
The New Scooby Snacks? 
Animal and Veterinary Products 

Containing CBD and Cannabinoids

Bill Bookout, President – NASC

Todd Harrison, Partner – Venable, LLP

VENABLE LLP



© 2022

Primary Topics for Today

• Very Briefly: What NASC Does and Why do we Exist

• The Animal “Supplement” Industry …

• Regulatory Differences vs. Human Products

• Available Pathways:
➢ Food / Feed
➢ Dosage Form Animal Health Product

• Actions to Address FDA Concerns for Cannabis / CBD

• Parallels with NAC for Enforcement Discretion
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National Animal Supplement Council

• Founded in 2002, 501-c-6 Non-Profit Trade Association

• Represent 290 Brands (≈75% of the industry by $ spent)

➢ Products similar to Human DS Products marketed for Dogs, Cats 
and Horses (non-human food chain animals)

➢ Drop in Compliance Pathway: 
❖ Labeling, Claims, cGMPs, AERs, CE, Independent Quality Audit, Random Product Testing

❖ Developed and Implemented with Input from Regulators (FDA, States) 

• Supply Chain Vigilance / Qualification
➢ RM Suppliers, CMOs, Testing Labs, Other Services 

• Tip of the Cannabis Spear since 2015
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The Animal “Supplement” Industry …

• Is a “fast follow” industry

• Growing market, 20% during Covid:

➢ ≈ $1.7B consumer spending, Dogs, Cats

➢ ≈ $800M Equine
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Regulatory Differences vs. Human Products

• In the US, DSHEA Does NOT Apply to Animals                               
(Federal Register Notice, 4/22/96) -
https://www.govinfo.gov/content/pkg/FR-1996-04-22/pdf/96-9780.pdf

➢ Legally we have 2 choices for Animal Products: Food / Feed or Drugs 
❖ Enforcement Discretion by FDA/CVM:  The agency has exercised enforcement 

discretion with no safety concern, responsible conduct by marketers

• Who Regulates These Products?
➢ Food & Drug Administration, Center for Veterinary Medicine (FDA-CVM)

➢ State Regulatory Agencies (Animal Food or Animal Remedies)

❖ Department of Agriculture

❖ Other State Regulatory Agency: i.e. State Chemists Office

➢ We do – NASC, self regulation does NOT mean unregulated

https://www.govinfo.gov/content/pkg/FR-1996-04-22/pdf/96-9780.pdf
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Who Regulates Hemp and CBD?

• Various state-level agencies

➢ State Attorneys General

➢ State Departments of 

Agriculture

➢ State Departments of Health

➢ State Boards of Pharmacy

• State-to-state differences on 

regulations, licensure processes, 

testing requirements, etc.
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What Makes Hemp and CBD Important?

• Three competing forces

➢ Increasing consumer interest in 
CBD products and CBD-related 
therapies

➢ Wide-ranging and lucrative 
industry for CBD and CBD-
containing products (e.g., 
cosmetics, edibles, etc.)

➢ Continuing legal uncertainties at 
the state and federal levels about 
using CBD in consumer products
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Hemp & CBD Animal Products
• FDA is aware that separate from human 

products, there is a growing market for 
CBD-containing products marketed for 
pets and other animals

• Currently, FDA has not approved CBD 
for any use in animals

➢ The agency notes that its concerns 
regarding CBD products with 
unproved medical claims and 
unknown quality/composition for 
human products apply equally to 
animal products

• Regulated based on its intended use as 
established by labeling claims
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Food Pathway: Hemp & CBD in Animal Feed

• Pathways to Approve Hemp for Use in Animal Feed?

➢ Approved food additive

➢ GRAS

➢ AAFCO-defined

➢ Common or usual

• What about CBD?

• If Hemp and CBD are not approved, why are there so 

many products available?
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DFAHP Pathway (NASC): 

Hemp & Derivatives including CBD

• Dosage Form Animal Health Product (DFAHP)

• Non-Nutritional Structure Function Benefit

• Cannot be in a Food Delivery form or for Nutritional Benefit

➢ E.g., Biscuit, treat, snack, cookie, jerky, peanut butter

• Full Spectrum / Broad Spectrum allowed

• Must meeting testing requirements

• What about CBD?

➢ No synthetics

➢ CBD is okay with testing verification
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FDA Request for Information

1. The risk of liver injury from CBD 
(SAFETY)

2. Toxicities of some of the active 
metabolites of CBD

3. Impact of CBD on the male 
reproductive system

4. Effect of CBD co-administration

5. Impact on neurological 
development

6. Sedative effects of CBD

7. Transdermal penetration and 
pharmacokinetics of CBD

8. Effect of CBD on pets and food-
producing animals

1. Clinical studies (including real-world 

data/evidence) to address safety questions 

related to long-term sustained or cumulative 

exposure to CBD, including in vulnerable 

populations such as children, the elderly, and 

women who are pregnant or breastfeeding

2. Long-term (chronic) repeated dose toxicity 

studies in appropriate animal models, evaluating 

the most relevant toxicological end points

3. Clinical studies on the effect of different routes 

of CBD administration on its safety profile

4. Studies to characterize the potential for 

bioaccumulation of CBD over long-term 

exposure

5. Effect of CBD on the eye
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• Bill Bookout Testimony to FDA on May 31, 2019
➢ 2-3 years is simply not acceptable, nor a realistic time frame given the 

rapidly increasing consumer demand

• NASC will define the pathway its member will follow until FDA released 
further guidance, including:
➢ cGMPs (current Good Manufacturing Practices)

➢ Ingredient Testing and Verification
✓ THC below 0.3% - Raw Materials and Finished Products

✓ CBD if stated is verified

✓ Microbial Contamination

✓ Heavy Metals

✓ Pesticides

➢ Claims Review – Limited to Structure / Function

➢ Adverse Event Reporting System and Continuous Vigilance

Actions to Address FDA Concerns
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• What is FDA’s greatest Concern for any product?
➢ Target Product Safety

• NASC Board of Directors authorized safety study for CBD in Dogs –
SAFETY ONLY

➢ 90-day study, began May 2022

➢ 32 Dogs: 4 groups
✓ CBD

✓ CBD/CBA

✓ CBD/CBG

✓ Control Group

• Goal is NOT to identify a toxic level, rather to identify a safe level        
(e.g. – we will not euthanize animals demonstrating a substance is safe)

Actions to Address FDA Concerns
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Enforcement Discretion

• Absent Safety Concerns: Regulators Can Exercise 
Enforcement Discretion –

❖ Approval not economically viable

❖ Consumers / Stakeholders negatively impacted

➢ Animal Drugs Used Off-Label Animal Medical Devices 

➢ NAC - https://www.fda.gov/food/cfsan-constituent-updates/fda-releases-draft-guidance-

enforcement-discretion-certain-nac-products

➢ Products Similar to Human DS Products – we have worked 
with the agency and state regulators cooperatively and 
transparently for over 20 years

https://www.fda.gov/food/cfsan-constituent-updates/fda-releases-draft-guidance-enforcement-discretion-certain-nac-products
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Summary
• We believe FDA/CVM has the ability to exercise Enforcement 

Discretion for CBD products

• Our objective to provide the data and standards that give the 

agency the confidence and willingness to do so for these 

products

• Removing Products from the Marketplace is not the answer

➢ Would create a black market industry

➢ May cause harm to animals as consumers may make poor choices

➢ Would drive individual state legislation – potentially 50 different sets of statutory 

requirements, which would not be practical for a Multi-Billion $ National Industry
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Thank You

Questions 

& 

Further Discussion following Dr. Rob Silver

© 2022 Venable LLP. And The National Animal Supplement Council

This document is published by the law firm Venable LLP. It is not intended to provide 

legal advice or opinion. Such advice may only be given when related to specific fact

situations that Venable has accepted an engagement as counsel to address. VENABLE LLP
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Today’s Agenda

1. Cannabis and its Use in Pets

Use of CBD or Cannabis by veterinarians
• American Veterinary Medical Association (AVMA)

• State Veterinary Medical Associations

• State Veterinary Medical Boards

Unguided use of cannabinoids by pet owners for their own pets
• Harm reduction with the help of veterinarians and their client education

2. Safety Studies
• Product Quality Control and Safety
• Dogs

• Cats
• Horses

3. Conclusion(s)
• Supporting the Safe and Effective Use in our Veterinary Species



Rob Silver
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https://link.springer.com/book/
10.1007%2F978-3-030-68317-7

https://link.springer.com/book/10.1007%2F978-3-030-68317-7
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WE CAN’T RETURN 
THE GENIE BACK 

INTO THE 
BOTTLE!!!!











State Veterinary Medical 
Associations
• Provide state level guidance to 

vets
• Business/Rabies licenses
• Local disease guidance

• Heartworm
• Zoonoses

State Veterinary Medical Boards
• Consumer oriented; grant and 

remove professional licensure
• Bring action against the licenses 

of veterinarians based on 
consumer complaints





SAFETY of PRODUCT 
QUALITY

SAFETY of USE of CANNABINOIDS

The Measurement of Safety 
Allows Us to Manage Risk



CBD Content compared to Label Claims

• Survey of CBD-containing products 
for humans conducted by the 
National Center for Natural 
Products Research (U Miss) 
compared CBD & THC (and 
synthetic cannabinoids) analyzed 
content per label claim

• 25 products purchased from retail 
vendors in Mississippi and analyzed 
by the Mississippi DEA for CBD&THC

• RESULTS: 2 out of 25 products met 
label claim within 10%

• 4 products had excessive amounts 
of THC above hemp levels (<0.3%)

• 4 products contained synthetic 
cannabinoids
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29 Hemp Products for Dogs were Analyzed

All products were tested for
• CBD, THC, CBG, CBC, CBDA, CBDV, CBN, 

THCA, CBGA, major terpenes & Heavy Metals

Results:
• All products complied with <0.3% THC

• 75% of companies supplied a COA based on 
lot numbers

• “…presence of heavy metals or residual 
solvents does not disqualify a product as 
safe, but should comply with USP standards 
for orally consumed products”

• 10/29 products were within 90-110% of label 
claims for cannabinoids

• 4/29 products contaminated with heavy 
metals primarily arsenic and lead

• ISO/IEC 17025 standards for the analytical 
laboratory are recommended and are a 
requirement for labs providing testing 
services in multiple states.



Safety Studies
for CBD (& THC*) in 3 Veterinary Species

Canopy Animal Health Safety Studies for Health Canada
• Dogs

• *Vaughn, 2020: Preliminary Investigation of the Safety. Of Escalating Cannabinoid Doses in Healthy Dogs: 
Front. Vet. Sci.; vol. 7(51) 

• Vaughn, 2021: Randomized Placebo controlled 28 day safety and pharmacokinetics evaluation of repeated 
oral cannabidiol administration in healthy dogs; AJVR; Vol.82(5): 405-416

• Cats
• *Kulpa, 2021: Safety and Tolerability of escalating cannabinoid doses in healthy cats; J. Feline Med. Surg. 

Doi:10.1177/1098612X211004215.

Horse Studies that included safety evaluation:
• Ryan, 2021: Pharmacokinetics and effects on arachidonic acid metabolism of low doses of 

cannabidiol following oral administration to horses. Drug Test Anal. 1-13; doi:10.1002/dta.3028.
• Yocom, 2022: Pharmacokinetics, Safety, and Synovial fluid Concentrations of Single and Multiple-

Dose Oral administration of 1 and 3 mg/kg Cannabidiol in Horses. J. Equine Sci. 113:103933.

• SUMMARY for Canopy Dog and Cat Safety Study
• CBD alone had the lowest number of adverse events—lower than the carrier oils for the tinctures!
• THC and CBD+THC had the highest number of adverse events



ADVERSE EVENTS RECORDED FOR EACH 
TINCTURE: CBD/THC/CBD&THC/SF/MCT



NASC Adverse Event Reporting Database

• Records AE for hundreds of nutraceuticals and supplement 
ingredients

• Calculates approximate number of doses administered for a given 
nutraceutical

• Reports percentage of AE per ingredient by species and year as 
well as providing an aggregate value

• Information is proprietary but FDA-CVM has access to this website

36
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Pet Poison Helpline 
Retrospective Study:  Cannabis Call Data

24/7 Animal Poison Control Center

• Ahna Brutlag DVM, MS, DABT, DABVT (Toxicology)
• Director of Veterinary Services Animal Poison Control Center & Senior 

Veterinary Toxicologist
• 24/7 hotline
• www.petpoisonhelpline.com
• 800.213.6680

• Adjunct assistant professor
• Department of Veterinary Biomedical Sciences
• College of Veterinary Medicine
• University of Minnesota

• Complied data from:  5 years of calls to PPHL (up 450%!!!)
• Presented safety data to FDA in discovery session in 2019

http://www.petpoisonhelpline.com/


Summary of PPHL Retrospective Study

• Acute Exposure to CBD measured in these calls

• 49% of patients were symptomatic
• Found that CBD alone has good safety profile

• AEs generally are minimal

• These AEs mainly are from poorly analyzed products with 
excessive amounts of THC or synthetic cannabinoids

• Category with highest % AEs = vaping liquid 100%

• Category with lowest % AEs = pet products (29%)
• Species differences in AEs (E.g.: UI in dogs, not cats)

• NO DEATHS !!!!!



What Needs to be Done
(my wish list)

• Veterinarians should be part of the conversation with pet owners 
about reducing harm with the safe use of CBD and Cannabis.

• State legislation including veterinarians as medical prescribers of 
THC-dominant cannabis (“marijuana”)

• State legislation allowing veterinarians to discuss, recommend 
and/or dispense CBD-dominant cannabis (“hemp”)

• Improved guidance for the safe use of CBD products in pets 
and by veterinarians

• CBD and Cannabis product standards need to be established

• Federal legislation legalizing Cannabis that includes 
veterinarians same as human physicians in the legal language


