 : Grades And Standards For Farm Products

(Cite as: 6 V.S.A. § 179)
§ 179. Regulations; fees

(a) The Secretary may adopt rules and regulations for carrying out the purposes of this
chapter.

(b) The Secretary may charge fees for inspection of farm and agricultural commodities or
storage facilities and for the establishment of reasonable tolerances incident to proper
grading of agricultural products. Any inspection fees charged pursuant to this section shall
be sufficient to recover the Agency's costs of inspection, including payment for the
inspector's time, and shall be retained by the Agency to reimburse these expenses. In
addition, the Secretary may accept fees collected by or for producer organizations for
promotional activities. Such fees shall be retained by the Secretary and segregated into
separate producer accounts for use to promote agricultural products. (Amended 1975, No.
217 (Ad. Sess.), 8 3; 1989, No. 257 (Adj. Sess.), § 2; amended 2003, No. 42, § 2, eff. May 27,
2003)

1ofl 3/25/2020, 11:25 AM
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PROPOSED STATE RULES

By law, public notice of proposed rules must be given by publication in newspapers of record. The purpose of
these notices is to give the public a chance to respond to the proposals. The public notices for administrative
rules are now also available online at https://secure.vermont.gov/SOS/rules/ . The law requires an agency to
hold a public hearing on a proposed rule, if requested to do so in writing by 25 persons or an association
having at least 25 members.

To make special arrangements for individuals with disabilities or special needs please call or write the contact
person listed below as soon as possible.

To obtain further information concerning any scheduled hearing(s), obtain copies of proposed rule(s) or
submit comments regarding proposed rule(s), please call or write the contact person listed below. You may
also submit comments in writing to the Legislative Committee on Administrative Rules, State House,
Montpelier, Vermont 05602 (802-828-2231).

Vermont Residential Building Energy Standards (RBES).
Vermont Proposed Rule: 19P041
AGENCY: Department of Public Service

CONCISE SUMMARY: The provisions of these standards regulate the design of building envelopes for adequate
thermal resistance and low air leakage and the design and selection of mechanical, ventilation, electrical,
service water-heating and illumination systems and equipment which will enable effective use of energy in
residential building construction. It is intended that these provisions provide flexibility to permit the use of
innovative approaches and techniques to achieve effective utilization of energy.

FOR FURTHER INFORMATION, CONTACT: Kelly Launder, Department of Public Service, 112 State Street,
Montpelier, VT 05620 Tel: 802-828-4039 Email: kelly.launder@vermont.gov URL:
https://publicservice.vermont.gov.

FOR COPIES: Allison Wannop, Department of Public Service, 112 State Street Montpelier, VT 05620 Tel:
802-828-5543 Email: allison.wannop@vermont.gov.

Vermont Commercial Building Energy Standards (CBES).
Vermont Proposed Rule: 19P042
AGENCY: Department of Public Service

CONCISE SUMMARY: The provisions of these standards regulate the design of building envelopes for adequate
thermal resistance and low air leakage and the design and selection of mechanical, ventilation, electrical,
service waterheating and illumination systems and equipment which will enable effective use of energy in
commercial building construction. It is intended that these provisions provide flexibility to permit the use of
innovative approaches and techniques to achieve effective utilization of energy.

FOR FURTHER INFORMATION, CONTACT: Barry Murphy, Department of Public Service, 112 State Street,

\__/ Montpelier, VT 05620 Tel: 802-828-3183 Email: barry.murphy@vermont.gov URL:

https://publicservice.vermont.gov.
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FOR COPIES: Allison Wannop, Department of Public Service, 112 State Street Montpelier, VT 05620 Tel:
802-828-5543 Email: allison.wannop@vermont.gov.

Vermont Wetland Rules.
Vermont Proposed Rule: 19P043
AGENCY: Agency of Natural Resources

CONCISE SUMMARY: This rule amendment proposes to classify the Beaver Meadows Wetland Complex, in
Ripton Vermont, as a Class | wetland. The proposed Class | change appears in Appendix A of the Rule.

FOR FURTHER INFORMATION, CONTACT: Laura Lapierre, Agency of Natural Resources Main Building, 2nd Floor,
One National Life Drive, Montpelier, VT 05620-3522 Tel: 802-490-6177 Fax: 802-828-1544 Email:
laura.lapierre@vermont.gov URL: https://dec.vermont.gov/watershed/laws#rulemaking.

FOR COPIES: Hannah Smith, Agency of Natural Resources, One National Life Drive, Davis 2, Montpelier, VT
05620-3802 Tel: 802-461-0818 Fax: 802-828-1544 Email: hannah.smith@vermont.gov.

2019 Vermont Materials Management Plan: Reducing Solid Waste and Increasing Recycling and Composting.
Vermont Proposed Rule: 19P044
AGENCY: Agency of Natural Resources

CONCISE SUMMARY: The intended impact of the 2019 Materials Management Plan (MMP or Plan) is to reduce
Vermont's waste generation and improve the state's recycling and composting rates. It also strives to provide
convenient options for safe disposal of household hazardous waste, rather than being landfilled. This 2019
MMP amends the previous Plan, which was adopted in 2014, and changes the structure and layout of the
previous Plan to make it more concise. Sections include: Introduction, Statutory Authority, Vermont's Waste,
Plan Priorities, Market and Facilities Assessment, Solid Waste Implementation Plan Requirements and
Approval Process, and Performance Standards for both the Agency and municipal solid waste management
entities (SWMEs) for the five-year Plan period.

FOR FURTHER INFORMATION, CONTACT: Cathy Jamieson Agency of Natural Resources 1 National Life Drive,
Davis 1, Montpelier, VT 05620 Tel: 802-522-5938 Fax: 802-828-1011 Email: cathy.jamieson@vermont.gov URL:
https://dec.vermont.gov/waste-managment/solid.

FOR COPIES: Josh Kelly, Agency of Natural Resources, 1 National Life Drive, Davis 1 Montpelier, VT 05620 Tel:
802-522-5897 Fax: 802-828-1011 Email: josh.kelly@vermont.gov.

Vermont Hemp Rules
Vermont Proposed Rule: 19P045
AGENCY: Agriculture, Food & Markets

CONCISE SUMMARY: This rule establishes registration requirements for cultivators and processors of hemp
and hemp infused products; requirements for testing for contaminants and potency including establishing the
ratio of cannabidiol to tetrahydrocannabinol for a crop to qualify as hemp, and using genetic testing to make a
taxonomic determination that a crop is considered hemp; requirements for record keeping, and labeling of
products for consumer protection and quality control; that the Agency will collect information from registrants

K ) for research purposes and that the information is protected under 6 V.S.A. Section 61; a Vermont brand and

grades.
FOR FURTHER INFORMATION, CONTACT: Cary Giguere; Vermont Agency of Agriculture, Food and Markets;



116 State Street, Montpelier, VT 05620-2901; Tel: 802-828-6531 Fax: 802-828-2361 Email:
cary.gisuere@vermont.gov URL: htips://agriculture.vermont.gov/public-health-agriculture-resource-
management-division/hemp-program/hemp-program-rule.

(\ FOR COPIES: Stephanie Smith; Vermont Agency of Agriculture, Food and Markets; 116 State Street,
Montpelier, VT 05620-2901 Tel: 802-828-1732 Fax: 802-828-2361 Email: stephanie.smith@vermont.gov
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