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SRI MISSION:  
FDA–approved 

Randomized Controlled 
Trials evaluating 

safety/efficacy of smoked 
& vaporized Cannabis 

FLOWER



FDA Phase 2, outpatient TRIPLE BLIND randomized, placebo-
controlled, triple-blind, crossover study on safety & efficacy 
of 4 different THC:CBD ratios of NIDA cannabis flower

1st randomized controlled trial (RCT) to test therapeutic 
potential of smoked cannabis as TREATMENT for PTSD.



OVERLY COMPLICATED REGULATORY PATHWAY

Revisions

RAPC FDA

NIDA

Revised Approved 
Proposals

DEA HQ

DEA Local

Inspection

Approval
Order Product

Begin Studies

IRB ApprovalSRI 
Review

State of 
Arizona 
Review Revisions Revisions

FDA

Review

DEA 
Review

.

IND

In the United States, since 
1968 cannabis for research 
purposes is available only 
through the NIDA Drug 
Supply Program grown at 
University of Mississippi
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• In 2016, DEA adopted new policy that increases 
number of entities that may be registered under 
Controlled Substances Act (CSA) to grow/manufacture 
marijuana to supply legitimate researchers in US

https://www.gpo.gov/fdsys/pkg/FR-2016-08-12/pdf/2016-17955.pdf



Although DEA reportedly received nearly 30 applications 
from potential cultivators wanting to                              
grow for US clinical trials,                                   higher-level 
the agency has not processed any of                                  
these applications

• Members of Congress have repeatedly urged DEA to 
process applications or explain the delay, with no 
response to multiple letters

https://www.forbes.com/sites/tomangell/2017/11/07/dea-wants-feds-to-grow-almost-1000-pounds-of-marijuana-next-year/2/#34ecc21a44ae





FDA REQUIRES PHASE 3 STUDIES BE DONE WITH EXACT SAME 
DRUG THAT SPONSOR IS SEEKING TO MARKET LATER

NIDA authorized to provide marijuana for 
research but not for sale by prescription as 

FDA-approved medicine



FDA PARADIGMS NEED TO EVOLVE WHEN 
EVALUATING BOTANICAL MEDICINE

• Allow for rapid patient self-titration instead of 
only traditional FIXED DOSING model (which 
allows for small variations in the potency of 
natural flower)

• Enables patients to discover therapeutic dose at 
lower amount and avoid AE’s that arise from 
forcing patients to take more than they really 
need.



FDA PARADIGMS NEED TO EVOLVE WHEN 
EVALUATING BOTANICAL MEDICINE

Adjust definition of GMP to ensure flower is 
•ONLY FLOWERING TOPS OF PLANT 
•FREE from pesticides, heavy metals, 

microbials/mycotoxins but NOT so 
overprocessed that it no longer resembles 
flower from “real world” (in excessive effort 
to standardize for controlled trials)



ADDITIONAL MANUFACTURERS ARE ESSENTIAL FOR 
CBD/OTHER CANNABIS RESEARCH TO ADVANCE INTO 

PHASE 3 TRIALS

•Cannot put CBD rich Flower/DRY BUD thru 
entire FDA drug development process since 
there is NO federally legal supply of CBD rich 
flower in US that can be SOLD AS 
PRESCRIPTION MEDICINE



NEXT CLINICAL TRIAL @ SRI:
INHALED CANNABIS FLOWER VERSUS FENTANYL BUCCAL TABLETS 

FOR MANAGEMENT OF BREAKTHROUGH PAIN IN CANCER 
PATIENTS:

AN OPEN-LABEL, CROSSOVER, COMPARISON STUDY FOLLOWED 
BY A RANDOMIZED, DOUBLE-BLIND, PLACEBO-CONTROLLED 

PILOT TRIAL

•
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THANK YOU!
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