
FINAL PROPOSED RULE # 	 

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 
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. 
The data provided in text areas of these forms will be used to generate a notice of 
rulemalcing in the portal of "Proposed Rule Postings" online, and the newspapers of 
record if the rule is marked for publication. Publication of notices will be charged 
back to the promulgating agency. 

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

Certification Statement: As the adopting Authority of this rule (see 3 V.S.A. § 801 
(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 
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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 

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

Telephone: 802 828 - 6531 Fax: 802 828 - 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, Montpelier, VT 05620-
2901 

Telephone: 80.2 661 - 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: 
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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 authority. 
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. THE FILING HAS CHANGED SINCE THE FILING OF THE PROPOSED 
RULE. 

10. THE AGENCY HAS INCLUDED WITH TFIIS 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 
THEM. 

14. CONCISE SUMMARY (150 WORDS OR LESS): 
This rule establishes 
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Final Proposed Coversheet 

- 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 

15. 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. 

16. 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. 

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

Individuals and companies 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. 

18. 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 

lt 
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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 WAS 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: 	' e  0 1 : 0 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 

Date: 

Time: 	 AM 

Street Address: 

Zip Code: 

Date: 

Time: • 	 AM 

Street Address: 

Zip Code: 

21. DEADLINE FOR COMMENT (NO EARLIER THAN 7 DAYS FOLLOWING LAST REARING): 

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 
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Final Proposed Coversheet 

hemp grower 

4; 
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'VERMONT 
AGENCY OF AGRICULTURE, FOOD & MARKETS 

wrmAgriculture.Yelmontgov 

Legislative Committee on Administrative Rules 

Robin Chesnut-Tangerman, Chairperson 

Legislative Committee on Administrative Rules 
do Charlene Dindo 

charlene@leg.state.vtus 

3/13/2020 

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

The following outlines changes to the proposed Vermont Hemp Rules. 

Settiorit — 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 to submit a State plan to be the primary governing authority over hemp cultivation in the State. 

,lection 2ripApplicability: changes for clarity. 

Section 9—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 to apply to human consumption 

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. 

1 



.00N.410-, VERMONT 
AGENCY OF AGRICULTURE, FOOD 8t MARKETS 

wovaktriculbire.Varoion4gov 

Siction -11 — Program Registration Requirements: renumbering, and revisions for clarity and conciseness, 

generally. 

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 within the limitation of the specific registration issued by the 

Agency. 

Section 5'— 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. 

Section 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 on 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 

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 Requirements: renumbering, and 

revisions for clarity and conciseness, generally. 

Sktion 10 Requirements for Handling Hemp Crops, Hemp Products and Hemp-Infused Products: 

renumbering, 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. 

5ection 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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ier-s-0.- VERMONT 
AGENCY OF AGRICULTURE, FOOD & MARKETS 

weiwAgritulturs.Vennontgor 

sSection 1  - 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. 

Section 13 — Inspection, Research, and Record Reviews: renumbering, and revisions for clarity and 

conciseness, generally. 

13.2 — Added clarity to the scope of inspection. 

13.4 — Added to capture the ability 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 restrict 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. 

Section 15 — Exemptions: renumbering, and revisions for clarity and conciseness, generally. 

Section 16— Added a severability clause. 

Section 17 — Amended effective date 

!: 



Administrative Procedures — Adopting Page 

Instructions:  

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 proposed 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. 

	IINIONNO  

1. TITLE 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. 

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

• 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 LOG#, TITLE AND EFFECTIVE DATE OF 
THE LAST ADOPTION FOR THE EXISTING RULE): 
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State of Vermont 	 [phone] 802-828-3322 	 Office of the Secretary 
Agency of Administration 	 [fax] 	802-828-3320 
log State Street 
Montpelier, VT 05609-0201 
tAiri+4a—dti.ireriiiorit.koill  

INTERAGENCY COMMITTEE ON ADMINISTRATIVE RULES (ICAR) MINUTES 

Meeting Date/Location: May 13, 2019, Pavilion Building, 5th 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 Jennifer 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. 

NI,  No additions/deletions to agenda. Agenda approved as drafted. 
o 	Note: During the hearing, proposed rule #10 was presented after proposed rule #5 and all others 

were'presented after. 

I No public comments made. 

• 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 Commercial Building Energy Standards (CBES), Department of Public Service, page 

5 
5. 2019 Vermont Materials Management Plan: Reducing 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 Supplies 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 I Iuman 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. 
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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: 

1. Proposed Rule Coversheet, page 4, #11: Include landowners if applicable. 
2. Proposed Rule Coversheet, page 4, #12: Include in the Economic Impact Analysis. 
3. Proposed Rule Coversheet, page 4, #13 and #14: Include hearing information or TBD. 
4. Economic Impact Analysis, pages 1-2, #3: Spell out the acronyms and include them after 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. 

5. Economic Impact Analysis, page 3, #7: Include the positive financial impacts. 
6. Environmental Impact Analysis, page 1, #3: Change 'These rule' to the appropriate term. 
7. Public Input, page 1, #4: Add 'least' between 'The Agency will hold at' and 'three public 

meetings...'. Correct misspelled word 'pubic'. 
8. Public Input, page 2, #5: Correct misspelled Word `lobbiests'. 
9. Text: Clarify the 0.3 percent threshold and 1 percent thresholds. 
10. Text: Correct the section reference of the Farm Bill. 
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. 

5-13-19 ICAR Minutes, Page 2 of 11 



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. 

ilemoomispassiisahistitaili 

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, ENTERPIOR,S; 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 ESA, 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 
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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 
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: CONVDERATION 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 INC/DeNTAL 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 - 
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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. 

7. 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. 

8. 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 HAVING 

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. 

9. 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. 
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Administrative Procedures — Environmental Impact Analysis 

Instructions:  

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. 

Examples 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 

"4111,  ,C 	7 	WAWA 	 ..• 

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 DEVELOPMENT, WASTE GENERATION, ETC.): 
These rule will not increase or decrease the impact on 
transportation, building infrastructure, land use and 
development, or waste generation. Hemp is 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.): 
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Environmental Impact Analysis 

The rule does not address forestry. While it does not 
address agronomics associated with hemp voduction, 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. 

6. RECREATION: EXPLAIN HOW THE RULE IMPACT RECREATION IN THE STATE:' 
No impact. 

7. CLIMATE: EXPLAIN HOW THE RULE IMPACTS THE CLIMATE IN THE STATE: 
No impact. 

8. OTHER: EXPLAIN HOW THE RULE IMPACT OTHER ASPECTS OF VEI?MOIVT'S 
ENVIRONMENT: 
No impact. 

9. 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. 
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Administrative Procedures — Public Input 

Instructions:  

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 Amy Skelton, 
Kitchen Cabinet Medicinals; Herrick Fox, Meristem; Scot 
Waring, Elucidation; Chris Bailey, Victory Hemp Foods; 
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Public Input 

Tom Hirschfield, Champlain Valley Dispensary; Mike 
Crowley, CBD-Vermont; Jessilyri 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. 
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Regarding Vermont Hemp Rules: 

1. 3.17 Distillate Definition: Currently the state defines distillate as having cannabinoid 
percentages greater than 95% 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. I 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 the 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 
tilling a specific niche like extraction and processing, a very underserved aspect of this 



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

a. If a protection against bad actors is necessary, 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 maintains that 
standard ratio. 

9. 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. I 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. 

10. 12.2: Percentage has nothing to do with quality. Setting artificial values like this will 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. 

11. 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 processors for possessing this material. 

.01 
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Northeast Organic Farming Association 
of Vermont 

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

It 

July 5th, 2019 
Anson Tebbetts 
Secretary 	 Z.1 
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 organic 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 legalized 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 addition to a few hemp processor applicants. We have 
also been impressed by the self-reported estimated gross safes 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 a 
premium in the market. It is for this reason that we are happy to see the Agency submitting 
such robust and sensible regulations to maintain a high-quality hemp market under the 
Vermont 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 05477 
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 organic 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 imposing 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(4 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 a hemp grower to maintain, 
as it aligns well with the requirements for organic certification. 

6.2: Although NOFA-VT appreciates the concept of regulating hemp extraction methods, we 
feel that the current 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 extraction. 

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.oig 



It 

6.3: We strongly support the prohibition of synthetic cannabinoid use in the production of 
hemp or hemp-infused products in Vermont. 

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

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

6.10: 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 label 
claims of cannabinoid content. An example of a currently 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 cannabinoid 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-Vrworries 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. 

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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, 	0 Robert Schlosser Sandivrood Farm 1665 Town Hit Rd. Wolcott liernont 56430 saragsandlwdedfaernelini Malik., 

Wore detail mid standerditation should be included in the elk regarding the testing of *Hades, Marine.% arid ober contaminants rather than allowing the produce.: to sat their ovn 
parameter, 

...attiring a standartilted unit for COD label darn% would reduce consumer rtasinformadon In the marketplace. 
vEntectIon methods for cannabinolds shard be generally allowed unless warbled, instead of the Me listing only three allowed methods. 

. 	.. 	... 
3.214ull spectrum-need to specify what extraction methods are full spectrum, as some memods fractionate and tho refonnulatebycp'nbirine, as well as methods that do not capture the 
dslotorryll, etc.... example: CO2 does usually removes chlorophrli.... 
3.61.type IV% now COG dominant 

3.52m01,01n Plant again  needs to eatwPolate on extrwtion Methods ps not all methods get both water and Ifind soluble. 
As bourse, !thank full spectrum and whole plant are very Important to define career as many companies are miskbefing for marketing purposes, not tot patient transparency and efficacy. 
611110 extraction should be listed as Illegal. As outset, we are seeing more concerns come up ever day with Iris mimeo-I method and If NOCAls pushing for Oils to be allowed, NOFA's 
legigmacy and unrkatanding of srety for consumers should be overlord heavily. 

6.6 Mork love to see • state program where the 7NC/THCA needing to be disposed of is donated to patients. 
7303.2-ive need slrkt guidelines for testing, not proposed individual% 
1141.-can we call it what it is, onnabis sadva it 
11.4g-rminufaeturIng date Is silly, lust expiration and lot number makes sense. him about. one year from manufacture expiratko date unless they on show roof that shelf life Is stable 
beyond one year? lam concerned that products sitting on shelves for over a year we not reliable and we need more consumer prawn°, 

124,7think Ls not the best way at all to determine • quality product unless you vette the FINAI product, not the flower. AND ONLY organic or dean green certified end products should EVER 
get a AA-Andur that • separate distinction.... 

Irryikrthas • unique •bility to lead the Northeast hemp movement and we need to push and encourage organic, don, healthy medkke, consumers. and our preckus soil and landi 
No product should par be AA if they are not stewards of the land and procates for bue clean ineddne and consumer bench I 
Ilea nurse, I would want to see that A or AA ls the best out there and that HAS to mean mantel No way around Ill 

robe labeled made in VT, it should have fob, grown, processed, omtled, everytteng in state!' 

section 14-.why Is Champlain Valley Depensary absolved from Ms? 
sectIon 16 ..-what happens to people mislabeling products knowingly and who do we repots them to for consumer safety? 
Again, n • none Mk is • HUGE and happening way too 'mobil 

3.3; 3.14; 3.21; 3.51; 
3.62; 6.2; 6.6; 7.3;711; 

. Vermont Crinabh MIN 11.4g; 12_2; 14; 
,11 949 21-Aint/9 ktan Dolan Nurses Association 6 AO Dr Underhill Vermont ' 	$489 GramounterregreafIcom 16 

, ..... 	.... 
121-hill spectrum-need to specify what extrixtlon methods are full spectrum, as some methods fractionate and then refoirnulate by combining, as well as methods that do not capture the 
chlorophyll, etc... example CO2 does woolly removes chkronhyli...• 
3.51-type IV is now C344 dontiont 
3.67.mhole Warn-again needs to extrapolate on extraction methods atom all methods get both wow and Bold soluble. 
As a nurse, I think NU spectrum and whole plant are very important to define correctly at many companies are mislabefing for morlsatIng purposes, not for pattem tornpatenry and Hitter. 
62000 extraction should be Ibted as illegal. As nurses, we •re seeing mow concerto come up every day with this extraction method eel If 6010 Is pushing for this to be aRowed, NO:Ws 
legInnwcy and understaridIng of safety for consumers should be Questioned heavily. 
C61 swear love to see acne, ;Pogrom where the THC/711CA needing to be disposed of Is donated to Odeon. 
7.3/11.2weneed sbkt {Adeline, for testier. not proposed intlinduar 
11.4b-can we oil it what it is, cannabis lett. I7 
11.4g.rnanufacturIngdre Is ally, lust migration and lot number makes sense. how about a one yen horn manufacture expiration date unless they can show proof the shell Bre is stable 
Ormond one rar7 I am concerned that products sitting on shelves for over a year re not reliable and we need more consumer protecoon. 
12.2 I tNnk Is not the best way at all to determine a guilty product unless you grade the FINAL product, not time Power, APO ONLY organic or dean green certified end worlds should EvER 
get. AA...make drat • separate drsttnctIon.... . 
Vermont has • unique ability to bad the Northeast hemp movement and roe need to push and encourage organic, dean, healthy rnerdne, consumers. •nd our precious soil and landl 
NO pnwbct should evr Ix M if they seems, stewards of the and and advocatm for true dean medicine and worm, health! 	. 
As a nurse. I would wont to see that A or M is the best out there and that HAS to mean prank( No way around itl 

/ 
. TO be labeled made in V7. It should have to be grown, processed, bonica, merythrg In state!' 

ligebre14—whyls Clumplaln Volley Dispensary absolved hem this? 
ibrign 16....•that happens to peep* mislabeling products knowingb and who do we report them to1cc consumer safety? 

. NSA, as • nurse, this b • HUGE and harming way too machil 
3,4; 3.14; 3.21; 3151; , • 
3.52; 62; 6.6; 7.3;13.2i 

Vermont Cannabis 	. 114b; 11.4b 12,2; 14; 
19 951 19 0 

............ .1.61110-00.0 lAnsetAneektion . Goofy Of Underhill . Vermont sio GreennoredIPIPME.. 16 	. 



The proposed rules dente etteptable potency level 41 honp mop that hes • delta•D Inc conontration of 03 percent or less and a total theoretkal letrahydrocannablual concentration of 

cite percent or len Vermont statute allows fm a delta-9 tetrahydrocannabinol concentration of 0.3 percent soles, on a dry weight base, which Is consistent with the 2018 tenet big which 
&other requires the testing looms post-dowboxylation. Metes no reference to total theoretical THC comentration in Vermont lasy. We suuest removing the please related to the 
theoretical THC concentration and including the definition of hemp In attcydsote with the 2018 Farm Bill. 

36 Processing 

The rule states that a Processor that extracts THC or TifC.A from • herrn crop must submit for approval by the Agency a disposal plan that ensures the THC and THC-A it noosed of In a 
manner that renders the PIC and TitC.A unusable and that accounts by process lot number all THC or HIC.A removed. ThIsis contrary to Vermont statute. if THC over 0.3%l5 found, the 
grower can mter Into an agreement with 0 dispensary for the separation of the liic sell the hemp crop to. dispensary, or arrange for the Secretary to destroy or order the destruction since 

larreP en:V. 

6.7. Processing 
• Under he rule,.. oroosaor may transfer or sell hemp concentrate for the purpose of reformulation Into hemp products Or heoniinfused products only to the Grower if the trove,  is • 

prOcosor or to another Processor. 

Wa would sugAnst clarifying whether this section raters to hemp that Is over 0.3% I itC, or any hemp concentrate. 

&gib) Records of hemp sops 
G,r0wien cm ship hemp crops out-of.stete if they have the requisite paperwork. Processors can receive hemp corps from out• eAstale with the reoWslie paperwork. However, there W nothing 
that allows processors to ship processed hemp °MO-state. Processors should be alloind to ship been, and nolo hemp from, carol state with the urns requirements as hemp crops. 

Session 73 Testing parameters 
Thiv provision allows avower to "propose testing parameters for prokicks, heavy metals, mybatoxIns, and bacterial and funpi contaminants that are based ml,  risk metros and use for 
approval by the AgeOr. ilow lathe risk level determined by either the Grower or the Agency/ 
The salvo requite testing for *contaminant !eyesore belenv action limits outlined by the Agency for pesticides. herrn, metais, frontons, mid bacterial and &rue,  contwOnentei but these 

VOmprit Cannabis 30 South Mons 3.1,646.2.6.1(b).7.3, Ilmits are not demed In the propmed rules. 

20 967 3-1u1.19 0 SttiryneYitiry Trirdilincelation Ana2114 Bo riolgtion nerr000rt 5401 Inti4Neuoli.  0.1.1.3413,17,14 — . 	-- 	 , 	 • 
3.8 What qualifications moss. lab meet In order to be certified? There are a variety of methods being used to test products on0 miults [Minty widely. Article 6 does not woke enough 
detail. 
4.1(0.1 If we we manufacturing in one location, but packaging in another, da boh sites needle be teetered? What about locations for storing product? 
6.91a) We are riot recehke crops, ivhich Isles determining tutor in 6.8, which this rule mentims. Our vendors may or may not be able to provide these document roulrements due to 
viArtatiOns in their oat state regulations and the challenge of being noltilidessePS removed from the lirdwer 
6.9(b) We have many SOP's In place for formulation, manufacturing, toting.. and deanIng steps. Is this requiring us to create eoSOP specific to the production of hoop products Met takes 
into *crow elements of the program? Peso darify. 

8.2. We have toting pawneters set up baud on industry standards. Wig Wee need to propose Moe panrneters to the Ageocy even ihissy are part o I out receiving proress and subiect to 
other requirements? Is tNI a requirement and whet will the 010.01bo anotinfogfor7  
83(c) We purchase product that is already fat rotund front the agricultural procos and Ovoid have air early goe through these testing procedides, but may or may not heve been tested at 
IVY agency oenified laboratory. If we can provides COA for the materiai, will that suffice? Or, will we hue to send It 011t to a VT agency certified lab to verify? We will have to do some 
todogion bulk product regardless. 

34. Are these refer ring to the sane contaminant loth that we may INOPOSe  and have approved per session 817 
9.2 What methods of disks.' are approved by the agency for process lots? 
Section 10 *Requiremenu for Handling Hemp Crops, Hemp Products and Herop•infused Products.  ocorteng to the definItico, handle' only refers to hemp crops and ykdfically Sato, 
•Nlandle' dots no mean possession of hemp products or Orin-Infused Products.' Please clad,* 
10.3. Would this potentidly include bulk raw materials (for us this means a hems concentrate) or only products for mull sale? 
1.1.1. Please clarify that vou are requiring it COA for hoot/Oki-Mc  label guannten, not an product guarenkes 
113 Would It be possible to add a clause that would ellow for federal regulations-10 supersede my VT Hemp rules Vermont Hemp Program Rides? 
11.4(a) FDA adverse event requirements along with 31 CFR 101.5 dearly outline our Industry's labeling requirements. We have the option to provide phone number, city, state,And rip cock. 
ibis does not align vdth the requirements in 114(e) Additionally, rife Important foe our private label business to be able tailor the distributor informetIon as opposed to the manufacturer 
infoematlen bemuse the distributor Is conskkred the marketer of the product. Would we have to provide both distributed to and manufactured by information on a privately labeled hero 
precinct? 
114i0) Foods and dietary supplements love strict labeling guidelines outlined In 21 CEO 101.3 The Nutrition Fade Panel and Supplement Facts Panel show the 'wive Ingredients; and the 
remaining ingredients are listed as 'other ingredients.. 11.4(c) dots not aegn with FDA labeling requirement, for load and dietary auppiernents. Would no have to Oclude an additIonallSt of 

FoodSclence Ingredients Inc desceofing order of predomlnence by wmght In addition scour Supplement Fees Panel, or could we omit the fist, havina already provided all Ingredients In the FDA required 

21 460 34u1.19 0 0.01100ryis 	' Wiiciatte 929 Harvest lure 5895  Williston fiarrnett armill30090380MOOP4Orer See owner. 
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• 

46 East State Street Montpelier VT 5602 NoliebriortiMerepentag Numerous 

COMMENI UPo REGISTRATION FEE STRUCTURE: 

%Stet Vermont undestands that the Registration lee structure for Hemp It not part of the proposed rules howerer, we feel Isle Important to moister out concern that the $25 registretIon fee 
required of someone who wants to simply vow Hemp for personol welts 	unfair. fib particularly inconsistmt given the thee Is no registration fee for torn.. growing marilinino for 
personal use. We templet that Nth would require • legislative amendment but feel It would Hen Important improvement. 

COMMENTS ON HEMP RU LIS: 

MOON]: 
la-Secretary must adopt rules establishing how the Agency will conduct mooch within this pogrom. 

Rural Vermont strongly recommends that VOMNI provide more details In the rules that responds to the preceding statement. We herteve It will be only helpful for Produce. and Pr.C.O.,,, 
to trauma dear undthstandLng of how the VA.,. will be conducting research, what the goals of that research Mil be and how the results of the research will be made pukes. In particular, It 
would be helpful to kflOW how the Information and data the proposed rules require being collected MR he used. Perhaps. 'preamble to the Rules would be the way to ectompiish tNs. 

SECTION .: 

All. - A person whose appikation is rejected as incomplete may reapply for registration St eno time. 

Whom happens to the reestrallon fee if registration Is rejected and the registrant chooses not to reapply? 

41.1 le) - My Information proukied to the Avery as part of a person's appilenim may be publicly disclosed and may be provided to law enforcement agencies without notice to the applicant 

We uedeuttand the tortured history or Hemp but no other agricultural product is subjected to such requIremmts. We believe It Is very unreasonable to have information provided through the 
eggistragen process be made publicly available and especially MON% notice to the registrants madame We strongly recommend thin If this inform...ills going to be made available a.111 
book irdalable only upon request and b.) that fact be prominently included in the Herne Registratim form. 

• . 

_ 23 999 glui-19 \ 	0 IMirtha Hefner 3152 E Bethel Rd 
Randolph 
Center VT 50Tri hithriloglikthektorn 	. 	. 504 

504oes not have public safeguards to keep THC fro. being Said Wilemver to whatever, i tsar get Into the feedstock...our rood Oaths. This teems that people could lig. adverse 

radio. toTHC.th  whatever other medicetions theVase taking-- 	. . . 	. ..._ 

44 981 5ilul-19 I 	0 
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Jed 7 Bedard 
151erkho Grater 

tlide 
JeOdto 
Center Varna* . 054654023 

.. 	.. 	.. 	... 	. 

Atrik 

After spending years working on this sublea matter in Vernal% I arn somewhat remiss it having been relegated to providing my COninientS ane1feedbeck via an online portal. Limbo am 
tending a copy via mall es mil. 

2.-The 2013 federal Farm Fit9 does not corm into effect until the USDA releases Its formal 'Rules and Regulations', which are not scheduled for release until August, 2019 at the eaglet, lks 

stone concerns me, as the Vermont Agency of Agriculture Food and Markets is proposing Slate measures that may not be in alignment with Federal measures lithe premise of MHO% 
actions ale tube Federally compile% and MHO does not yet know what Federal compaanre fully emelt, then the proposed regulations Ma need to be revisited almost Nutmeat*. This 
'met to boa premature action. 

2.40 2018, I specificaPy proposed that nonieornpront hemp could potentially be remedikted at farmer and State disoetton vla capable processors. This testimony was given to both Senate 
and House Comnithees. I made It deaf that this proposal could not be Included In any hen% regulation,. /t emu% piece AAFM and the State in default of Federal compliance this proposed 
language took from my personal testimony and bast...Need it such that only 'dispensaries' w00% be able to mitigate nonicompliant hemp. I feel somewhat aggravated that thew to keep 
reminding people that Mediae' Marqueoe dispensaries are not Federelly legal and ate under the (rov;cve of the US Oepartment of Justice, rour the USDA. Including any dispensary language le-
vitrnierX1 hemp regulations will place the State In conflict with USOA Rules encl Regulations and make it such that every Vermont farmer and cultivator growing hemp is breaking Federal Ow. 
twill also make It such that Vermont products will be restrkkd Bern Interstate cenunerce. Dispensary %wage must be renamed. 

' 	 . 
That is but the tlp of the keberg that I hem been woddng on for many year. I appreciate your time and <ankh/ilea, In trlls meter and look forward to I abittating a successful conclusion. 
a* process. 

25 985 5-Jul-19 0 betake White lalthboutNerne Nam 

. 
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Mt 

Welchem VT 5740 netakagtakabOuthern • zom CI 

I understend thk section is included because R corresponds to a specthe provision In the 7018 Fang Bill, (Tide X, Sec.10113, pg. 432). 

However, hemp Is roust, federally recognized agricultural commodity and there is no taborral or legal thstifeatIon for thls provlsko In the Farm Bill. Tith is arm outdated reminder ol Drug 
Warrior thinking. Vermont should not be complicit by induding It in our Hemp Program rule. 

Vermont hat the opportuNty to lead by example sell respectfully request Ws provision (Section 4.3) be lerneVed front Vermont's Hemp Program Rules. 

in addition, I believe that if USDA rejects the VT Henn> Provamn plan for not including this provision, that wetland our ground on elhkal end legal prIntiNe. 

Atka ccovicted cr a ring crime have already "done their time., and should not be singled ouL They should have every right to participate In the growth of a legal Industry in.:lying an 
arkultuial commodity. 

Furthermore, though fat not oflegal scholar, I believe the Farm eel pre... it unconstitutional. 'Ix pelt facto laws (those that Impose new multifg for past offem.) are terrifically 
forbidden in the US Constitution under Allde 1, Sectien 9, CaostB with respect Sr federal laws) and Artkle 1, Section 10, Caute 1 iwth respect to stele leers). 

. 	 • 	 - . 	 . 

26 987  5./11/m19 0 Nene. White TokAbdun 76 

east 
middleini 0190 netakagtok•bouthem • .corn 4.. ,.ia 

...X.- Ifyou register at e Groweriend you qualify under the definition of PersenolCultivAtIon (See 3.35),  doesn't that make It unneensery to also register as a Processorr f recommend 
douse %Seed 	4 that stet...A Grower w/bere rote -,;;;,• • • - li kr 	- 44, ond meets the dellnillon of Personel Cuhlvation is not rewired to r 	ter es a Processes" 



50 

37 989 53.49 0 Neal. White TakAboutHemp.cold .pob 76 
east 
miridetaily.. i  VT 5740 50.4.119.8kmail7dira 5.3 

I understand the Agency's desire to address the Issue of male pollen Inadvertently affecting a neighbor's cress of female flowers. tionveuet. I believe this provision creates an arbitrary legal Was 

lo fluor of flower  Pioduoion Placing the hot*. of MaiumibilltY fond colitablOnt) On Me 'mod.. °Ise... This rule Is cfncriminatory, ineffective and problematic for Vermont's hemp 
community. 

1. The rule as presented Is simply unmasonable, and for what good? Cannabis physiology is what RI,. No one has any control over the path pollen takes, and this rule offers no solution. 
Lists mong to put a fanner. the position of having to notify, and most Wetly Stanton neighbnn that Me/be may have no Ow reinceshlp with and might Poe mild away. It's not turd to 
linigne all kinds GI unintended negatme consequences con4 ne ham thl s meanie tal information. 

I r.pecthlly request that this provision (Sec 5.3) be struck from the rui.. 

I offer these suggestions for your consideration: 
Ilene tNs issue (of pollination' alone for now, 	on it time and let's one how(o Ways out. If iegitknate complaints arise of economic damage from unintended polination, the Alency will have 
the opportunity to lake publk comment and consider what, if any, effecuve measures or policies an be deployed. 
211.e Agency feels strongly Huta Novi-bon almed at addressing unintentional polination must be induded In the current rule, then plene consider the followitifF 
"A Grower of hemp croosProduced outdoors for Rowels may request from Me Agency the nurnbertimunt) of register.' Growers of mid within a Smile run. of Mc nosier Grower's 
cultivation areas' 

• It h not appropriate, or necessary to provide ihe rein rowers' contact Information. 

a 991 
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• 

42 

{ii6 of Section 12 

I understand the AgencYSInterest In ....siting a hemp qualityon grading system, comparable to the system we ham for maple syrup. 181. many fleMP fncluStrY playm agree that• 
gradIngsystern is one way to enhance the Vermont brand od quality hemp Oroductstn natknai and global Mark.,  

HOWIMat, I feel Month that the .ading system proposed in Sec. 12.2 is Inadequate, and premature. i respectfully fewest the Agency remove this section horn the rule. Work with Vermont's 
bemp Forte rs andWoisgsfOr3  and co...into racket a move ocwitable i4a claa 0 deli hed Wading system. 

2.Fan starters, this standard don notfing fedi Vermont hemp growers md producers working with seed, starts, clones, food or fiber. These businesses have as much tight loathes, a Vermont 
HemP Wand grading system as COO growers and producers. 
8.03inabidol concentration's only one of severN *objective' Minla that conktOmpiy -quality`. Nils shoukl rnt be the onlY menme. 
1.45M12.3 OH) in this case. I bellese the proposed standard Is being applied BEFORE the Ageruy has outlined inmateoln and conditions with the potential to reduce rlsks for contaminants in 
108608.4 Including anti not limited to cuttlyalMn arms, and st.age. dn'Int. and ...OM{ Naha% 
OM 52.3(o)) '... contaminant action lean's as applkabie-' Has the Secretary...ed the appkable hempspedlio contaminant action ink.? 

.., 

19 993 541,1.19 .0 

....... 	. 
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' 

_,4505ataders 
. 

Circle Mon.wilee VT . 002: deOWYM 5400500ko 
Vermont Herm Rides 
4Leneml 

(am mmerned about mmHg!. of Nth inclustrylant worded/bout many things: that Vermont formes will be led by illg Marijuana into leasing their land and then being penellred for non. 
compllanoe; about pollution, water and elect:deity; about feeding NM to ardnulk about outiolistate entities whh no connection to Vermont raking over the Industm.  as Tobacco did for 
demdts, with disastrous puldic heat. results. I do not be... that Mc systems mein place for testing product, or for regulating It effectively. As we have seen In Colorado, Washington and 
Oregon the Wasik marl. An not gone away but has strengthened, and the antklpated windfall hos not matenalited. Enfamernent and health costs ant much Neer Man the revenue, and 
aurbotne by m ilb not by the Inds.0% 	 „ 	 .... 	... 

30 997 5-Jul-19 .18,  . M War* tr. ritucidati on Unit. Essm vr 
4101110811 Roo°. Reputing 

Milkmiglkelicktatioenricorn 3 
section 3: the defloblert%110MASY should be clanked to colradde with did liMistly sUndardig raw plan material)  regardless of CHO content. Wenn with less than 8% CBD 

shoukl be called %Are or hlIghr,bul bionunah saresf4ln use 

31 999 5-tttl 39 I) SCUM Mei* etaiddatfon Unit 0 — Twee vr 5452 
41.1logg Reed, .. 

6.101.8addittionsoicom 4.3 
. 

This is unfait on principle. felens we not restricted ha larelitagat.Pdsecier00, 	 -. 

II 1001 idsil.19 illt 

_ 

5arst hi Waslog. etuddrion 'IC 
4 Kellogg Road, 
Unit 0 	. 	. Essea ii5451.WIteiudde0atutcam 5.3 

	

...... 	. 

It is an unwise to ia.nOte li Poilniorl000Y 'O."' of boo,  Ft.. Produced outdoors for seed must notify at growers of Wont ass and flowon ivit tin a radius tis maos of theft atitlyMen 
...la". Tng Is s undtHe Issue. For the WM to AM. seed and fiber hemp gmwers ate respcmrbillty for self ...tidying to CHD bower growers, the agencyls 1.) ...ding retponsibIllty In 
rtistdating rhb aspect of the program sold 2.) ddtorIng to dye certain conrkt this requirement wifl cause. 	SlmWy nearing C8D grouters that someone nearby Si ravings seed crop does 
nothing to probsct the ClID crop from pollination, but it does put seed and fiber farmers at risk of being scouted out and targeted. 

33 1003 5301.19 0 Scot M WNW* elucidation LAC 
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Jessilyn Dolan, Vermont Cannabis Nurses Association, 6/28/19 

6 Roy Drive, Underhill, VT 05489 

3.3-has all cannabinoids 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 chlorophyll.... 

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, I 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 I 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 shelf life is stable beyond one year? I 

am concerned that products sitting on shelves for over a year are not reliable and we need more 

consumer protection. 

12.2 I 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! 

As a nurse, I would want to see that A or AA is the best out there and that HAS to mean organic! No way 

around it! 



To be labeled made in VT, it should have to be grown, processed, bottled, everything in state!! 

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 too much!! 



Shayne Lynn, Vermont Cannabis Trade Association 

70 South Winooski Ave #284, Burlington, VT 05401 	 .r 

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 delta-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 reformulation 

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, there is nothing that allows 

processors to ship processed hemp out-of-state. Processors 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-9 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 410% per 

serving size fisted on the label. The +1-10% 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 +1-20%. 

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 health 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 grading a product such as 
maple syrup, it is inadequate 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 safe of THC to a dispensary 

in the event the THC of over 0.3% is found in a hemp plant, regardless of negligence. There is no other 

reference to sales to a dispensary in the Rules. 

y. 

4.; 



FoodScience Corporation 

3.8 What qualifications must a lab meet in order to be certified? There are a variety 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 packaging 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 

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 this 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 

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 because 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? 

?1! 



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 all ingredients in the FDA required format? 

11.4(g) FoodScience Corporation already has an extensive lot 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." I 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. 

1. 



Mollie Wills, Rural Vermont Comments on VAAFM Proposed Hemp Rules 

46 East State Street, Montpelier, VT 05602 

7/3/19 

COMMENT ON REGISTRATION FEE STRUCTURE: 

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) - Any 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 objects 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. 

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 acceptable potency 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 potential 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. 

ve: 



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 records 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 include: 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: 

6.2 - A Processor shall 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. 

Rural Vermont is wondering what other methods the Agency is considering for approval. Will these 

"other methods" be reported/published? 

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

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

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., 	 4 

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 

I. 



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. 

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. 

SECTION 10: 

10.3 (b) Within 30 days of receiving the request for a confirmed crop or product, the Agency will 

generate a confirmation that may accompany the shipment of the hemp crop, hemp product, or hemp-

infused product. 

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 to 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. 



iv 

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 products. 

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. 
•?. 
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From: 	 Sinith, StenhoRiek 
To 	 Smith: StOMiiik: 
Subject: 	 FIN: Hemp Regulations Update/Feedback 
Data: 	 Monday, July 8, 2019 8:42:26 Am 

I'm guessing this was for you? I hope you enjoyed the holiday weekend! 

Stephanie A. Smith, MUPP 

Hazard Mitigation Planner 

Vermont Emergency Management 

Desk: (802) 241-5362 

Cell: (802) 989-6793 

From: Joel Bedard <jtb@thevthempco.com> 

Sent: Friday, July 5, 2019 6:47 AM 

To: Tebbetts, Anson <Anson.Tebbetts@yermont.gov>; Eastman, Alyson 

<Alyson.Eastman@vermont.gov>; John Rodgers <jrodgers@leg.state.vt.us>; Carolyn Partridge 

<CPARTRIDGE@Ieg.state.vt.us> 

Cc: Campbell, Erica (Sanders) <erica_campbell@sanderS.senate.gov>; McLaren, Ryan 

<Ryan.McLaren@mail.,house.goy>; Berry, Tom (Leahy) <tom_berry@leahy.senate.gov>; Polyte, 

Megan <Mega n.Polyte@yermont.gov>; CPearson@leg.state.vt.us; Trevor Squirrel! 

<TSquirrell@leg.state.vt.us>; George Till <GTill@leg.statemt.us>; Giguere, Cary 

<Cary.Giguere@vermont.gov>; Smith, Stephanie A <Stephanie.A.Smith@vermont.gov> 

Subject: Hemp Regulations Update/Feedback 

After spending years working 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, I 
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 yet know what Federal 
compliance fully entails, then the proposed regulations will need to be revisited almost 
immediately. This seems to be a premature action. 

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. I 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 
Justice, not the USDA.  Including a ny dispensary language in Vermont's hemp regulations will 
place the State in conflict with USDA Rules and Regulations and make it such that every  
Vermont farmer and cultivator growing hemp is breaking Federal law. It will also make ij 
such that Vermont products will be restricted from interstate commerce. Dispensary language 
must be removed.  

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 Beciard 



; 

Netaka White, TakAboutHemp.com  

East Middlebury VT 05740 

7/5/19 

Section 4.3 

I 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 commodity 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, I 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 participate in the growth of a legal industry involving an agricultural 

commodity. 

Furthermore, though I'm not a legal scholar, I 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 laws) 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? I 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" 

I understand the Agency's desire to address the issue of male pollen inadvertently affecting a neighbor's 

crop of female flowers. However, I 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. 



1. The rule as presented is simply unreasonable, and for what good? Cannabis physiology is what it 

is. No one has any control 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 provision (Sec 5.3) be struck from the rules. 

I 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 economic 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 

dep/oyed. 

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 Grower 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." 

- It is 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. I 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, I feel strongly that the grading system proposed in Sec. 12.2 is inadequate, and premature. I 

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. 

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. 



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, I 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)) "... contaminantaction levels as applicable..." Has the Secretary outlined the 

applicable hemp-specific contaminant action levels? 



:A .  

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 delta-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 "hemp" 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 not 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 

premature 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 reason's 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 (le 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 not helping our Vermont farmers. The smell and the 



pollution 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 Phil 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. For 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 clarification 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 558 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 . 

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 
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July 5, 2019 

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

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 

Dear Sirs, 

This letter serves as a preamble to my public comments submitted in response 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 Governor 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 I 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. 

I write for five reasons: 

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

1 



Authority: According to 6 V.S.A. Chapter 34 certain requirements of Federal law must be met by 
any proposed regulations. 

• 561.a (1-5) There is no mention of the wordclia 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 with 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 sold or transferred in interstate commerce to the 
extent authorized 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. 

ifk 	"The 2018 Farm Bill, however, explicitly preserved FDA's authority to regulate products 
containing cannabis or cannabis-derived compbunds 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 requirements as FDA-regulated products containing any other substance. This is  
true regardless of whether the 	or cannabis derived compounds are classified as hemp 
under the 2018 Farm Bill." https://wwvvfelagbvinews-eventsipublic-health-focus/fdat  
regulation-cannabis,and-cannabis-deriVed-products-questioni=aiid-antwers  
"To date, the agency has not approved a marketing application for cannabis 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 available with a prescription 
from a licensed healthcare provider." httos://www.fda.govJnews-eventsbiklit-health-
focustfclaregulatibn-cannabis-and-cannabisAerived-piciducts,=otiestions-and-answers 
"There are no other FDA-approved drug products that contain CBD. We are aware that some 
firms are marketing CBD products to treat diseases or for other therapeutic uses, and we have 
issued several warning letters 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 function 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- 



Counter (OTC) Drug Review. CBD was not an ingredient considered under the OTC drug 
review. An unapproved new drug cannot be distributed or sold in interstate commerce." 
tittosViwwwidamoVhtews5eventsipublic-heafth-focusifdae!regulation-cannabis7andcannabis,, 
derived-products-questions-and-answers  
The "FDA has approved Epidiolex, which 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 this particular drug 
product is safe and effective for its intended use htts //www fda gay/news events/oubhc-
health-focus/fda regulation-cannabis-and cannabis derived-products Questions-and answers 
This means the benefits for seizures which are untreatable with other drugs out weighs the 
risks. 
"The agency also has approved Marino! and Syndros for therapeutic uses in the United States, 
including for the treatment of anorexia associatedwith weight loss in AIDS patients. Marinol and 
Syndros include the active ingredient dronabinol, a synthetic delta-9- tetrahydrocannabinol 
(THC) which is considered the psychoactive component of cannabis. Another FDA-approved.  
drug, Cesamet, contains the active ingredient nabilone, which has a chemical structure similar to. 
THC and is synthetically derived." httlas://www.fda.govinews-events/public-health7focus/fda,  
regulatibnannabit4ntli,cannebit.i.derived,ProdUctsouettions-and-answers  

Commissioner Sharpless repeated this position during his opening remarks at the May2019 
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. 	 II 

Can nabidiol 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 Epidioiex, 

brand name legend drug cannabidiol. These concerns can be found in three place's 

https://www.accessdata.fda.gov/drugsatfda  docs/labe1/2018/2103651bl.pdf  

https://www.epidiolex.com/sitesidefaultifilesAPIDIOLEX  Full Prescribing Information.pdfttpa  

ge=8  

https://www.epidiolex.corn/sites/default/files/EPIDIOLEX  Full Prescribing Information.pdf 

"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 
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,unapproved products with unsubstantiated therapeutic dalins Is not only altiolation of the laiki 
but also can out patients at risk, a&these products have not been proven to be safe or effective. 
This deceptive marketing of unproven treatments also raises significant public health concerns, 
because patients and other consumers may be influenced not to use approved therapies to 
treat serious and even fatal diseases". https://wwwjdagov/news-events/public-halth-
focusJfda  regulation-cannabis and cannabisc[erflied-products-cuestions and-answers  
Unlike drugs approved by FDA, product's that have not been stibiectto FDA review as part of the  
drug approval process have not been evaluated as to Whether they work, what the prciper, 
,dosage May be if they do work, how they Could interact with other drugs Or whether they have, 
dangerous side effects or other safety concerns;'- https://www.fda.govJnews-eveats/publk-
health  focus/fda regulation cannabis and cannabis derived productsquestions and answers 

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

• Do not use this drug unless 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. 

o 	Do not drive or use heavy equipment while using this medication as it is associated with sedation, 
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. (Cannabidiol 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. 

• GI 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. 

11 	Pregnant and nursing mothers should not take cannabidiol or any other cannabinoid 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. 



The FDA has authority over THC as an approved drug. Tetrahydrocannabinol (THC), Marinol is a 

Controlled Substance Schedule III (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 USDA, 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 Vermont 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 consumers. It makes no sense for these regulations to override that 

expertise. 

I 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. 

11 	"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 cannabis-derived drugs, through the 
investigational new drug (IND) and drug approval process." htteitliihnivw:fda,govineWST-
eVenttiotibiie,health,f6custfdarekatifion-tannabisand-cannabisq:leriite&products-questionsAs 
and-answers  
"FDA is not aware of any evidence that would call into question its 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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submitted thus far has not caused us to change our conclusions.",https://wWw.fda.govinewi-
eventsioublic-health-focusifda-regulation-cannabis-antkannabis-derived-products-questions-ti  
and-answers  
"Numerous other legal requirements apply to dietary supplement products, including 

requirements relating to Current Good Manufacturing Practices:(CGMPs)  and labeling. 
Information about these requirements, and about FDA requirements across all product areas, 
can be found on FDA's website." httos //www fda gov/news-eventsJoubhc-health-focus/fda  
regulation cannabis and cannabis derived-products-questions and-answers 

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(11) of the FD&C Act [21 U.S.C. § 331(11)], 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 investigations have been instituted and for which the existence of such investigations 
:has been made public.." https://www.fda,govinews,events/public-health-focus/fdaregulation, 
tatiria big‘,And ,.cailtiabit-..cferived-products,atiegions-and-answers  

• In December 2018, FDA:comoletedits 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 httbs://www:fda:goVitieiNs4eVerits/oublithealthfoCuSifdal  
regulation cannabis-and cannabis-derivea products Questions-and answers 

5. The rules of the rules 

httpsj/www.vpdOtg/post/vermont-heinpindustrv-readv-grow-state e-regulati " ...„ 
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 rules on hemp Cultivation  were 

released earlier this year and the rules are now in the public comment period. 
"The 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 ruleswould then be adapted 

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

Hemp Program. 

6 



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: 

TemporaryLitaccgmaiLccm  

508-699-6013 

Attachment: Regulations — Hemp Program Comments (1 page) 



Regulations — Hemp Program Comments 

Judith Margulies 

July 5, 2019 

temporarvIilac@gmail.co   508:699-6013 

1. Remove all current proposals and reference to cannabidiol 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. 

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 distributed in Vermont must 

adhere to the FDA requirements for drugs. 

4. Include the following words: 

The fpllowing hemp-derived products are approved for sale in Vermont 

• Hemp seed 
• Hemp seed oil 
• Hulled hemp 

• Hemp seed powder 
• Hemp protein 

• Clothing 

• Building material 

• Items made from hemp 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 
• Unprocessed or raw plant material, including the flower that is meant for end use by a consumer. 



HIGHLIGHTS OF PRESCRIBING INFORMATION 
These highlights do not include all the Information needed to use EPIDIOLEX® safely 
and effectively. See full prescribing information for EPIDIOLEX. 
EPIDIOLEP (cannabidiol) oral solution, CV 
Initial U.S. Approval: 2018 

• • ...INDICATIONS AND USAGE . 	  

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

	 DOSAGE AND ADMINISTRATION 	  
• 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 tolerability, 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 hepatic 
impairment, (2.5, 8.6) 

	  DOSAGE FORMS AND STRENGTHS - 

Oral solution: 100 mg/mL (3) 

CONTRAINDICATIONS 

Hypersensitivity to cannabidiol or any of the ingredients in EPIDIOLEX (4) 

	 WARNINGS AND PRECAUTIONS 	  
• Hepatocellular Injury: EPIDIOLEX can cause transaminase elevations. Concomitant 

use of valproate and higher doses of EPIDIOLEX increase the risk Of transaminase 
elevations. See Full Prescribing Information for serum transaminase and bilirubin 
monitoring recommendations. (5.1) 

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

• Suicidal Behavior and Ideation: Monitor patients for suicidal behavior and thoughts. 
(5.3) 

• Hypersensitivity Reactions: Advise patients to seek immediate 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 seizure 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 poor quality sleep; 
and infections; (6.11. 

To report SUSPECTED ADVERSE REACTIONS, contact Greenwich Illosciences at 
1-833-4244724 (1-833-GBIDSCI) or FDA at 1-800-FDA-1088 or 
www.fd a. g ov/medwatch. 

• "•-• 	• •• DRUG INTERACTIONS 	  
• Moderate or strong inhibitors of CYP3A4 or CYP2C19: Consider dose reduction of 

EPIDIOLEX. (7.1) 
• Strong inducer of CYP3A4 or CYP2C19: Consider dose increase of EPIDIOLEX. 

(7:,1) 
• Consider a dose reduction of substrates of UGT1A9, UGT2B7, CYP2C8, CYP2C9, 

and CYP2C19 (e.g,, clobazam); 
• Substrates of CYP1A2 and CYP2B6 may also require dose adjustment. (7.2) 

	  USE IN SPECIFIC POPULATIONS 	  
Pregnancy: Based on animal data, may cause fetal harm. (8.1) 

See li fer PATIENT COUNSELING INFORMATION and Medication Guide 

Revised: 12/2018 
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FULL PRESCRIBING INFORMATION 

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

2 DOSAGE AND ADMINISTRATION 
2.1 Assessments Prior to 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 [see Warnings and Precautions (5.1)]. 

2.2 Dosage Inlormation 
• EPIDIOLEX is to be administered orally. 
• The starting dosage is 2.5 mg/kg 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). 
• Patients who are tolerating EPIDIOLEX at 5 mg/kg twice daily and require 

further reduction of seizures may benefit from a dosage increase up to a 
maximum recommended maintenance dosage 0,10 mg/kg 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 [see Clinical Pharmacology (12.3)]. 

A calibrated measuring device (either 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)3. A household teaspoon or 
tablespoon is not an adequate measuring device. 

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

2.4 Discontinuation of EPIDIOLEX 
When discontinuing EPIDIOLEX, the dose should be decreased gradually. As with 
all antiepileptic drugs, abrupt discontinuation should be avoided when possible, 
to minimize the dsk of increased seizure frequency and statirs epilepticus [see 
Warnings and Precautions (5.5)]: :  

2.5 Patients with Hepatic Impairment 
Dose adjustment is recommended in patients with moderate (Child-Pugh B) 
hepatic impairment or severe (Child-Pugh C) hepatic impairment [see Warnings 
and Precautions (5.1), Use in Specific Populations (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) 
hepatic impairment 

. 	......... 
Table 1.: Dose.Adjustments:In Patients with!Hbpattc.impeliinak. 

Hepatic 
Impairment 

Starting Dosage Mal ntenance 
Dosage 

Maximum 
Recommended 

Dosage 

Mild! 2.5 mg/kg twice daily, 
: 	(5 mg/kg/day) 	ii 

ii5 mg/kg twice daily 
I' 	(10. mg/kg/day) 	i  

10 mg/kg twice daily 
(20, mg/kg/day) 

Moderate 1.25 mg/kg twice daily 
(2.5 mg/kg/day) 

2.5 mg/kg twice daily i 
(5 mg/kg/day) 	i 

5 mg/kg twice daily 
(10 mg/kg/clay) 

Severe 0.5 mg/kg twice daily 
CI mg/kg/day) 

1 Mg/kg twice daily i 
(2 mg/kg/day) 

2 Mg/kg twice daily 
(4 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 yellow solution. 

4 CONTRAINDICATIONS 
EPIDIOLEX is contraindicated in patients with a history of hypersensitivity to 
cannabidial or any of the ingredients in the product [see Description (11) and 
Warnings and Precautions (5.4)]. 

5 WARNINGS AND PRECAUTIONS 
5.1 Repatocellular Injury 
EPIDIOLEX causes dose-related elevations of liver transaminases (alanine 
aminotransferase [ALT] and/or aspartate aminotransferase [AST]), In controlled 
studies for LOS and DS, the incidence of ALT elevations above 3 times the upper 
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 inpatients 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 valproate. 
Resolution of transaminase elevations occurred with discontinuation of 
EPIDIOLEX 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. 

Risk Factors .for Transaminase gavatiel. 
Concomitant Valpthate and Chibazam 
The majority of ALT elevations occurred in patients taking concomitant valproate 
(see Drug Interactions (7.3)). Concomitant use of clobazam also increased the 
incidence of transaminase elevations, although to a lesser extent than valproate 
[see Drug Interactions (7.2)].. In 'EPIDIOLEX-treated patients, the incidence of 
ALT elevations greater than 3 times the ULN was 30% in patients taking both 
concomitant valproate and clobazam, 21% in patients taking Concomitant 
valproate (without clobazam), 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 occur. 

Dose 
Transaminase elevations are dose-related. Overall, 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,. 

Baseline Transaminase Elevations 
Patients with baseline transaminase levels above the ULN had higher rates of 
transaminase elevations when taking EPIDIOLEX. In controlled trials (Studies 1, 
2, and 3) in patients taking EPIDIOLEX 20 mg/kg/day, the frequency of treatment-
emergent ALT elevations 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 
baseline, compared with 2% of patients in whom ALT was within the normal 
range at baseline,, 

IvIretitoriat 
In general, transaminase elevations 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 
decrease the risk of a serious outcome. 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, obtain serum transaminases (ALT 
and AST) and total bilirubin levels. Serum transaminases and total bilirubin levels 
should be obtained at 1 month, 3 months, and 6 months after Initiation of 
treatment with EPIDIOLEX, and periodically the iieafter or as clinically Indicated. 
Serum transananases and total bilirubin levels should also be obtained within 
1 month following changes In EPIDIOLEX dosage and addition of or changes In 
medications that are known to impact the liver. Consider more frequent 
monitoring 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 quadrantabdominal 
pain, fatigue, anorexia, or jaundice and/or dark urine), promptly measure serum 
transaminases and total bilirubin and interrupt or discontinue treatment with 
EPIDIOLEX, as appropriate, Discontinue EPIDIOLEX in any patients with 
elevations of transaminase levels greater than 3 times the ULN and bilirubin 
levels greater than 2 times the ULN. Patients with sustained transaminase 
elevations of greater than 5 times the ULN should also have treatment 
discontinued. Patients with prolonged elevations of serum transaminases should 
be evaluated ior other possible causes. Consider dosage adjustment of any 
co-administered 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 controlled studies for LOS 
and DS, 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 general, these effects were more common early in treatment and may diminish 
with continued treatment, Other CNS depressants, including alcohol, could 
potentiate the somnolence and sedation effect of EPIDIOLEX. Prescribers should 
monitor patients for somnolence and sedation and should advise patients not to 



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., 

5.3 Nelda! Behavior 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, suicidal thoughts or behavior, or any unusual changes 
in mood or behavior. 

Pooled analyses of 199 placebo-controlled clinical trials (mono- and adjunctive 
therapy) of 11 different AEDs showed that patients randomized to one of the 
AEDs had approximately twice the risk (adjusted Relative Risk 1„8, 95% CI: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 suicidal 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 for every 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 conclusion 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. Because most trials included in the analysis did 
not extend beyond 24 weeks, the risk of suicidal thoughts or behavior beyond 
24 weeks could not be assessed. 

The 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 Thoughts or Behaviors by Indication for Antiepileptic 
Drugs in the pooled Analysis 

Indication Placebo 
Patients 

with Events 
, Per 1000 

Patients 

Drug Patients 
with Events 

Per 1000 
Patients 

Relative Risk: 
Incidence„uf 

Events in Drug 
Patients/ 
Incidence 
In Placebo 

Patients 

Risk Difference: 
Additional Drug 

Patients with 
Events Per 

1000 Patients 

Epilepsy I1.0 3.4 3,5 2.4 

Psychiatric 5.7 8.5 1.5 2.9 

Other 1.0 1.8 1.9 0,9 

Total 2,4 4.3 1.,8 1 9 , 	, 

The rela ive risk for suicidai thoughts or behavior was higher In clinical trials in 
patients with epilepsy than in clinical trials In patients with Psychiatric or other 
conditions, but the absolute risk differences were similar for the epilepsy 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 illness. Epilepsy 
and many other illnesses for which AEDs are prescribed are themselves 
associated with morbidity and mortality and an increased risk of suicidal 
thoughts and behavior; Should suicidal thoughts and behavior emerge during 
treatment, consider whether the emergence of these symptoms in any given 
patient may be related to the illness being treated. 

5.4 Hypersensitivity Reactions 
EPIDIOLEX can cause hypersensitivity reactions. One subject in the EPIDIOLEX 
clinical trials had pruritus, erythema, and angioedama requiring treatment with 
antihistamines. Patients with known or suspected hypersensitivity to any 
ingredients of EPIDIOLEX were excluded from the clinical trials. If a patient 
develops hypersensitivity reactions after treatment with EPIDIOLEX, the drug 
should be discontinue& EPIDIOLEX is contraindicated in patients with a prior 
hypersensitivity reaction to cannabidiol or any of the ingredients in the product, 
which includes sesame seed oil [see Description (11)J 

5.5 Withdrawal of Antiepileptic Drugs (AEDs) 
As with most antiepileptic drugs, EPIDIOLEX should generally be withdrawn 
gradually because of the risk of Increased seizure frequency and status 
epilepticus [see Dosage and Administration (2.4) and Clinical Studies (1411. But if 
withdrawal is needed because of a serious adverse event, rapid discontinuation 
can be considered,. 

6 ADVERSE REACTIONS 
The following important adverse reactions are described elsewhere in labeling: 
• Hepatocellular Injury (see Warnings and Precautions (5.1)] 
• Somnolence and Sedation (see Warnings and Precautions (5.2)j 
• Suicidal Behavior and Ideation (see Warnings and Precautions (5.3)] 
• Hypersensitivity Reactions (see Warnings and Precautions (5.4)1 
• Withdrawal of Antiepileptic Drugs [see Warnings and Precautions (5.5)] 

6.1 Clinical Trials Experience 
Because clinical trials are conducted under widely varying conditions, adverse 
reaction rates observed in the clinical 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 
were treated with EPIDIOLEX, includthaMpatienttreated for itiOrelhan 
6 months, and 391 patients treatectfOr more than 1-year. In an *Wed access 
program and other compassionate use programs, 161 patients with DS and LGS 
were treated with EPIDIOLEX, including 109 patients treated for more than 
6 months, 91 patients treated for more than 1 year, and 50 patients treated for 
more 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 below; the duration of treatment in these trials was up to 
14 weeks, Approximately 46% of patients were female, 83% were Caucasian, and 
the mean age was 14 years (range 2 to 48 years), All patients were taking other 
AEDs. 

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 
FPI DIOLEX 20 mg/kg/day, and 1.3% for patients on 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) were somnolence; decreased 
appetite; diarrhea; transaminase elevations: fatigue, malaise, and asthenia; rash; 
insomnia, sleep disorder, and poor quality sleep; and infections. 

Table 3 lists the adverse reactions that were reported in 3°/‘. of EPIDIOLEX-
treated patients, and at a rate greater than those on placebo in the placebo-
controlled trials in LGS and DS, 

Table 3: Adverse Reactions in Patients Treated.wIth EPICIIOLFJ(In Controlled Trials 

Adverse Reactions 

EPIDIOLEX Placebo 
10 mg/kg/day 20 mg/kg/day 

N=75 
% 

N=238 "" 
% 

N=227 
% 

!Hepatic Disorders 

1 Tranaemineses elevated 	 8 	 16 	 3 

i'Gastrolntesffnal Disorders 
.. 

Decreased appetite 16 22 5 

Diarrhea 9 20 9 

Weight decreased 3 5 1 

Gastroenteritis 0 4 I. 
Abdominal pain, discomfort 3 3 1 

I Nervous System Disorders 	, 

, Somnolency" 23 "" 25 8 

LSedation 3 6 1 

Lethargy 4 8 2 

Fatkiiia, malaise, asthenia 	" 11 12 4 

Insomnia, sleep disorder,: 
poor quality sleep 

11 
44 

5 
, 

4 

Irritability, agitation 9 5 2 

Aggression, anger 	i 3 5 	• <1 

Drooling, salivary hypersecretion: 1 4 <1 

Gait disturbance 3 2 eli 

(continued) 



Table 3: Adverse Reactions In Patients Treated with EPIDIOLEX In Controlled Trials 

Adverse Reactions 

EPIDIOLEX Placebo 

10 mg/kg/day 20 mg/kg/day 

N=75 
% 

N=238 
% 

N=227 
% 

Infections 

. 	Infection, all 41 40 31 

• Infection, viral 7 11 6 

Pneumonia 1. 	8 5 1 

Infection, fungal 1 3 0 

Infection, other 25 21 24 

Other 

Rash 7 13 

. Hypoxia, respiratory failure 	. 3.  

Adverse reactions were similar across LGS and DS in pediatric and adult patients. 

DiereaseifWei84. 
EPIDIOLEX cancause weight loss. 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 	from their baseline weight, compared to 8% of 
patients on placebo,. The decrease in weight 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/clay. In some cases, 
the decreased weight was reported as an adverse event (see Table 3). 

Ifeniatoloalelbliorrnalities 
'EPIDIOL:EX•can cause decreases in hemoglobin and hematocrit....0 controlled 
trials of patients with LGS or DS, the mean decrease in hemoglobin from baseline 
to end of treatment was -0,42 g/dL in EPIDIOLEX-treated patients and -0.03 girl 
in patients on placebo. A corresponding decrease in hematocrit was also 
observed, with a mean change of -1.5% in EPIDIOLEX-treated patients, and 
-0:4% in patients an placebo,There was no effect 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 hemoglobin 
concentration at baseline, with a reported value less than the lower limit of 
normal at a subsequent time point), versus 13% of patients on placebo. 

Increases in_Creatinine 
EPIDIOLEX can cause elevations in serum creatinine. 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 Other Drugs on EPIDIDLEX 
Moderate or Strong inhibitors cif CYP3Atror CYP261.9  
EPIDIOLEX is Metabolized by CYP3A4 and CYP2C10:Therefore, coadministration 
with a moderateor  strong inhibitor of CYP3A4 or CYP2C19 will increase 
cannabidiol plasma concentrations, which may result 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 or 
CYP2C19. 

Stratig.SYP3A4 or CYP2G19:lactuderS.: 
CbadiriithstratiOn with dstedrig•CYP3A4 or CYP2C19 inducer will decrease 
cannabidiol plasma concentrations, which may lower the efficacy of EPIDIOLEX 
[sea Clinical Pharmacology (12.3)1 Consider an increase in EPIDIOLEX dosage 
(based on clinical response and tolerability) when coadministered with a strong 
CYP3A4 or CYP2C19 inducer. 

7.2 Effect of EPIDIOLEX on Other Drugs .,........ 
USIlA9UCT2 	CYP286..CYP2C8'.....CYP2C9Ind.CYP2C19 SpbStratet,  

• In 'vitro data predint drug-thug interactions With CYP1A2 abbstrates (e.g., 	• 
theophyll ink caffeine), CYP2B6 substrates (e.g., bupropion, efavirenz), uridine 
5' diphospho-glucuronosyltransferase 1A9 (UGT1A9) (e.g„ thflunisal, propofol, 
fenofibrate), and UGT2B7 (e.g., gemfibrozil, lamotrigine, morphine, lorazepam) 
when coadministered with EPIDIOLEX. Coadministration of EPIDIOLEX is also 
predicted to cause clinically significant interactions with CYP2C8 and CYP2C9 
(e.g., phenytoin) substrates. Because of potential inhibition of enzyme activity, 
consider a reduction in dosage of substrates of UGT1A9, UGT2B7, CYP2C8, and 
CYP2C9, as clinically appropriate, if adverse reactions are experienced when 
administered concomitantly with EPIDIOLEX. Because of potential for both 
induction and inhibition of enzyme activity, consider adjusting dosage of 
substrates of CYP1A2 and CYP2B6, as clinically appropriate. 

SenSit.ive.CYP2814Substratits 
In vivo data shoyithat adadministration of EPIDIOLEX increases plasma 
concentrations of drugs that are metabolized by (Le., are substrates of) CYP2C19 
(e.g., diazepam) and may increase the risk of adverse reactions with these 
substrates (see Clinical Pharmacology (12.3)). Consider a reduction in dosage of 
sensitive CYP2C19 substrates, as clinically appropriate, when coadministered 
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)1 This may increase the 
risk of clobazam-related adverse reactions (see Warnings and Precautions (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 Concomitant Use of EPIDIOLEX and Valproate 
Concomitant use of EPIDIOLEX and valproate Increases the incidence of liver 
enzyme elevations (see Warnings and Precautions (5.1)1 Discontinuation or 
reduction 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 increase the risk 
of sedation and somnolence (see Warnings and Precautions (5.2)]. 

8 USE IN SPECIFIC POPULATIONS 
8.1 Pregnancy 
PregnatfaY.Eitattare- RediStry 
There is 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 pregnancy to 
enroll in the North American Antlepileptic Drug (NAAED) Pregnancy Registry 
by calling the toll free number 1-888-233-2334 or visiting 
http://www.aedpregnancyregistry,ora 

f4k4rpolary... 
There are no adequate data on the developmental risks associated with the use of 
EPIDIOLEX in pregnant women. Administration of cannabidiol to pregnant 
animals produced evidence of developmental toxicity (increased embryofetal 
mortality In rats and decreased fetal body weights in rabbits; decreased 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 greater than (rat) that in humans at therapeutic doses (see 
Animal Data).-In the U.S, general population, the estimated background risk of 
major birth defects and miscarriage In clinically recognized 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 cannabidiol (0, 75, 150, or 250 mg/kg/day) to pregnant rats 
throughout the period of organogenesis resulted 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 (RHO) of 20 mg/kg/day. 

Oral administration of cannabidiol (0, 50, 80, or 125 mg/kg/day) to pregnant 
rabbits throughout organagenesis resulted in decreased fetal body weights and 
increased fetal structural variations at the highest dose tested, which was also 
associated with maternal toxicity. Maternal plasma cannabidiol exposures at the 
no-effect level for embryofetal developmental toxicity in rabbits were less than that 
in humans at the RHO. 	„ 

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 fertility 
were observed in the offspring at the mid and high dose. These effects occurred 
in the absence of maternal toxicity. The no-effect dose for pre- and postnatal 
developmental toxicity in rats was associated with maternal plasma cannabidiol 
exposures approximately 9 times that in humans at the RHO, 

8.2 Lactation 
Risk Summary 
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 breastfeeding 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. 
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Cannabidiol, the active ingredient in EPIDIOLEX, is a cannabinoid that naturally 
occurs in the Cannabis sativa L plant, 

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

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. 

Safety and effectiveness of EPIDIOLEX in pediatric patients below 2 years of age 
have not been established: 

Juvenile Animal Data. 
AdininistratiOn Of cannabidiol (subcutaneous 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) to juvenile rats for 10 weeks resulted in increased body 
weight, delayed male sexual maturation, neurobehavioral effects (decreased 
locomotor 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 pa 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 
patients 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 range, 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 Clinical Pharmacology (12.3)). 

8.6 Hepatic Impairment 
Because of an increase in exposure to EPIDIOLEX, dosage adjustments are 
necessary in patients,with moderate or severe hepatic impairment (see Dosage 
and Administration (2.5), Warnings and Precautions (5.1), and Clinical 
Pharmacology (12.3)1 EPIDIOLEX does not require dosage adjustments in 
patients with mild hepatic impairment, 

9 DRUG ABUSE AND DEPENDENCE 
9.1 Controlled Substance' 
EPIDIOLEX is controlled in Schedule V of the Controlled Substances Act. 

9.2 Abuse 
Animal abuse-related studies show that cannabidiol does not produce 
cannabinoid-like behavioral responses, including generalization to delta-9-
tetrahydrocannabinol (THC) in a drug discrimination study. Cannabidiol also does 
not produce animal self-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 a 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 dronabinol (synthetic 
THC) and 2 mg alprazolam produced large increases on positive subjective 
measures compared to placebo that were statistically significantly greater than 
those produced 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 over a 6-week assessment period begihning three days after drug 
discontinuation. This suggests that cannabidiol likely does not produce physical 
dependence. 

11 DESCRIPTION 
Cannabidiol is a cannabinoid designated chemically as 2-[(1R,6R)-3-Methyl-6-(1-
methyletheny1)-2-cyclohexen-1-y1]-5-pentyl-1,3-benzenediol (IUPAC/CAS). Its 
empirical formula is C21H3002  and its molecular weight is 314.46. The chemical 
structure is: 

EPIDIOLEX (cannabidiol) oral solution is a clear, colorless to yellow liquid 
containing cannabidiol at a concentration of 100 mg/mL. Inactive ingredients 
include dehydrated alcohol, sesame seed oil, strawberry flavor, and suotakse,. 
EPIDIOLEX contains no ingredient made from a gluten-containing grain (wheat, 
barley, or rye). 

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

12.2 Pharmacodynamics 
There are no relevant data on the pharmacodynamic effects of cannabidiol. 

12.3 Pharmacokinetics 
Cannabidiol demonstrated an increase in exposure that was less than dose-
proportional over the range of 5 to 20 mg/kg/day in patients. 

Aakraen' 
Cannabidiol has a time to maximum plasma concentration (Tmax) 01 2.5 to 
5 hours at steady state (C.). 

Effect of Food 
Coadministration of EPIDIOLEX with a high-fat/Imp-calorie meal increased 
Cm. by 5-fold, AUG by 4-fold, and reduced the total variability, compared with 
the fasted state in healthy volunteers [see Dosage and Administration (22)]. 

Distribution  
The apparent volume of distribution in healthy volunteers was 20963 L to 
42849 L Protein binding of the cannabidiol and its metabolites was >94% 
in vitro, 

Eliminatioq 
The half-life of cannabidiol in plasma was 56 to 61 hours alter twice-daily 
dosing for 7 days in heathy volunteers The plasma clearance of cannabidiol 
following a single EPIDIOLEX 1500 mg dose (1.1 times the maximum 
recommended daily dosage) is 1111 Uh. 

Metabolism 
Cannabidiol is metabolized in the liver and the gut (primarily in the liver) by 
CYP2C19 and CYP3A4 enzymes, and UGT1A7, UGT1A9, and UGT2B7 
isoforms, 

After repeat dosing, the active metabolite of cannabidiol, 7-0H-CBD, has a 38% 
lower AUG than the parent drug. The 7-0H-CBD metabolite is converted to 
7-CODH-CBD, which has an approximately 40-fold higher AUC than the parent 
drug.. Based on preclinical models of seizure, the 7-0H-CBD metabolite is,  
active; however, the 7-COOH-CBD metabolite is not active. 

Excretion 
EPIDIOLEX is excreted in feces, with minor renal clearance. 

,paaaitip Pneulttions 
Patients with Hepatic Impairment 
No effects on the exposures of cannabidiol or metabolite exposures were 
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 52-fold higher AUG. compared with healthy volunteers 
with normal hepatic function (see Dosage and Administration (2.5), Warnings 
and Precautions (5.1), Use in Specific Populations (8.6)]. 

• "•'• 	• • ' • Brug.InteractiowStudik 
In Vitro Assessment of Drug Interactions 

getiohletdiblizint Enzvmetiseepriitpteeicifiltt 7.2p 
Cannabidiol is a substrate for cytoahrome p450 (GYP) enzymes CYP3A4 and 
CYP2C19. Cannabidiol has the potential to inhibit CYP2C8, CYP2C9, and 
CYP2C19 at clinically relevant concentrations.,Cannabidiol may induce or 
inhibit CYP1A2 and CYP2B6 at clinically relevant concentrations. Cannabidiol 
inhibits uridine 5r-diphospho-glucuronosyttransferase (UGT) enzymes UGT1A9 
and UGT2B7, but does not inhibit the UGT1A1, UGT1A3, UGT1A4, UGT1A6, or 
UGT2B17 isoforms: 
Transegders. 
Cannabidiol and the cannabidiol metabolite, 7-0H-CBD, are not anticipated to 
interact with BCRP, BSEP, MDR1/P-pg, OAT1, OAT3, OCT1, 00T2, MATE1, 
MATE2-K, OATP1B1, or OATP1B3. The cannabldiol metabolite, 7-COOH-CBD, 
is not a substrate of BCRP, OATP1B1, OATP1B3, or OCT1. However, 7-COOH-
CBD is a substrate for P-gp. 7-COOH-CBD is an inhibitor of transport mediated 
via BCRP and BSEP at clinically relevant concentrations. 
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In Vivo Assessment of Drug Interactions 
.grittiriteraCti6rr Sttidiewith_AEDI. 
Clobazam and Valproate 
The interaction potential with other AEDs (clobazam and valproate) was 
evaluated in dedicated clinical studies following coadministration of EPIDIOLEX 
(750 mg twice daily in healthy volunteers and 20 mg/kg/day in patients). 
Goad ministration with clobazam in healthy volunteers increased the cannabidiol 
active metabolite 7-0H CBD mean Cm. by 73% and AUC by 47%; and 
increased the clobazam active metabolite, N-desmethylclobazam, CR,. and AUC 
by approximately 3-fold [see Drug Interactions (7.2)1. 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 CYP3A4 
substrate) did not result in changes in plasmiconcentrations of midazolam 
compared to midazolam administered alone. 

13 NONCLINICAL TOXICOLOGY 
13.1 Carcinogenesis and Mutagenesis 
Garcinedenotis: 
Adequate studies of the carcinogenic potential of cannabidiol have not been 
conducted. 

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

Imottirthent of Fertlliiv 
Oral administration of cannabidiol (0, 75, 150, or 250 mg/kg/day) to male and 
female rats, prior to and throughout mating and continuing in females during 
early gestation, produced no adverse effects on fertility. The highest dose tested 
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 Syndrome 
The effectiveness of EPIDIOLEX for the treatment of seizures associated with LGS 
was established in two randomized, double-blind, placebo-controlled trials in 
patients aged 2 to 55 years: 

Study 1 (N=171) compared a dose of E .01010LEX 20 mg/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 diagnosis of LGS and 
were inadequately controlled on at least one AED, with or without vagal nerve 
stimulation and/or ketogenic diet. Both trials had a 4-week baseline period, 
during which patients were required to have a minimum of 8 drop seizures 
(2 drop seizures per week). The baseline period was followed by a 2-week 
titration period and a 12-week maintenance period. 

In Study 1,94% of patients were taking at least 2 concomitant AEDs. The most 
frequently used concomitant AEDs (>25%) 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-
clonic 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/CGIC) 
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 the status 
of [your/your Child's] overall condition (comparing [your/their] condition now to 
[your/their] condition before treatment) using the scale below," The 7-point scale 
was as follows: "Very Much Improved" (1); "Much Improved" (2); "Slightly 
Improved" (3); "No Change" (4); "Slightly Worse" (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 greater for both dosage groups of 
EPIDIOLEX than for placebo (Table 4). A reduction in drop seizures was observed 
within 4 weeks of initiating treatment with EPIDIOLEX, and the effect remained 
generally consistent over the 14-week treatment period. 

Table 4: Change in Drop Seizure Frequmtcy in Lennox-Gastaut Syndrome during 
the Treatment Period "(Studies 1 and 2) 

Drop Seizure Frequency 
(per 28 Days) 

Placebo EPIDIOLEX 
10 mg/kg/day 

EPIDIDLEX 
20 mg/kg/day , 

:Study 1 , N=65 N/A N=86 
Baseline Period Median 75 N/A 71 

Median Percentage Change -22 '14/A -44 
During Treatment 

'o-value compared to placebo 0.01 
Study 2 N=76 N=73 N=75 

Baseline Perod Median 80 87 86 

;Median Percentage Change -17 -37 -42 
:During Treatment 

[ p-value compared to placebo <0.01 <0,01 

Figure 1 displays the percen age of patients by category of reduction from 
baseline in drop seizure frequency per 28 days during the treatment period in 
Study 1. 

Figure 1: Proportion of Patients by Category ol Seizure Response for EPIDIOLEX 
and Placebo In Patients with Lennox-Gastaut Syndrome (Study 1) 
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Figure 2 displays the percentage of patients by category of reduction from 
baseline in drop seizure frequency (per 28 days) during the treatment period in 
Study 2. 

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 reported 
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 EPIDIOLEX 20 mg/kg/day group, and 1 01 76 
(1%) patients in the piacebo group reported no drop seizures during the 
maintenance period. 



Figure 3 displays the percentage of patients by category of reduction from 
baseline in convulsive seizure frequency (per 28 days) during the treatment 
period in Study 3. 

Figure 3: Proportion of Patients by Category of Seizure Response for EPIDIOLEX 
and Placebo in Patients with Dravet Syndrome (Study 3) 
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In LOS patients, EPIDIOLEX was associated with significant reductions in total 
seizure frequency (drop and non-drop seizures) versus placebo. During the 
treatment 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 reported 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 ("no change") in the placebo group (p<101 and 
p=0.04, respectively). 

14.2 Oravet Syndrome 
The effectiveness of EPIDIOLEX for the treatment of seizures associated with DS 
was demonstrated in a single .randomized, 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 OS 
and were inadequately controlled with at least one concomitant AED, with or 
without vagal nerve stimulation or ketogenic diet, During the 4-week baseline 
period, patients were required to have at least 4 Convulsive seizures while on 
stable AED therapy. The baseline period was followed by a 2-week titration period 
and a 12-week maintenance period. The primary efficacy measure was the 
percent change from baseline 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 baseline (reduction) in the frequency of 
convulsive seizures was significantly greater for EPIDIOLEX 20 mg/kg/day than 
for placebo (see Table 5). A reduction in convulsive seizures was observed within 
4 weeks of initiating treatment with EPIDIOLEX and the effect remained generally 
Consistent over the 14-week treatment period. 

Table 5: Change in Convulsive Seizure Frequency In Dravet Syndrome during the 
Treatment Period (Study 3) 

Total Convulsive Seizure 
Frequency (per 28 Days) 

Placebo EPIDIOLEX 
20 mg/kg/day 

Study 3 N=59 N=61 

Baseline Period Median 

Median Percentage Change 
During Treatment 

p-value compared to placebo 

15 

-13 

12 

-39 

0.01 

In Study 3,4 of 60 (6.7%) patients treated with EPIDIOLEX 20 mg/kg/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 at 
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 (NOG 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 between 16°C to 30°C (59°F to 86°F). (See USP 
Controlled Room Temperature). Do not freeze. Keep the cap tightly closed. Use 
within 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 labeling 
(Medication Guide and Instructions for Use). 

ma  

i'l.p,.  eidi I crmi oi di  dnaii  csi  atTrl Illayitnidokuni nr ilonn,gfoontrrcle asttemi oenn ito  (seeT   	Warnings and Precautions (5,1)). Advise     

and/or dark urine) and to contact a healthcare provider promptly if these signs or 
symptoms occur. 

Somnolence and Sedation. 
Caution patients about operating hazardous machinery, including motor vehicles, 
until they are reasonably certain that EPIDIOLEX does not affect them adversely 
(e.g., impair judgment, thinking or motor skills) [see Warnings and Precautions 

patients of the clinical signs or symptoms suggestive of hepatic dysfunction (e.g., 
unexplained nausea, vomiting, abdominal pain, fatigue, anorexia, or jaundice 

(5.2)1 

Advise patients who are prescribed EPIDIOLEX to use the adapter and oral dosing 
syringes provided [see Dosage and Administration (2.3) and Instructions for 
Use]... 

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

Etwatodelkilar Mph) 
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 

Counsel patients, their caregivers, and their families that antlepileptic drugs, 
including EPIDIOLEX, may increase the risk of suicidal thoughts and behavior and 
advise them to be alert for the emergence or worsening of symptoms of 
depression, any unusual changes in mood or behavior, or the emergence of 
suicidal thoughts, behavior; or thoughts of self-harm. Instruct patients, 
caregivers, and families to report behaviors of concern immediately to healthcare 
providers [see Warnings and Precautions (5.3)]. 

withdfawabfAillipitiptic: °rim (AEDs) 
Advise patients not to discontinue use of EPIDIOLEX without consulting with their 
healthcare provider. EPIDIOLEX should normally be dradually withdrawn to 
reduce the potential for increased seizure frequency and status epilepticus (see 
Dosage and Administration (24), Warnings and Precautions (5.4)]. 

Pregnenti:Renietrit 
Advise patients to notify their healthcare provider if they become pregnant or 
Intend to become pregnant during EPIDIOLEX therapy. Encourage women who 
are taking EPIDIOLEX to enroll in the North American Antiepileptic Drug (NAAED) 
Pregnancy Registry If they become pregnant. This registry is collecting 
information about the safety of antiepileotic drugs during pregnancy [see Use in 
Specific Populations (8.1)). 

Drug Testing 	 , 
Advise patients of the potential for positive cannabis drug screens. 

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



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

(cannabidiol) 
oral solution, CV 

Read this Medication Guide before 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. 

What is the most important information I should know about 
EPIDIOLEX? 
EPIDIOLEX can cause serious side effects, Including: 
1. EPIDIOLEX may cause liver problems. Your healthcare 

provider may order blood tests to check your liver before you 
start taking EPIDIOLEX and during treatment. In some cases, 
EPIDIOLEX treatment may need to be stopped. Call your 
healthcare provider right away if you develop any of these 
signs and symptoms of liver problems during treatment with 
EPIDIOLEX: 
• loss of appetite, nausea, vomiting 
• 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 

2. EPIDIOLEX may cause you to feel sleepy, which may get better 
overtime. Other medicines (e.g., clobazam) or alcohol may 
increase sleepiness. Do not drive, operate heavy machinery, 
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 
1 in 500. 
Call a healthcare provider right away if you have any of 
these symptoms, especially if they are new, worse, or 
worry you: 
• 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) 
• other unusual changes in behavior or mood 
How can I watch for early symptoms of suicidal thoughts 
and actions? 
• Pay attention to any changes, especially sudden changes in 

mood, behaviors, thoughts, or feelings. 
• Keep all follow-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. 

What is EPIDIOLEX? 
• EPIDIOLEX is a prescription medicine that is used to treat 

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

• EPIDIOLEX is controlled in Schedule V of the Controlled 
Substances Act. Keep EPIDIOLEX in a safe place to prevent 
misuse and abuse. 

• Selling or giving away EPIDIOLEX is against the law. 
• It is not known if EPIDIOLEX is safe and effective in children 

under 2 years of age. 

Who should not take EPIDIOLEX? 
Do not take EPIDIOLEX if you are allergic to cannabidiol or any of 
the ingredients in EPIDIOLEX. See the end of this Medication 
Guide for a complete list of ingredients in EPIDIOLEX. 

Odors taking EPIDIOLEX,, tell your healthcare provider about 
all of your medical conditions, including If you: 
• have or have had depression, mood problems or suicidal 

thoughts or behavior. 
• have liver problems. 
• have abused or been dependent on prescription medicines, 

street drugs or alcohol. 
• are pregnant or plan to become pregnant. Tell your healthcare 

provider right away if you become pregnant while taking 
EPIDIOLEX. You and your healthcare provider will decide if you 
should take EPIDIOLEX while you are pregnant. 
0 If you become pregnant while taking EPIDIOLEX, talk to your 

healthcare provider about registering with the North 
American Antiepileptic Drug Pregnancy Registry. You can 
enroll in this registry 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 breasffeed. It is not known 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. 	: 
EPIDIOLEX may affect the way other medicines work, and other 	i 
medicines may affect how EPIDIOLEX works. Do not start or stop 
taking other medicines without talking to your healthcare 
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 to have a 
cannabis drug screen because EPIDIOLEX may affect your test 
results. Tell the person giving the drug test that you are taking 
EPIDIOLEX. 

How should I take EPIDIOLEX? 
• Read the Instructions for Use at the end of this Medication 

Guide for information on the right way to use EPIDIOLEX. 	.. 
• Take EPIDIOLEX exactly as your healthcare provider tells you. 	I 
• 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 EPIDIOLEX. If your dose 
of EPIDIOLEX is-less than 1 mL, your pharmacist will provide 
you with 1 mL syringes to take your medicine. 	 i 

• Use a dry syringe each time you take EPIDIOLEX. If water is 	1 
inside the syringe, it could cause the oil-based medicine to 

• look cloudy. 



Front 
	

Back 

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 -mTA 

Bar 

5 mL 

Plunge 

.::.. 	. 
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 possible side effects of EPIDIOLEX? 
EPIDIOLEX can cause serious side effects, Including: 
• See "What is the most important information I should know 

about EPIDIDLEX?" 
The most common side effects of EPIDIOLEX Include: 

• sleepiness 
• decreased appetite 
• diarrhea 	 Li 
• 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 
you or that does not go away. 
Call your doctor for medical advice about side effects. You may 
report side effects to FDA at 1-800-FDA-1088. 
You may also contact Greenwich Biosciences at 1-833-424-6724 
(1-833-GBIOSCI). 

How should I store EPIDIOLEX? 
• Store EPIDIOLEX at room temperature between 68°F to 77°F 	i 

(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 bottle. 

Throw away (dispose of) any unused medicine after 12 weeks. 
Keep EPIDIOLEX and all medicines out of the reach of children.,  

General Information about the safe and effective use of 
EPIDIOCEX. 
Medicines are sometimes prescribed for purposes other than 	1  
those listed in a Medication Guide. Do not use EPIDIOLEX for a 
condition for which it was not prescribed. Do not give EPIDIOLEX 
to other people, even if they have the same symptoms that you 
have. It may harm them. 	 r 

You can ask your pharmacist or healthcare provider for 	li 
information about EPIDIOLEX that is written for health 	: 
professionals. 	 ........ 	.... 
What are the ingredients in EPIDIOLEX? 
Active ingredient: cannabidiol 
Inactive ingredients: dehydrated alcohol, sesame seed oil, 
strawberry flavor, and sucralose 
EPIDIOLEX does not contain gluten (wheat, barley or rye). 

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

For more information, go to www.EPIDIOLEX.com  or call 
1-833-424-6724 (1-833-GBIOSCI). 
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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 
carefully to ensure proper dosing of the oral solution. 

Important: 
• 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 EPIDIOLEX,.  
• Always use the oral syringe provided with EPIDIOLEX to make 

sure you measure the right amount of EPIDIOLEX. 
• Do not use EPIDIOLEX after the expiration 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) 



Supplies not included in the package: 
• If 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 firm y into the bottle. Make sure the 
bottle 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 the bottle adapter from the bottle after it 
is inserted. 

Prepare The Dose 

Your healthcare provider will tell you how much EPIDIOLEX to 
take or give. 

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

Dose 	 How to measure 
5 mL or less 	Use the oral syringe 1 time 
More than 5 mL 	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 if you see air bubbles: 

If there are air bubbles in the oral syringe, keep the bottle 
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, 
eave the oral syringe in the bottle adapter and turn the bottle 
ight side up. 
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7. Carefully remove the oral syringe from the bottle adapter. 

Give EPIDIOLEX 

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

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 
provider is more than 5 mL, repeat steps 4 through 8 to 
complete the dose. 

For example: 
If 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 to the right (clockwise). 

Do not remove the bottle adapter. The cap will fit over it. 

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

11. Remove the p unger from the barrel 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 to 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 oral 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 bottle. 

Dispose of any unused EPIDIOLEX after 12 weeks. 
• 'Keep EPIDIOLEX and all medicines out of the reach of 

children. 



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 

It What if there are air bubbles In the oral syringe? 
A: Push the liquid back into the bottle and repeat Step 5 until the 

air bubbles are gone. 

0: What should I do If the liquid in the bottle has turned 
cloudy? 

A: 	The liquid 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 

0: What should I do If the oral syringe is not completely dry 
before use? 

A: 	If the oral syringe is not completely dry, use the spare syringe 
provided in the pack. 

Marketed by Greenwich Biosciences, Inc., Carlsbad, 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. 
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AGENCY OF AGRICULTURE, FOOD & MARKETS 
December 4, 2019 (revised December 4, 2019) 

Proposed Vermont Hemp Rules Responsiveness Summary 

The Agency 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 plans: 

"(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; 
"00 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; 
"NO a procedure for the effective disposal of— 

"(1) plants, whether growing or not, that are 
produced in violation of this subtitle; and 

"(II) 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 a 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 
"(yip a certification that the State or Indian tribe has the resources and personnel to carry out 
the practices and procedures described in clauses (0 through (vi); 

;Pp 

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 moves 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.S.A §562(4)]. It will retain all references to 

cannabidiol and the ability to regulate within its rules. 
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3. 	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. 

4. 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 information on how can be found here, 

https://ded.vermont,govhvatershediriversistrearnflovv,protection. 

b. The Agency administers many other regulations to protect water quality, animal health, 

farm operators (seed, feed and fertilizer), and the public. These regulations are already 

in place and cover many agricultural sectors. 

c. As part of the Hemp Program, the Agency has the authority to establish a Cannabis 

Quality Control Program, which will include testing for compliance and contaminants. 

Registrants are responsible to maintain records of compliance by harvest lot, and by 

process lot. The Agency is also required to conduct 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.S.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 authority given to it 

under the 2018 Farm Bill and authority under Title 6 Chapter 34. They will also be the 

basis of Vermont's state plan. 

5. 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. 

	

6. 	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 

theoretical 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 III hemp crop; and 

c. 	genetic testing of crops 

7. 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 Organic 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. 

8. 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. 

9. Informing the public about hemp products and hemp-infused product. The Vermont 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. 

10. 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 Agency has developed a list of active ingredients acceptable to use on hemp crops, 

httI3sViakridulture.vermOnt.govisitetiakricultureifilesidocuments/PHARIVIMempiNertid%2000. 

,ducts.pdf. The lens the Agency used to create the list of active ingredients was 

the active ingredient leaves no residue, and 

• the active ingredient has a tolerance exemption under FFDCA 

The pesticide products must 
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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 Vermont 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 
information for research, provide 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. 

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 incomplete may reapply for 

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 obtain 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 parcel identifiers, shall be confidential and shall not be disclosed for inspection and 

copying,under the Public Records Act." 

Confidential business information is protected from inspection and copying under 6 V.S.A. § 61 

or 1 V.S.A. §317(c)(9). It is 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 
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Hemp Program. Please know that the Agency will abide by Vermont 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 otherwise not exempt nor 

confidential under the law. 

1. Section 4.3 - A person convicted of a felony 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.S.A. §564 (c) (4), 

"the Secretary may deny an application for registration or renewal if the applicant.., 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 Program." The Agency 

will implement what is necessary to attain primary regulatory control over cultivation of hemp 

in Vermont. 

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." 

3. Section 5.2- Grower handling limitations. The Agency will include clarification that a Grower can 

transport hemp crops to a registered processor. 

4. Section 5.3 -A Grower of hemp crops produced outdoors for seed must notify all Growers of 

biomass and flower. The Agency will remove this requirement from the rules. 

5. 5.4 (b) - Offer a list of any pesticides used in the cultivation of the hemp crops, clones, 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 an issue for the Agency's pesticide 

program enforcement team. 

6. Section 6 -The qualifications for laboratory certification. The Agency will develop the Cannabis 

Quality Control Program independently of the Vermont Hemp Rules. 

7. Section 6.1 —Addressing compliance with acceptable potency level for hemp and hemp-infused 

products. This requirement 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. 
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8. 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.S.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. 

9. 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. 

10. 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. 

11. 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. 

12. Section 7.2 -Testing for compliance responsibility. 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 documentation that demonstrates 

compliance, but testing can be done by certified. lab and not the grower registrant. 

13. 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 

Control Program. 
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14. 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. 

15. 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. 

16. Section 10.2-Clarity concerning hemp concentrate and when it can be sold or transferred. 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. 

17. Section 10.3 — Confirmation by the Secretary. This provision applies to anyfprocessor 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. 

18. Section 11 and 11(e)- Standardization of cannabinoid content. The Agency may consider a 

standardized label 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. 

19. 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. 

20. 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 

A' 
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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 
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. 

21. Section 11.4(g)- Manufacture date and expiration dates on labels. Labels will only be required to 
include expiration dates of hemp products and hemp-infused products. 

22. Section 11.5— Accuracy of the per serving size. The Agency will consider the accuracy of serving 

size to +1- 20% and will use an appropriate analytical variation for THC compliance. 

23. Section 12 .2 Hemp Grades. The Agency accepts the comments received by stakeholders 

regarding the grades of hemp and will strike these subsections from the rule. It will explore 

alternative options in the future that might address scale of operation (single source hemp 

products), and includes all types of hemp products including grain, fiber and hemp derived 

cannabinoid products. 

24. 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 

limitations on when something qualifies as a negligence and when an action goes beyond 

negligence. 

25. 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.S.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 publicity and 

distribute information relative to their use." 
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The Agency will consider a more flexible 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. 

26. 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). 

27. 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 

 

 

Section 1 
	

Authority and'.Puriadle 	• 

      

 

1.1 The Secretary of the Agency of Agriculture, Food and Markets (the-Agency) adopts the Vermont 

Hemp Rules pursuant to 6 V.SA. Chapter 34end-eonsistentwith-theAgrieulture4rnptovement 
,-10.187-public4,-,Noral-5-3347-The '..:ltent-of Chapter 341s4o-estab1ish-polieOn4pitotedures4w 
gr-owing-hemplw.Vermont that ,....omply-with-fecieral law4o-that failitiefs-and-other businesses4rqhe 

Vermwitaffiquit4fal4ndvstry can,takeadvantage fthis-rnaFket-opportunity.-C-haptec-34provides 

tliatauthorizes the Secretary may adopt rules to implement phapter-44-and4114f=programand-ihal 

'the4he chapter and the State Hemp Program (yesiriont Hernp_yrogram). The Secretary musts 

:equired to adopt rules establishing how the Agency will conduct research within4hlwograM4.4 
rules and establishing requirements for the registration of processors of hemp and hemp-infused 

products. 

 

 

1.2 The AgencySecretary establishes the Vermont Hemp Program teiiHernp Programito'conddf 

research thevawthreultivatianari re &Ate1-ext 	rowing,  processing,  testing, and marketing of 

Industrial hempanOemp_products in the State.. 

1443 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 14 following{  
enactment of the Agriculture Improvement Act of 2018, Pub.  I— No-115-334, the United States, 

Department of Agriculture (USDA) issued an Interim Final Rule (IFR) in late 2019 that makes 

important distinctions from the pilot program, USDA Informedihe Agencylhat it could continue% 

operate its pilot program during the 2020 growing  season, and the Agency Plans to do so. As federal 

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 applicable state 

and federal laws, 

      

Section 2 	Applicability 

2.1. AnyA person who plans to grow, 	t -or process ows,probesses,orteiit hemp or hemp 

broducts in Ver-man4the State: 

(a) must register annually  with the Vermont Hemp Program eliernp-Pnagrant 

(b) must register all hemp  cultivation, drying, and-storage areas, and -  processing sites that they 

Olan-ta-ise-te-grew-e4lfocess-zhemp-with the Hemp Program; and 

(c) must comply with the Vermont Hemp Rules (the-Rules). 

2.2. A person doesis not needrequired to register with the Hemp Program in order to sell hemp 

products or hemp-infused products in Vermont. 

F.-. 	 1 
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Section 3 	Definitions 

3.1.Aeceptableipbtencylevel  means a hemp crop that has a delta -9 THCtetrahydrocannabino4 

concentration of 0.3 percent or less and-aoba dry weight batis. This initial reciuirement accords  

with the federal 2014 FarmBILL As an additional policy limitation implemented to protect public, 

safetvi.,tlae A.gene_yLOIM) Feg_uires that the total theoretical tetra hydrocannabinol concentration 
dfribt exceed one percent o0.1esson'-a4ry Weight bailS. The adcetitab16:poterieV level may Chan*: 
as the. laWdevelOpsf011Owingsthe 2020grOwingseaSon, 

3.2.-Agency means the Vermont Agency of Agriculture, Food and Markets. 

3.3. Biomass meanshwested hemp includinkthe stalks and leaves and mav.includt.fioinierdbia 

:.Md/91 sOpst, 
Broad soddrurn means a concentrate that was extracted from hemp,*11014-eontaia 

samecontaining cannabinoids bta-except MC :Which has had THCbeen removed. 

Cannabidiol or CBD is one of the naturally occurring cannabinoids found in the Cannabis 
sativa L._plant. 

Cannabinoid means any of a group of closely related chemical compounds which include 

THC (tetrahydrocannabinol),_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. 

Cannabinoid content refers to the test-verified levels of specific cannabinoids that are 

tested4d-bck-presdptjn a harvest let-or a-process lot. 

Certificate of analysis means a repdkirepOdd-certified labPratoty4Tiar 

thelaboratOry!s:report describing its analytical testing4t-perforMed-and the-results  of the testing. 

Certified laboratory means a laboratory that is certified by the Agency under 6 V.S.A. § 
567. 

bocentrate-friaans4he-prdduet-0*ainitc-he#00-c-cifdpOtir4OrdMd4ed-Inidxffi*Itiri;  
tuding-eannabinoidtr:iSPMers,raCidSi4saitSdAd-sa4tSdf-ISorr4eMrorwa4aerniatrdia-har.v.est-IPt-, 

3.10. ,COnsumable means a hemp product  or hemp-infused product that is intended for human 

consumption. 

3.11. Consumption means ingestinghuman ingestion, inhaling, or topically applying to skin or hair. 

3.12. Contaminant means a-Rya pesticide, solvent, heavy metal, mycotoxin, foreign material, and 

bacterial and/or fungal impurity introduced through cultivation or processing. 

3.13. Crop means hemp grown unde-r-afollowirig:oriaper  registration .issiiiied-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, indeorlitellity OtigreerihduSeused to 
produce or intended to be used to produce hemp. 

3.16. Delta-9 tetrahydrocannabinol, also referred to as "THC," is the principal psychoactive 
cannabinoid found in the  Cannabis sativa L. plant. 

3.17. Distillate meansam-PdbrieSS44eara concentrate gotem-hotils%vithqrt a segment of 14 

tantalainoidcompaunds-created-by4leat-separationcannabinoids from an initial extraction are  

selectivelysoncentratedthLoug_bheatfwand cooling, with all impurities removed. 
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3.18. Drying/ or storage area means t4s9ny area where hemp is dried anslor stored. A DFying/5toi*e 
Arcaying or storage area may include areas where harvested hemp is confined, housed, or 
stored, whether witlaineir-kivitholit-str-usturesiandereas-te-store-agrieultimel-inputrser-hernp. 
agricuitur-al-wastes-assoejeteel-withpredusing-theerepinside or outside of any structure. 

3.19. Dry weight means the weight of plant material with no greater than 13% moisture content. 
3.20. Food means 

(a) _articles used40Tof food-of, drink-far-humans, corife014 ety,je  cOndiment for t.i.tima 

consumption  whether simple, mixed, or animals, 

{4)3.20. 	stiewing:gurncompound, and all  substances ancl)pgredi nts used in the preparation  

thereof. 

(c).—artideritsecifRF,Eornfibtiefit5 or a ily4uch actiele: 

3.21.  Full spectrum means a hemp product  or hemp-infused product that is: 

(a)  derived from a hemp eAreetienend-concentrate 

3.21.(b)  contains cannabinoids, aromatics, essential vitamins and minerals, fatty acids, protein, 

chlorophyll, flavonoids, and terpenesFand-that-•,_ and tkos4lotebeen-f4of 	 _ 

(c)  has not been reformulated or has not had eann inold iscilaeSOr dis_tilLateS.Added itiG.*t 

1.22. Grow may be used interchangeably with the word "produce" or "cultivate" and means  the,;. 

(a)  planting, cultivating, harvesting, or drying r  hemp, and/or 

3.22.(b)  selling, storing or transportingof-ilemp-erops-grown-by-th:e4rowef ey-i* 
used-inters4iengeably-wi444he word "produce-or "cultivate4themp. 

3.23. Grower means a person who is registered with the Agency to growproduce hemp crops. 

3.24. Handle  meansthpossesssflø.o possess'hemp crops for any period of time on premises 

owned, leased, operated, or controlled by a Registrant-regigered44grow-orianosewhecrip. 

.14ancllinwregistrant. "Handle"  also ineludes,-possessiertefmeans to possess hemp crops for any 

period of time other than during their actual transport from thea registrant's premises e4-a 

Registrant to theanother registrant's premises Ofenotherilegiarantor out 	recipient-t4 

,c-ultivate-er-okesess44eife,_ "Handle" does not mean possession of hemp products or hemp-infused 

products. 

3.25. Harvest Itit means a q44anfity44-herhp-grower's  harvested by-tiWgnwer, ewer-inhemp 
produced during a single growing season that-Wgrown-sontiguou.s*in a contiguous area  ,e_patigag, 

the same caltivation-areacultivar or  variety. 

3.26. Harvest lot number means a unique numerical identifier that begins with the last fivcfour digits 

of a Grewee-sargyvefs 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. Oiittetitier-gOowirigor.notand any part of that the plant, 

including the seeds7  and all derivatives, extracts, cannabinoids, isomers, acids, salts, isomers and 

salts of isomers, who tiler/Lowing or not,  with the-federetly4lefineela delta -9 tetra hydrocannabinol 

concentration levelTor-ise-type-H4 or IV cannatits-planVas4efihed-i-n-Sestion9-3-B9encl-341-of these 

Rulesnot 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. 5 4810. 

3.28. Hemp concentrate means a subsianceprocess intermediate obtained by separating 

cannabinoids from a hemp leaves7-flowenren5talkcrop using a mechanical, chemical or other 

process which consists primarily of cannabinoids. Hem • concentrate is not a hem roduct or 

hemp-iefu.sed, prpdust as defined by these rules.  

3 
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3.29. flemp crop means a standing or harvested hemp-that-eem..ith&dbr biomass. tried. 

*hemp crop"  or "henipsrops" includes both the federel-definititi4-ef-herOjapcierSingUlar and Pluei 
jusages whenever appropriate and shall be read to :processing:be inclusiVeof:both forms wheneig 
possible.  

3.30. Hemp producfor Remp,infUsed product means all jafeckietsproduct that laavesatiffies-the 
federolly-defiried-requiredtetrahydrocannabinol concentration level for hemp, that 	are derived 
from, or made by, processing hemp plants and/or plant parts, a-nd-that are prepared in a form 
available for commercial sale:-This, inetuCies, inCludjjE• cosmetics, personal care products, food 
intended for animal or human consumption, cloth, cordage, fiber, fuel, paint, paper, 

;pArtieleboartitonstruetkarmateriaj& plastics, and any product containing one or more hemp-:  
derived cannabinoids, such as cannabidiol. 

3.31. ingredient, means any substance that is used in the manufacture of a hemp product or a-hemp-

infused product-and that is intended to be present in the finished process lot. 

3.32. Isolate means a concentrate greaterthat is more than 95% percent corrapriutof a single 
cannabinoid compound created by a chemical process. 

3.33. Label Guarantee is the declared minimum or maximum amount  of individual cannabinoid 
content in a hemp product or hemp-infused product. 

ti.24,,L,Aegligence 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 rulesi,-, 

3.3/L3.35. 	Person means: 

(a) an individual, sole prPorietdri'br, any form of partnership, corporation, association, 

unincorporated organization, trust, or other legal or commercial entity, including a joint 

venture or affiliated ownership, or 

(b) individUals440-eRtitiesaily individualtir''efitity affiliated with  achany other individual 

entity for profit, consideration, or any other beneficial interest derived from agricultural 
management, including lessors and lessees. 

3.35.3.36. 	Personal sAivotionuse  means cultivating hemp on less than 0.5 acres forpersenolan 

individuals own use410,..wherlind hemp crop, hemp product, or hemp infused product shall enter 

intoenters commerce from cultivation areas registered for iaersenal-usethis purpose!  
3.36.3.37. 	Process means a Processes storing, drying, trimming, handling, compounding, and/or 

teriVerting-Ogoversion of hemp creper•-hempeeneentratecrops into hemp products or hemp-

infused products-:that-emply:-w#4he-federal-deflnitien-efihernp4t-alsd--ineiude. "Process" 

inCiddesprocessirithtm4from single or multiple growers and transporting, aggregating, or 

packaging hem p4Ati4i:4Single-pr-rnikitiple7groWers,ar-precesSars "Process" doet4liat.inelikie440 

e4dition4ValtO includes Manufacturingthemp products or hemp infused products frOtOemp 
concentrate" to aproduct-at-t 

713-37-338. 	,Processor means a person who is registered with the Agency to process hemp crops. A 

retail  establishment selling hempproducts or hemp-infused products is-not a processor. 

3.38. Process lot means: 

4-a)-any amount of presseSeedellrfiberOlempeontentrate, hemp product  or seed-hernm 

infused .product  :of the same type, precessed-the 	same Ome-using4esarnertigOo4s-an* 

game 	standard-eperON-procedwmpr 

0313.39. 	any-arnoikk-rifeOnSurnable-hertippiroduct o;teMp-infuse4redue4tif-the4#Me 4114 

processed at the same time using the same ingredients and same standard operating procedures. 
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4#39,3.401 	PThaess lot nurribermeans a unique numerical identifier that begins with the last five 
digits of a Processor's registration number, followed by the year of processing, and then-fol4 
by-a unique number to identify the process lot. 

44403,41. 	Processing Site means a single parcel of land and all infrastructure on that parcel used 
to procczfor the pipcessing or intended tobouSeq to-processprocessing of hemp. 

3.41.3.42. 	"Produced in Vermont" means only4hose-hemp products or hemp-infused products that 
are derived from hemp crops exclusively  grown and maf.iufastoredprocessed in their--entiretywithi# 
Vermont-iatirsoant,tostandafds-established-byr:and the products are formulated in Vermont in  
conance with these Rules. 

1,442,-.--4roduct rp fa ?Ea-Meal:IS-a ViffittenrofectrOftiOrof*rateGFOR41:1411' en-reeekid-by-the-liag 
which-the oe-c9fIlt-hakiPg-the-cerrimbinicaticinistates-a-comper-a•relat*to-a-heiv.-c-ch.  
•pfoducti  pc allernp4ofusect 

3.43. Registrant Registrant means a person registered with the Hemp Program. 
g44. Aettirwleans-te-soak in-wateForimppe-te-rngigkikto-fac' „ 44e-flow 	ofikaf-frofn 

‘Wbody-tissLe thcough-pattial-rettings., 
3.45.3.44. 	Tetrahydrocannabinolic acid (THCA)  is the precursor of delta-9 THC-befor-e 

decafboxyiatioN 
46.3,45. 	Total theoretical tetrahydrocannabinol or 	THC content (or total theoretical THC) is the 

maximum amount of possible delta-9 tetrahydrocannabinol in a hemp crop if total conversion were 
to occur-aftel-vitill-tie. The calculated arnburit is determined by-44e-foilowiftca.icloiatibeas follovvs: 

the sum of the concentration of delta-9 tetrahydrocannabinol and-itopreeursnfa, 

tetfahydrOgannalainal-A-adqed to  the amount oftetrah_ydr,ocannabinolic acid after jt_ts multiplied 
by 0.8777877 on a dry weight basis and reported to two significant figures. The mathematical., 

..tguation follow,* _ 	_ 

Total theoretical T HC 
— 	9 TH 

+ ([T H CA] * 0.877)) 

  

 

-7-))([delta 9 T H C1 

 

   

3,17; Toxonbink-fietertnination4neansoceSS400ssifieatinfehass‘lmerie 	f-knoW.0 
:Onnalsinaid-ratios based-orr4tatieLcuttivarsr 

S.48. Twae-1-meafts,-atuitivac-of-Cannabis-satitacil-Atigt-it414C-dditiPatt: 
X.-AL ]ype4means cultivat-of-C-comobis-sotivci-L,Fat409etweerfa 

9414C-ceneentratioa-isveater-thart-04-pefeent.- 
Typejjkmeans-a-cuttivar-ef4eflnes-4ocivo-L.-thatlrCB:DAomkiaterat-teatjt 

3.51,---Tvpe-IV-Frfeen&a Cukivar-of-Cermilbis4atiti647-414at4s-neitherr-C-BD-do4Iinalz, 
84273.46. 	Whole olant..coneentfate-means an extract that contains-both water and lipid soluble 

plant compounds. 

Section 4 	Wbgram Registration Requirements 
• I 
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4.1. To register as a Grower or Processor inwith the Hemp Program, a person must completean 

applioationon-a-form-providetia Poly by su bm ittimt he Agetley-and-stibraittheency's coinPittit 

application form, atithe required documentation, and a-registration fee to(collectively„ the 

Agency/lappication"). The person person's application must include int4eir-application-a-listin0 

and-the location including GPS coordinates  of all cultivation  areas, dryingrand or storage areast  
andL processing sites at-which-they-planwhere thepersortglAns to grow or process hemp. A 

*erson-and-theirpersOn's cultivation, drying, and-storage areas, and/or processing sites are 

registered with the Hemp Program when the person receives athe Agency's written notice  
registration4rorn4he-Agenevr., 

(a) To process an application, the Agency may request additional documents to verify the 

information provided onin the submitted application-fOrn-and-rectuireddeetimentatie4.4* 

Agencymay request -additional-doeumentation,, 
(b) iftbeThe application farm-is not fulitcompletedAfcomplete unless and until all requested 

elesument3t4on4sbetdocuments are providectror-if and the registration fee is not-submitted 
atthe-wrte-tirae-as4he-apfAeat-ie4.for+-ort444received. The Agency may reject theapalicatio# 
asany 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 thean application formand-requettett 
,ch)cumentaten-iSshall be ineligible to participate in the Hemp Program. The duration orthi 

ineligibility shall be at the Secretary's discretion after evaluating the applicant's Conduct.  

the applicant is permitted to reapply, the applicant must exclusively provide accurat4 

information. 

(d) To register multiple cultivation areas or processing sites, a person may submit a single 
application form identifying all cultivation areas and/or processing sites associated with that 
application ancithat includes all appropriate registration feels), 

(e) AnyPublic 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 opplicantperson. 

WhangesAny change to registrationsrAigration information must be requestqW4Witaitan:::7: :i41- 
obtain-vvritten-approvalfromgloroved by the Agency: 

44. A-person convicted-4,a felomkrelatfng-to-a-eont-rotled-SUtist-arMqjrder-stattWAderal-law before7  
On, or after December 20, -201944aftlae-iriefigRare=to register-w4tl:y4he-44erograrn-tiociftg4he40-

vgar-parkad4ollowiN4he-date ofi,.*eonvjgtio.:n-uniess-thejorw-ha .,,s4a1/41Wegisw0shwa,413t 
14a.rnp-Progranwior-to4his-dateT  

4:44.2. 	it may become effective.  Registrations may not be sold or transferred by a 
Registrantperson to any other person. 

	 Registrations expire on December 31 of each year. A new application for registration 

must be submitted for each calendar year-of-growing-oforoccs.sing. 
4:6,4A. 	A person holding a valid registration aton the date Of4ho-adeffigfilramendment:— 

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. 

registrant shall exclusiveltoperate within the terms of the specific type of registration issued and 

Ig_Lall not exceed the Scope of that authorized activity. As exert, pies. a‘ registrant licensed to test 
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hemp Shall not j1Sb grow or process it. Ara registiarrt authotkd to gtO  
khan not use it for anything other than  personal tisekr  

	

Section 5 	Growing, Transferring and Selling, Recordkeeping, and Reporting Requirements for 
Growers 

5.1.A G-roweratwffl'is responsible for demonstrating compliance with the acceptable potency level for 
all hemp cropsoffered-for-saleor-transferred-to-a-PFocessor or theptiblic 

5.2.A G-roweFgrower  shall only  grow hemp crops en-ly-in registered cultivation areas and illayonlv  
handle their  hemp crops en-ly-in registered drying and storage areasarea.  

,tkil;A-Grower7-of-flemp-crOpk-produced-OOtcloors-for seed-omst-rieti-fy-aKrowdrs-Oftiblinass--and' 
flower--Withirf a radius-of-5-rniles ef-theirtuitivationnarels,T-heAgericy-will-04Vide-namesa • 
4c1enteet4nfOrMatiOn 'Oa the.Grower-based-on previous year-Registrants, 

5.3.A-Growermay-transfeFoF-setkhefnp-erops,4,orresiv-pjaots49-1A/hen  a grower transfers or sells  
hemp crop, clones, or plants, the grovver must: 

-4-provide a am  of acoOsurner-foripersonal-cuit-iYatioa4Milfite04441:g4t1-- 	olate40**a-Grey, 
must: 

(a) rnake-c-erttfiOaf.escertificate  of analysis avail 	4potifequestiforpoblic-1 	the 
cultivar being transferred or sold;  and 

(b) offer a list of any pesticides used in the cultivation of thee hemp cropscrop,  clones, or plants. 
	A GroWefgrewer  Must assign each harvest lot a harvest lot number. 

5.6.5.5. 	-A-Grewef For a  minimum of three (3) years from harvest date, a grower  shall maintain 
the following _records listed-in-44through4)-below,for  each harvest  lot organized by harvest lot 
number:  

(a) 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 company-from-which-seller and  the prodlase-w, 

fnadeitAgency-iSstied  license number for each seed dealer or nursery dealer. 
iv. a certificate of analysis by a certified laboratory ofidernonstrating  the cultivar's 

compliance with the federally-defined4etfahydrocanoabinel-concentrationrequired,  
acceptable potency  levekac-asseelatedigen 	 is, and  

iko;a type-gl-or-typenalais-olanti 

the-riaci-an4-a44cestops of the Ce4ifiedzlaberatorl-thtitain4udecl-th041i1ysis;--and, 
a-notation-ofmap submitted during the registration process that shows  the cultivation 
area where the cultivar was grown. 

(b) Records of all hems crop  transfers of-hemprerowto a Processor each 	and/or  out-of 
stateecipe T-44ecords4hall.be-kept:lay-laaivast, lot-nufnbef-and-pLocessor,  wiiich  shall 
include: 

	

i. 	the datesdate(s)  Of harvest and transfer; 
the name and address of the Processoreach processor  and theirits registration number-or 
the-na-mei a nd-address,ef-thottt-of-state-recipient;-and 

	

iii 	an estimate of the a-raountdry  weight  of hemp transferred eita-dry-wer" 
d in pounds. 
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ita -Recoilsof4e5tirig4touest-forrnsA mentatiiin-ofoamPiiiig-in-miforrittneeiiki#0:ige*:, 
samialingprotocolsrand-eertificate-of-anaiysis-for-ewh-harvest-iot-ieientified, 

(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 anakses:perfOrmed by certified laboratories. 

GrOwer-shail-lieep-the-reeotdomtuirecHay-this-se 

harVestdate-by-harvest-lot-number, 
5413.6. 	..-AcGrower-grower shall make theall records available to the Agency for inspection upon 

its-request. 

5,9,5.7. 	A Growergrower shall submit annually iffirrift a, report to the Agency*iiePert-eftraifilg 

the-inforMation-reluired-by-thiosettionty December 1 detailing the totalacreagtof hemp planted,  

harvesteck and any other-irtforfnation-requel,teel-by-the-Agency-under-Titte-fkrif applicabl!_, disposed 

or destructed, This information shall be publicly  available upon request to-tbeinklic-provided  that 

laufsilant4W,F&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 obtained, or whose 
characteristics, activities, or products the information is about  See 6 V.S.A..§614  

Section 6 	Processing, T ansferring and Selling, Recordkeeping, and Reporting Requiremer.its 'Tot 
Processors 

6.1.A PareeesserprOtessor 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 -Ftrocessorprocessor shall only use lipid, ethanol, or carbon dioxide (CO2) botanical extraction 

methods, solvent free_ meshanicateAtractiori methods, or other extraction methods for-which the 

freetiosor has reeeived-writtert-approval-from-IheAgency,,pre,abbroYes in writing, All other  
methods of botanical extraction including use of butane, propane, hexane and other hydrocarbons 
is prohibited. 

6.3.A Processofpfpcel.sor shall not use synthetic cannabinoids in the production of any hemp 

produetsproduct or hemp-infused protitietsproduct. 

6.4.A ,PrOeessor-may-processor shall orkprocess hemp crops only-at registered processing sites. 

6.416,5; 	A Processorprocessor must repo4-in-writing40 notify  the Agency a-elosurein writing of 

aany processing site closure  within 10 business 10-days of its closure. 

	A grosessopprocessorLat the time of processing, must assign eaell-promoikita process 

lot number at-the4ime-o4.roossiog-to each  lot of hemp concentrate, hemp product, and/or 

hemp-infused product extracted or martufacturedforMulated by the Proc-e-ssoFprocessor. 

l616,-A-PrOcessakhat extraets-ThiC-or TKO-A-from o-homp-erap-moot-salamit-forTapprovai-by-the-Ager4 

s the THS-arrei* ' 	 tfen-cias the TAG 
and-RiC---A-Linosable-and4hataeeounts lay-promo let-number-a14414.C-of -T4,444-rernoved7  

6.7.A 1,recessor-rhaykoroces.sot shall only transfer or sell hemp concentrate for the purpose of 

reformulation into hemp products or hemp-infused products only-to: 

(a) the Growergrower of the hemp crop if they4rethe:grower is also a Processorpcoettakr;, or 

(b) to another firoces-orprocessor. 

WIR,kitkilggAsGr-.141464.0- -13,010M1)-c-Plate7illattfagilfiliatiAtelece 	4011eKetugt1-41aelev,4 
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6.8.  For a minimum of threenLyears from the date of processingqprpcess lot.asrocessor shall 

maintain tfittollowing records for..eatnextracted hemp concentrate organized by process lot 
number: 

(a) Records of all hemp crop(s) received by harvest lot number inkgril 	: 

	

i. 	The name, address, and registration number of the Grewe-rgrower for any amount of 

hemp crop transferred to the ProcessorprocesmQ 

Date(s) theeach hemp crop  was received; 

	

in 	Amount of hemp ohe-dryweight basismeas red in pounds as received; 

igiouo,-DocumeatationCopies of sampling pelgeffmedan'd testing records as required by Agency 

so moling-protecels; 	and 

	

ohiv. 	All-testing-roodea4ormsVermont  Ore-Harvest Sarni:0:4* Protocols and certificates of 

analysis:these Rules; and 

	

N.k, 	Certificates of analyses from certified laboratories  

(b) Records of hemp crops that the IlrogessofprOcessor receives from out-of-state, including: 

	

i. 	The name and address of the out-of-state grower for any amount of hemp crop received; 

	

.j... 	The out-of-state grower registration number in the respective state;  

	

*it 	Date the hemp crop was received; 

	Amount of hemp one44y-weigl44.3asiscrop measured in pounds as received; and 

	

iv:v. 	The associated certificateCertificates of anolysisanalyses for the-hemp crop  potency. 

(c) Recofds of  cerlifieate-of-analysisCertificates of analyses  from certified laboratories organized by 

process lot number reported,by-a-etr4ed4aboratowiand, detailing canna binoid content for any 

hemp etep-eXtraeted-by-Processiziftoricentrate a processor produced. 

6.9. 	 Fora minimum of three (3) years from the date of processing a 

:process lot a • rocessor that formulates hemp products or hemp infused products of thesarne-ty 

Ir,orn-a-harvest-let-of-harvest 	iotsbr--frm-a-hernp•epneentrate-Or-hepop-etaneent4tes-a*who-uses 

thesam&forraula-and the-sarne”standard-Operatingdaroceetiresand-who-offers them for retail 

sa4ea label guarantee, shall maintain the following records or,gani2ed by hemp product or herho- 

infused product process lot number: •••• 
(a) Copies of records from harves,t lots as  outlined in Section 6.8 that are used to formulate 

theeach product; 

(b) The standard operating procedure for formulating theeach product; 

(c) A-certika 	 e4-by-Certificates of analyses from  certified labsmatory-tholt 

dernonstrates,laboratories demonstrating the canna binoid content of theeach product; and 

(d) A copy of theeach product's label, as required in Section 11. 

640,A Proccssorprocessor of hemp products or hemp infused products that effefoffers no label 

guarantee of aanv specific quantity of €84acannabinoids in the product shall be required to 

maintain records of formulation includingcertificates of analyses far the hemp concentrate., used 

in product formulation, but shall not be required to maintain records of a-gertifieateotanalysjs,prk 

the-facrn-u-lated-productr. 

	

4414:6.10. 	A-Processor-shall-keb014-reeords4equi red- under-thit-seetto#  Certificates Ptanalyse for 

a-minimum-of-three (3) Ye‘am-every arcietss lot of the finished product  

	

.*-F426.11. 	A Pfatessoffprocessor shall make these records available to the Agency for inspection 

upon its-request. 
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64-16.12. 	A-Prec-esser-shall-su brflit-ann y-to-the-Agency-a-repeFt-contaihing-the-infer motion 

requifed-4-this-sectienend-any--ether-infermatienWhen requested by-the-Ageney-under-T-itle 6.a nd 

in a format described by the A ency 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-publieprovided-that-pufsuant-te-6 
V.S.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 relesRules.  
7.2.A Grower-may-have-agrower  must test each  harvest lot tested  for potency levellevels 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 suhstances:  

(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 request -a 
ta-xonernic-determination-ef-cultivars 	 a land use other than farming as defined in the 

Required Agricultural Practices Rule, unless a recent soil test demonstrateslhat the heavy 

metals are within a-harvest-letthe  action limits for soils as authorized in the Cannabis Quality 

Control Program. 

	A-Growefnaayiaropese-testing parameters for pest-isidesrheavy-metalsrmyeetoxinsrand 
bacterial-and-fungalother  potential  contaminants that-ace-hased-en-o-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 for-compliance-with-required by  these fulesTpetencyrand 
eentafninantsRules 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 c-eftified-laberaterfy-shows 
thatdemonstrates as follows: 

fa)-4he-cultivars4hat-comprise4he-harvest-let-afeeit4ier4ype-1 
(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-of-tessend-the-tetal-thearetical--ING 

conc-entratien-is-Ithat  does not exceed  one percent or-less 	en-a-efry-weight-basish and 
(c) contaminant levels ar-e-below the  action limits eutlined-by-the-Agency-for pesticides-,-  and  

heavy metalsinlyCGteXinsrand-bac-terial-and-fungal-c-ontaminantS  established in the Cannabis 

Quality Control program. 

7.6. When a harvest lot does not satisfy the acceptable potency level the Gfewefgrower  must dispose 
of or destroy the hemp crop in accordance with Section 14. 

7.7—The-Agency:may-offer testing-services-te-a-Grower—The-Agehey-will charge-a-fee  for this-serviee, 

10 



Vermont Hemp Program Rules 3/10/2020 2:34 PM 

7.7. When a harvest lot does not satisfy the heavy metal andjor 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 

8.1.A Processorprocessor must ensure cetailthat all hemp products and hemp-infused products effeFed 
for-sale-a-re-eornalian-tcomply with these rulesRules. 

8.2.A Prodessor—may-propose-testing-parameteFs-forprocessor must have all process lots tested  
-according to Table 1 for potency, water activity, pesticides, heavy metals, mycotoxins, and bacterial 
and fungal contaminants tha-t-arc based-on  a ri.sk-analysisrthe-stage-of the-manufaettifing-preeess, 
and cielivery-method-finhalantringestionTer-abserption-)by sample type.  

Table 1, Testing Requirements 

Sample type potency moisture or mycotoxins, heavy pesticides Residual 
water bacterial and metals solvents 
activity fungal 

Plant material  

Trim flower Note 1 Each Each process lot Note 1 Note 1 N/A 
process lot 

Concentrates 

Liquids Each 

process 

Each process lot Each Each Note 3 

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 or 2 Note 2 N/A 
products (tinctures, 

water based) 

Solid-infused Note 4 Note 2 Note 1 or 2 Note 2 N/A 
products, edibles . 
tablets 

8,-2, 	Note 1: Testing completed for harvest lot is sufficient for appcoval-by--the-Ageneyshowing 

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 techniques are used.  

Note 4: Please apply Section 8.3 (a) for potency. 

1 
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8.3. *4‘ettiOProductbr hemp-infused 'Product  process lot complies with Agency 

standa-rdsthese Rules when  the following terms apply:  

a-cortificateof-analytis`frorn-the-a certified laberatarif-Sikowsl—  aboratory's certificate of 

an_plysis demonstrates that the 	duct Tiiic-ooncentratiooprodutt  meets the 

acceptable potency level or 

19-)(a)  the Processorisprocessor's formulation representsAemonstrates compliance with 

the acceptable potency leveli, and 

a-ceitificate,Qf -analysis-from-the 

{e)-(b) a  certified laboratery-shows-basetronlaboratory's certificate of analysis 

demonstrates compliance with Section 8.2 and evatuation-of-what,  contaminant tent4-afE4 

lappropriate-that contaminant levels are below action limits as-outlined-tity-thoSeeretary 

for pesticides, heavy metals, mycotoxins, and bacterial and fungal contaminants as 

established in the Cannabis Quality Control Program. 

8.4. When a hemp product or hemp-infused product does not s &f meet the acceptable 

potency or-eontaminant-leveislevel and-is-offered-for- retail-sale/or the re_guired action limits, 

the product-is-sobitatostqp-sele-and must be disposed of or destroyed in accordance with 

Section 14. 

en-5,-The 	AgetlgY:90:**tinglef*-0549,0Feeer e-ricY-441.4*.rge-e4e4l4sAiwice,  

	

Section 9 	teporting and Disposal, Destruction, or Mitigation Requirements 

9.1._If a harvest lot is-nat-compliant-withexceeds the acceptable potency level  or ,gestomfnacat 
levels: 

9.1.  With4n44-hours:of-the earn-plot-to n-of-testingefo-tarvest-tot-therequ i red action limits in the  

Cannabis Quality Control Program then the followingionditions apply:  

.(a) The certified laboratory shall send the certificate of analysis containing the result 

:to:and the testing  request form within 24 hours of completing the 	lot test to  

i. the Agency by certified mail or electronically to AG&HemaPv'eMient.49-v-an 

individual identified by the Agency, and 

ii. the Registrantregistrant who requested the testing. 

(b) WithinThe registrant, within 48 hours of recoiptofreceiving the certificate of analysis 

.gontaining-theresul4rom-the 	 cerfified7lalaoratery, the,-Registr-ant-wha-rethe-test-ing, 

shall notify4he-Age-ney-anel-provide the following information  to the Agency by certified 

or electronkai, mail otroiltottfteieralitito.AGR-Memoeveonoritgovan Agency-identified  

	

I. 	a copy of the certificate of analysis for the harvest lot; 

	

itt 	a mapcopy of the taeation-safmala used during the registration:procestdepictilig 

the harvest lot  cultivation area; and 

	

ilL 	the Registrant's proposed actionsactionplin for disposal, destruction, or 

mitigation. 

12 
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(c) Failure to notify the Agency within 48 hours df receipt:et a cergeateetanalysia44 
haFvest-let exceeding the-acceptable-potenciOevel-efofe-nanteg4ot-witn-a4axonornit 

,deternainationes,a4ypel0E-type4onnalais431antas required may result in enforcement 

under Vermont law. 

(d) A harvest lot exceeding the acceptable potency level or4Nalvest4e144th 64aXeritYiiii1C 

deterrnination-as-atype-4-or-type41-wrinabisialant-shal I not be processed into hemp 

concentrate or used to ereateformulate hemp products or hemp-infused products. 

Voing.wwiliConcentrate, products or infused products created from such a harvest 

lot may result in the disposal or destruction of those concentrates or products. 

9.2. All-rnethodsofThe 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 Regist-fanuOstrant is responsible for the full cost of disposal-ef, destruction, and/or 

itigati.54 

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  or that  

are type4.1,04.:IWN0.41iLfelr*--urgOsizoart.ValtisP90.1;40-elest-rutetianlalan-req0red-in-Seations# 
and 14. 

10.2. Registrants shall not formulaterhandterwilefemkor rctailsell a hemp product or hemp-

infused product that contairelta-9.-tetrahydfooartnab4nol-cont,st-tki,atl0:0-greatgr4444a,  
pe rcont-oo-a-dfy-weighttaasis-aeeept-as-previie#4n-Seetior 

10.3.10.2. 	A-Registrant-seRing-or-transpartinga-heroperofrheMP-produc-tror hern-pfuseci 
„product-out of-state-may-haveexceeds the hemp-ere`prodocter-ilerop-infase4,produci 
tanfinnehe-Secretary--ta•rneetttlaeclefinitienef hemp*nder4tateorfederal4awr-itifee4 
figF-C-onfirmati o 11-by4 ti Seer- et ant- m ust4ndludezaccgptable potency level.  

kal A-c-opy-of-the-dertificate-afanalysls-frorwacertified-laPoratory-for-a -identifi 
harvest lot nw,n4wror-for-a-her,twor*mp-inkisecl-produ00entifie44%kprodps4et 
ri-umberi-and,  

fih3Withln-30-dayt-of reeaft g-the-rettuM fOr-a-coArnled-oof-Wiareduet7  • 
gene-rate-a-604firrnation41iat-may-aewmany4he-skipawnt ofth:Oernsp-acia-Igf*. 

Preduetre.r4A-m4riftisedige..AitaT 

Section 11 	Requirements for Labeling of-Hemp 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 cannabinoid content  label 

guarantees. 
11.2. Registrants must label consumable hemp products and hemp-infused products in 

accordance with this section. 
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11.3. All label claims using the termsterm "whole plant," "isolate," "full spectrum," "broad 

spectrum," and/or "distillate" shall comply with the detaitionsapplicable„:definition 

contained in these rules. 

11.4. All labels 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*Aftetaftvitocessof of the hemp  

product  or hemp-infused product' 

(b) A statement that the product contains ingredients that are derived from "hemp.f 
A-Iist-of-a-1.1-ingFectientsri-n-eleSeending-ordevot-predarninanee4y-weigtitin-t*pkgdukti, 
when-thgredient-rapresents at toast-0:0S-%-of-the-eontent4o-thelaroetuct;.  

(e14(c)  An accurate statement of the quantity of the content in weight, measure, or 

numerical count; 

(e-}(d) The When offeriagigOrantet, the guaranteed amount of any*-riaapteif 

eannabinoidslisted cannabinoid contained in the product by serving size:  measured in 

milli rams milliliters or grams; 

ff)fe) 	A statement that thisthe product contains THC, if applicable; and 

(WO 	MarazIcturinval,at .ei-e.xpir-atieri--ciate:oand-A process lot number. 

8. Atalbelluarantees Fetar0i/18-PaericY.1001404rAte-and-Witill01-440,14efroming 
listed-on-the-label: 

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. 

Section 12 Vermont Hemp Products and Hemp-Infused Products  

12.1. The Secretary establishes and adopts the Vermont Hemp brand and  gratis,under its 

authority in 6 V.S.A. Chapter 21. 
0,2: -A ,beTnp-erop-grownrand-sampied-And-tested-in-Mbedance withApncy-sampliiigaixt-testin4 

protoests,and with-a-egikikate-of-analysisrfrom,pt-ertifietil,faiaoratery-shaWbayershtfPliewing 
grades 

0,) afff-6-AA-ig eratiOp04,1*pd,wit-11--a040410-Hal.. nee-Okaftftreater--than-._ 
percent; 

01)-Grade A i44410011 e 
	

tration-beeften4.44-poniat4ad 
12 percent; 
GfadeB4s4lie—tfOtro1913feduci.::::.:Etiot-efffeAtkaA1911tbetWAR„.00144140(112  
pereent-anr:140-peegenti 

).--Grade-C is-a-hol I a erap--ppodueed-with-a-ealitallielial-eonc-entitatio40* 	IfiegikknO 
pereentand-8- week-and 

00--Miernp-oPiliacoduced-wifkabieliiitkomeikalielf‘si4hd artikiefett 
WO-Mass, 

12.3.12.2. 	Vermont Hemp is a hemp crop, hemp product, or hemp-infused product that 

satisfies thejjn 	and is certified by.  the Azenev.:, 
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(a) Vbrmont Hemp  is Producedproduced  in Vermont as defined in Section 3 by 

Registrantsregistrants  of the Vermont  Hemp Program; 

4M-15-EK .0w.Raful-processect-ey-Registrants4at-to4he-satisfac41044-the2AiencOesumeirit 
praetites-and-conditiens-with the 	potehtial-to-r-educe-risks-for-contaminants::in-locationt 
inc-fueling-and oetihnited-tOtultvationwea.sranel-steragerdritin 	rotsWsing 
facilities;  

ib) 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 Heft  is tested  by a certified laboratory and proven  to be compliant 
with the acceptable  potency level  and contaminant action levelsrasaiapk:obie; 
and 

(d) CarefillaniVermont'ffempis  compliant  with the Vermont Hemp Program's 

labeling requirements in Section 4011. 
„ 

12.1.12:a. 	Ifite-togiStrant-rrust-AnV.  registrant that wiShes to use the Vermont Hemp brand 

must annually  apply for certification of-meeting-2a  the requirements-of-VermonttsLHernp-bragi 

annually-to-the-Agencyrusing AgencV-§Upplied forms provided-Wheand  must Meet al( 
Agency  requirements,  

Section 13 	Inspection, Research and Record Reviews  
13.1. The Agency shall conduct annual registrant  inspections4aegittrafaciyhich  may or may 

not be  at random-to- verify-that hempis-notptodukted-M-vialatigoof-statelantgederal-favv,  to  
.ensure compliance with these Rules.  

13.2. The Agency may inspect a Registrant'sregistrantft  premises, machinery, equipment-an& 

facilities, any crop during any growth phase-,  and/or  any hemp product or hemp-infused 

product during processing or storage. T-hisThe inspection may include the4akingOfcollecting 

samples, taking photographs and/or video, talking to registrants and/or witnesses, and/or 

inspecting records. The  inspection of-recordsrand-inspection-ofmay  also include inspecting, 
equipment and/or  vehicles used In4hefor growing, processing or transport-efiransporting 

hemp crops, hemp products-,  and/or  hemp-infused products,  and taking any other,  

.iteasonable 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 the  taking-of samples of such products. 

13.4. The Agency may use any hemp crop samples to conduct genetic testing andjor research  

the potential of taxonomic determinations of hemp cultivars or varieties grown.: 

Section 14 Enforcement  " 

NegJptvelaen 
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14.1. Violations.  

(a) If the Secretary determines that a person-sAo-has-orectueed-hernp-nas 

negligentlyregistrant  violated any provision of 6 V.S.A.  Chapter 34 or these Rules, the person 

must-cor-rect-their-negligent-violation(s),Secretary  may require corrective action, eevoke 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 negligent-violations that will, at minimum, require corrective action  are as 

follows:  

i. 	a-person-who-is-registered-with-theHemp-Rnagram-negligently-fallsfailure to provide a 

legal description of the land on-which4hey-prociuc-ewhere hemp  is produced; 

a 	person aroduces-hernpand-negtigently-fails-teabtaina-registration-frorn-the-Herap 
Program; 

	eperson-who-is-registeredfailure  to appropriately register  with the Hemp-Prograrn 

and-negligently-produces-Age n cV;  
iii. 	failure to produce  Cannabis sativa L. with-a-delta--94etrahydcocannab4nol 

concentnation-of groater than-0.,3-atit-no-greater-t-han-one-percen4that  complies with  

the required acceptable potency level. 
lv person-whe-is-registered-with-the-iderma-Progfarnanti-negitent4y-orod-uees-C-annabis 

sativa-L-rwith-a-deita-9-tetr-ahyd-roeannabinol-eonca-ntr-at-ion-of-niore-than-O:-3-pe-rcant-on 
a dry weight basis-and-a-total-theo-reti 
tnan-ene-percent-dcy-weight-basisror-a-type-lor-type-il-coltivarr 

 

ent ration greater 

 

(b)To  When instructed to  correct their-negligent-a violationK-a-pehso,n-yiho-has,negi-igentiy 

violated-Chapter-34-ar-these-Ru4esolost,  the registrant shall: 

i. propose a written corrective action plan  to the Agency within 10 days of receipt 

of aany  notice of violation a proposeti-corrective-adion-plan-thatineludes.  The plan 

shall also include  a proposed date offor completion  of the correction action plan; 

ii. obtain written Agency  approval from-the-Agency-for the corrective action plan 

once the plan is acceptable; 

iii. comply with the approved corrective action plan; and 

iv 	report twice annually-to the Secretary on-their-cornpliance-with-these-Rulesin  writing 

every six months  for the next two calendar years 

iv. A-centective-action-plan-for-a-persen-who-hafrregistered-with  explaining how  the Hemp 

Programregistrant is complying with Chapter 34  and ANigethese Rules. 

(o)—A  registrant that  negligently violates-these-Rales-lay-produeingproduces Cannabis sativa 

L. with a delta-9 tetrahydrocannabinol concentration gr ater  than-Oaut-no-greater 

than-one-penantana-dry-weight-basis-shail-inel-ude-a-Fequirement4hatthat  exceeds the 

Registrant 
enter into-an-agreement-with-a-dispens-ary-registe-red-undcr  18  V,-&-A,-ahootef-86-for-the 

separation-of-the-cletta-94etcohydrocannabinel-from-the-herrip-eroor-ret urn -of-the-hemp 
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•ERaplelitie-person-registerecl with4he-teefet 
tetrahydrocaneabinol-by.theelispensoFy; 

the-herrip-erwto-a-dispeesary-registered-unde-184:S:&Chgiter-86;-ef: 
	arrange4or-t-he-Seoretary-te-eest 	 etiorief-the-lleraper404 

0113(c)  A-persorpwho-is -registered-with-theHernp-Program-and-negligealy-pFoducet-Cannaliie 
sativa4: with-o  delta-9-tctrahydfoc-anea hinol-coecentraticoof more thae-aXpercent-olle 
Eiry-weight-hasisenti-o-totaltheoretical-tetrahydrocarmalainol-concentfation-gfeaterthan-ong, 
ifer,co4t4iy-weight basis, or a typt I or voe-14-coltivaracceptable potency level shall 

arrange for the Secretary to destroy or order the destruction of the hemp crop. 

(e)-A person who negligently violates these Rules shall-notase-resolt-of0at-violationts)-14, 
subject-to-any-eriminal-or-civi-l-enforceffie!it-actiowhy-the-feeereter-state-gavernment, 

(f)(d) Arpecson-whenegligently violates theseRules4three times in a give-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 penaltvx  

14.2. Other violations. 

If the Secretary determines that a peig:n*the-ha eTtittcl-heticikregtrahfiiitentionattS 

:willfully, and/or knowingly violated Chapter 34 or these Rules-with-a-oulpable-mental-stat:p 
treater-than-negligence, the Agency shall- hIlmediately-report-will take more 'significant 
enforcement action than if the registrant made a good faith effort to comply with the 

per-son464he-United-State5Attemay-Geoefal and the-Ver-eioet-Attorney 	 ' 
‘i.i.laetion-ullaacri-t,heAgfieultare-lowovemeet-Mkpf-20180101allp-6-3341aw and these 
Rules. 

   

Section 15 	EkemPtiotig  
15.1. Sections 6, 7, 8,9, and 11 of these Rules shando not apply when the hemp product: 

(a) is seed or seed oil for consumption and considered "Generally Recognized as Safe" by 

the US:United States Food and Drug Administration; or 

(b) is not intended for consumption and will be used for fiber, building material, or as 

animal bedding, and is not pa44hvIsubiect to the Secretary's order of destruction of 
4-hemperop-frorn4he-Secretaryr, 

lar stop sale order. 

Section 16 	Severability 

The provisions of this rule are severable. If any provision of this rule is invalid, or itenit 

.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, 

)pr application. 

Section46  Section 17 Effective DatesDate 
AP-except-the-following-sections 

W.-This. rule shall become effective on its date of adoption. 
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4. 	Section 11 andi 
Section424hall-beOme-etrective-on-MY-1, 	20* 
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Vermont Hemp Rules 

Section 1 Ofitithority and Purpose 

ar 

1.1 The 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) in late 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. As federal 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 applicable state and federal laws. 

Section 2 	Aplicabil  

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 

  

3.1. Acceptable potency level means a hemp crop that has a delta-9 tetrahydrocannabinol 

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. 

1 
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3.2. Agency  means the Vermont Agency of Agriculture, Food and Markets. 

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. r. annabinoid  means any of a group of closely related chemical compounds which include 
THC (tetrahydrocannabinol), THCA (tetrahydrocannabinolic acid), CBD (cannabidiol), CBDA 
(cannabidiolic acid), CBN (cannabinol), CBG (cannabigerol), CBC (cannabichromene), CBL 
(cannabicyclol), CBV (cannabivarin), THCV (tetrahydrocannabivarin), CBDV (cannabidiyarin), 
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 content refers to the test-verified levels of specific cannabinoids in a harvest 
or process lot, 

	

3.8. 	Certificate of analysis  means a certified laboratory's report describing its analytical testing 
and results, 

3.9. Ortified laboratonmeans a' laboratory certified by the Agency under 6 VS.& § 567. 

3.10. Consumable  means a hemp product or hemp-infused product intended for human 
consumption. 

3.11. consumption  means human ingestion, inhaling, or topically applying to skin or hair. 

3.12. Contaminant means a pesticide, solvent, heavy 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. eitItivar 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 facility or greenhouse used 
to produce or intended to be used to produce hemp. 

3.16. tielta-,9,tetrahydrocannabinol, 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. 
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3.18. Drying or storage area 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. 

3.19. NV weight means the weight of plant material with no greater than 13% moisture content. 

3.20. 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. 

3.21. Full spectrum means a hemp product or hemp-infused product that is: 

(a) derived from a hemp concentrate; 
(b) contains cannabinoids, aromatics, essential vitamins and minerals, fatty acids, protein, 

chlorophyll, flavonoids, and terpenes; and 
(c) has not been reformulated or has not had cannabinoid isolates or distillates added to it. 

3.22. Grow may be used interchangeably with the word "produce" or "cultivate" and means: 

(a) planting, cultivating, harvesting, or drying hemp, and/or 

(b) selling, storing or transporting hemp. 

3.23. Grower means a person who is registered with the Agency to produce hemp crops. 

3.24. Handle means to possess hemp crops for any period of time on premises owned, leased, 

operated, or controlled by a registrant. "Handle" also 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. 

3.25. Harvest lot means a grower's harvested hemp produced during a single growing season in a 
contiguous area containing the same cultivar or variety. 

3.26. Harvest lot number means a unique numerical identifier that begins with the last four digits 
of a grower'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. 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 tetrahydrocannabinol 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. 

3.28. 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 

cannabinoids. Hemp concentrate is not a hemp product or hemp-infused product as 

defined by these rules. 
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3.29. 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. 

3.30. 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. 

3.31. Thgredient 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. 

3.32. Isolate means a concentrate that is more than 95 percent comprised of a single 
cannabinoid compound created by a chemical process. 

3.33. Label Guarantee is the declared minimum or maximum amount of individual cannabinoid 
content in a hemp product or hemp-infused product. 

3.34. 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. 

3.35. Person means: 

(a) 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 

(b) 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. 

3.36. Personal use  means cultivating hemp on less than 0.5 acres for an individual's own use, 

when no hemp crop, hemp product, or hemp-infused product enters commerce from 
cultivation areas registered for this purpose. 

3.37. Process means a processor's storing, drying, trimming, handling, compounding, 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. 

3.38. Processor 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. 

3.39. 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 site means a single parcel of land and all infrastructure on that parcel used for 
the processing or intended processing of hemp. 

3.42. "Produced in Vermont" means hemp products or hemp-infused products that are derived 
from hemp crops exclusively grown and processed in Vermont, and the productLare 

formulated in Vermont in compliance with these Rules. 

3.43. ittgistra‘means a person registered with the Hemp Program. 

3.44. letrahydrocannabinolic add (THCA) is the precursor of delta-9 THC. 

3.45. Total theoretical tetrahydrocannabinol content (or total theoretical 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 
tetrahydrocannabinolic acid after it is multiplied by 0.877 on a dry weight basis and reported to 

two significant figures. The mathematical equation follows: 

Total theoretical THC = ([delta 9 THC] + HCA] 0.877)) 

3.46. 	hle Plant measat extract that 	and lipid soluble plant compounds., 

Section 4 Program Registration Requirements 

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 verify 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 
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Secretary's discretion after evaluating the applicant's conduct. 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 	jrciwirig, Transferring and Selling, Recordkeebirig, and Reporting ReOuirements.

Growers 

5.1.A grower is responsible for demonstrating compliance with the acceptable potency level for all 

hemp crops. 

5.2.A grower shall only 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. a copy 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 
shall include: 

' 	i. 	the date(s) of harvest and transfer; 

ii. the name and address of each processor and its registration number; and 
iii. an estimate 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 	Ptpcessing, Transferring and Selling, Recordkee Mg, and Reporting Requirements for. 
.< 

Processors 

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, propane, hexane and other hydrocarbons is prohibited. 

6.3.A processor shall not use synthetic can nabinoids 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 within 10 business 

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 hemp concentrate for the purpose of reformulation into 

hemp products or hemp-infused products to: 
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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: 
i. 	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; 
iii. Amount of hemp measured in pounds as received; 

iv. Copies of sampling and testing records as required by Vermont Pre-Harvest 

Sampling Protocols and these Rules; and 

v. Certificates of analyses from certified laboratories. 

(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; 
ii. 	The out-of-state grower registration number in the respective state; 

iii. 	Date the hemp crop was received; 

iv. 	Amount of hemp crop measured in pounds as received; and 
v. 	Certificates of analyses for hemp crop potency. 

(c) Certificates of analyses from certified laboratories organized by process lot 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 or hemp-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; 

(b) The standard operating procedure for formulating each product; 

(c) Certificates of analyses from certified laboratories demonstrating the cannabinoid 

content of each product; and 

(d) A copy of each product's label, as required in Section 11. 

	

6.10. 	A processor 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 1- cords 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 analyses for every 

process lot of the finishe&product. 

	

6.11. 	A processor 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, 

Si 
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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 eirovors 

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 
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 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 demonstrates as follows: 
(a) a delta-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 	Testing 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, rnycotoxins, and bacterial and fungal contaminants by sample type. 

Table 1, Testing Requirements 



heavy 
imetals 

Note 1 
	

Note 1 

pesticides 
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ISample type 

Plant' Material 
Trim flower  

potency 

Note 1 

moisture or 
water 
activity 

Each 
process lot 

mycotoxins, 
bacterial and 
fungal 

Each process lot 

Residual 
solvents 

N/A 

Concentrates 
Liquids Each 

process 
lot 

Each process lot Each 
process lot 

Each 
process 
lot 

Note 3 

Solids Each 
process 
lot 

Each process lot Each 

process lot 
Each 
process 
lot 

i. Note 3 

Infused products 
Liquid-infused 
products (tinctures, 
water based) 

Solid-infused 
products, edibles, 

[tablets 

Note 4 Note 2 Note 1 or 2 Note 2 N/A ' 

Note 4 Note 2 Note 1 or 2 Note 2 

:c 
Note 1: Testing completed for harvest lot is sufficient for showing compliance. 

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. 	A hemp product or hemp-infused product process lot complies with these Rules 
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. 	When a hemp product or hemp-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. 

	

Section 9 	;Reporting and Disposal, Destruction, or Mitigation Requirements 

10 
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9.1. 	If a harvest lot exceeds the acceptable potency level 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 electronically 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 individual): 

i. a copy of the certificate of analysis for the harvest lot; 

ii. a copy of the map used during the registration process depicting the 
harvest lot cultivation area; and 

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. 

a 

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 	Flemb4nfitsed.Productf 
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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 can nabinoid 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," !lull spectrum," "broad 
spectrum," and/or "distillate" shall comply with the applicable definition contained in 
these rules. 

	

11.4. 	All labels 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 weight, 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. 

Section 12 Vermont Hemp Products and Hemp-Infused Products 

	

12.1. 	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 following 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 
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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. 

Section 13 Inspection, Research and Record Reviews  

  

	

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 Enforcement  

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. 

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. 

	

Section 15 	Ekemptions 

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 avera bill 

The provisions of this rule are severable. If 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 
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This rule shall become effective on its date of adoption, 
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VERMONT GENERAL ASSEMBLY 

The Vermont Statutes Online 

Title 6 : Agriculture 

Chapter 034: 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 

containing 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.) 
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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; 

(ii) 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 
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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 shall not be disclosed for inspection and copying under 

the Public Records Act. (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.) 
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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 tetrahydrocannabinol 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.), § 5; 2019, No. 44, § 1, eff. May 30, 

2019.) 
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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 (CBN), 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. 
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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, or 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.) 
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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 (Adj. Sess.), § 3; 1989, No. 257 (Adj. Sess.), § 2; amended 2003, No. 42, § 2, eff. May 27, 

2003.) 
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OFFICE OF THE SECRETARY OF STATE 

VERMONT STATE ARCHIVES & RECORDS ADMINISTRATION 

(802) 828-2863 

TO 	
Burlington Free Press 

: 
Dave Heney (dhenev@freepressmedia.com) 	

Attn: Display Ads 
 

The Caledonian Record 	 Tel: 748-8121 FAX: 748-1613 
Julie Poutre (adv@caledonian-record.com) 

Times Argus / Rutland Herald 
	

Tel: 802-747-6121 ext 2238 
The Times Argus (classifiedsPtimesargus.com) 

	
FAX: 802-776-5600 

Rick Root (ricksoot@rutlandherald.com) 

The Valley News 
	 Tel: 800-874-2226 or 603-298-6082 

(advertising@vnews.com) 
	

FAX: 603-298-0212 

The Addison Independent 	 Tel: 388-4944 	FAX: 388-3100 
(legals@addisonindependent.com) 	 Attn: Display Advertising 

The Bennington Banner / Brattleboro Reformer 	 Tel: 254-2311 ext. 132 FAX: 447-2028 

Lylah Wright (lwright@reformer.com) 	 Attn: Lylah Wright 

The Chronicle 	 Tel: 525-3531 	FAX: 525-3200 
(ads@bartonchronicle.com) 

Herald of Randolph 	 Tel: 728-3232 	FAX: 728-9275 
(ads@ourherald.com) 	 Attn: Brandi Comette 

Newport Daily Express 	 Tel: 334-6568 	FAX: 334-6891 

(advertising@newportvermontdailvexpress.com) 	 Attn: Mann Gardyne 

News & Citizen (lisaPnewsandcitizen.com   

Irene Nuzzo Orene@newsandcitizen.com  and ads@stowereporter 
	Tel: 888-2212 	FAX: 888-2173 

.com removed from distribution list per Lisa Stearns. 
	 Attn: Lisa Stearns 

St. Albans Messenger 
	

Tel: 524-9771 ext. 117 	FAX: 

Ben Letourneau (ben.letourneau@samessengercom) 
	

527-1948 

Attn: Ben Letourneau 

The Islander 

(islander@vermontislander.com) 
Tel: 802-372-5600 FAX: 802-372-3025 

Vermont Lawyer 

(hunterpress.vermont@gmail.com) 
Attn: Will Hunter 

FROM: Louise Corliss, APA Clerk 	 Date of Fax: May 21, 2019 

RE: The "Proposed State Rules" ad copy to run on 	 May 30, 2019 

PAGES INCLUDING THIS COVER MEMO: 	 4 

*NOTE* 8-pt font in body. 12-pt font max. for headings - single space body. Please 

include dashed lines where they appear in ad copy. Otherwise minimize the use of white 

space. Exceptions require written approval. 

Tel: 863-3441 	FAX: 863-4702 

If you have questions, or if the printing schedule of your paper is disrupted by holiday etc. 

—} please contact Louise Corliss at 802-828-2863, or E-Mail louise.corliss@vermont.gov, Thanks. 



PROPOSED STATE RULES 

r 	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, 

CD 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@vermontgov  URL: 

https://publicservice.vermontgov. 

FOR COPIES: Allison Wannop, Department of Public Service, 112 State Street Montpelier, VT 05620 Tel: 

802-828-5543 Email: allison.wannop@vermontgov.  

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. 



FOR COPIES: Allison Wannop, Department of Public Service, 112 State Street Montpelier, VT 05620 Tel: 

802-828-5543 Email: allison.wannon@vermont.gov.  

rTh 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 I wetland. The proposed Class I 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.lapierrePvermont.gov  URL: https://dec.vermont.gov/watershedilaws#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.vermontgoviwaste-managmentisolid. 

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.kellyPvermont.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 

) 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.giguere@vermontgov  URL: https://agriculture.vermont.gov/public-health-agriculture-resource-
management-divisionihemp-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@vermontgov  
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