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12/3/2021



Regulatory frame work
• 1961 - international Single Convention on Narcotic Drugs - cannabis is designated a Schedule I substance, 

and participating countries are required to restrict production, manufacture, possession and distribution 
of marijuana except for medical and scientific purposes. 

• The Drug Enforcement Administration (DEA) regulates the cultivation of marijuana for research 
purposes. Since 1961, the DEA had only issued a single registration for the cultivation of marijuana 
for research, to the University of Mississippi, which is funded through a contract with the National 
Institute in Drug Abuse (NIDA). For many years, academic researchers voiced concerns about being 
limited to a single source for research marijuana. 

• 2016 - DEA solicited proposals for additional suppliers. More than 20 applications were submitted within 
the first year, more followed. 

• March 2020 - the DEA posted a proposed rule in the Federal Register to facilitate registration of 
additional growers (85 FR 16292; Controls To Enhance the Cultivation of Marihuana for Research in the 
United States).

• December 18, 2020 - Final rule was published and became effective January 19, 2021. 
• May 2021 - DEA starts approving additional suppliers for research marijuana (3 at this time). 



Source: https://www.dea.gov/stories/2021/2021-05/2021-05-14/dea-continues-prioritize-efforts-expand-access-
marijuana-research

https://www.dea.gov/stories/2021/2021-05/2021-05-14/dea-continues-prioritize-efforts-expand-access-marijuana-research


DEA's Diversion Control website

Source : https://www.deadiversion.usdoj.gov/drugreg/nor/manufacturers/index.htm

https://www.deadiversion.usdoj.gov/drugreg/nor/manufacturers/index.html




Source: https://www.deadiversion.usdoj.gov/drugreg/marihuana.htm

https://www.deadiversion.usdoj.gov/drugreg/marihuana.htm


• Which products can be obtained from them?

• Products they purchase from another supplier? 

• Imported products?

• Hemp-derived products?

• Matching placebos for final active formulations?

• Any final formulation?

• Process for requesting products?

• Order product directly through supplier? DEA? Depends?

• Cost of product(s)?

• How is DEA involved, beyond approving the DEA CS-1 RESEARCH license application?

• At what point is the DEA-CS 1 license required?

• Placing an order?

• Prior to shipment?

• What limitations do researcher be aware of?

Questions about additional suppliers



What to expect from FDA ?



A Randomized Double-Blind Placebo Controlled Crossover 
Study of Tolerability and Efficacy of CBD on Tremor in 

Parkinson Disease



CBD FROM The National Institute of 
Drug Abuse (NIDA)



CBD GOO









Clinical Hold Deficiencies/Recommendations 
to a recently submitted Research IND with 
NIDA’s whole plant extract



Form FDA 1571



Clinical Hold Deficiencies







Non-Hold Recommendations







Contact Info
❑ Heike Newman, MS, EMBA, CCRP

Senior Regulatory Manager
Heike.Newman@cuanschutz.edu
303.724.9129

❑ Jacquelyn Bainbridge, BSPharm, PharmD, FCCP, MSCS, 
FAES, Professor, Skaggs School of Pharmacy and 
Pharmaceutical Sciences, and Department of Neurology, 
Anschutz Medical Campus. 
Jacci.Bainbridge@cuanschutz.edu 
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THANK YOU



Questions



Cannabis for Academic Research

Why is cannabis research different 
from conventional pharma research 

using experimental products?



Jargon – Let’s get this out of the way

• What we are talking about: 

Academic research with unapproved products, not new research on marketed 
drugs.

• What the products are called by Regulators / Industry:

Investigational Product or Test Article

– Drug Substance:

• Starting materials

• API – active pharmaceutical product

– Drug Product

• Formulation development

• Excipients



Conventional Drug Development

N D A
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Candidate Screening

Controlled Data:

• Formulation, 

• In vitro 

characteristics,

• Drug-drug 

interactions,

• In vivo 
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• Safety profile,

• Efficacy profile

Therapeutic gap

Unmet medical need

Test article evaluation

Manufacturing

Human
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10 -15 yrs



FDA Guidance

https://www.fda.gov/media/140319/download
https://www.fda.gov/media/153183/download

SAFETY

QUALITY

https://www.fda.gov/media/153183/download


“Medical Grade Cannabis” - Definitions Matter

21 CFR Part 111

21 CFR Part 211

EudraLex The Rules Governing Medicinal Products in the 

European Union Volume 4 EU Guidelines for Good 

Manufacturing Practice for Medicinal Products for Human 

and Veterinary Use (“EU-GMP”). EU-GMP of Annex 7 –

Manufacture of Herbal Medicinal Products.



Enhanced Research – Pharma / Academia

Unmet medical need

Therapeutic gap

Explore new potential applications

Controlled Data:

• Drug Quality,

• Formulation development, 

• In vitro characteristics, 

• Drug-drug interactions,

• In vivo characteristics,

• Safety profile,

• Efficacy profile

Test article evaluation

Manufacturing

What Phase is this?  

Who cares?

Formulation 

development

Potential new indication

Academic Research



21 CFR Part 111 vs. Part 211

Raw Materials

[111.75(a)(2)] There is no requirement for the dietary supplement 

manufacturer to confirm the identity of non-dietary ingredients used in the 

finished dietary supplement product if the supplier has been previously 

qualified by the manufacturer.

vs.

[211.84(d)(1)] There is a requirement that at least one test shall be 

conducted to verify the identity of each component of a drug product. 

Specific identity tests, if they exist, shall be used.



21 CFR Part 211 – Phase I vs Phase III

Academic trials are routinely “One off” and 

not part of a drug development plan 

targeted at an NDA




