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Introduction



• Office of Research & 
Development and Cannabis 
Research

• Mechanisms of Support
• Design Considerations
• Procedures
• Q&A
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Overview of Webinar



Veterans and Cannabis
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1. YES, it’s allowed!  Under the 
Controlled Substance Act, research 
with cannabis is permissible with 
regulatory approvals 

2. Currently funded by VA Office of 
ORD:
– Clinicaltrials.gov Registration# 

NCT03518801  

ORD & Cannabinoid Research
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1. VA CSR&D Merit 
2. VA PTSD 

Psychopharmacology 
Initiative

Mechanisms of Support
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1. Aims
– Determine how Veterans currently use cannabis

• Does it help or hurt? 
– Develop cannabinoid-based pharmacotherapy

2. Study Drug
– Whole plant cannabis versus single molecule formulation
– Plant-derived versus synthetic

3. Formulation
– Method of administration

• Oral, sublingual, smoked/vaporized, topical

Design Considerations
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• Design: Prospective, randomized controlled 
investigation testing CBD as adjunctive 
pharmacotherapy

• Methods:
– N = 136 military veterans
– 16 weeks drug or placebo

• dose: 600mg CBD daily, oral
• 12 sessions PE therapy

An Example: CBD-PE Study
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1. NIDA Drug Supply
2. Traditional Drug 

Development Process
3. FDA-approved Medications

Drug Sourcing

Sources of Drug
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NIDA Drug Supply Program Director, Dr Rik Kline at rkline@nida.nih.gov

NIDA Drug Supply Program

10
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Traditional Drug Development Process
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• Must have sufficient data in Drug Master File 
(DMF) for FDA to approve Investigational New 
Drug (IND) 
– In-vivo
– Preclinical
– Safety & Dosing

• Company/Manufacturer must have DEA 
Schedule-1 license to manufacture and 
transport

Traditional Drug Development Process
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• Epidiolex – botanically derived CBD extract
• Marinol & syndros (dronabinol)– synthetic 

functional analogue of THC
• Cesamet (nabilone) – synthetic functional 

analogue ofTHC

FDA Approved Cannabinoids
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Other Options? 
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Process of Approval ~ 6-12 mo.

Notice of Funding

State DOJ/DEA NIDA or other source

FDAIND

DEA HQDEA Local

Site Inspection

DEA HQ Approves Begin Study

Provides DMF

Local IRB

1 2 3

4

5
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DOJ Approval by State
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DEA Schedule-1 Registration
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Questions?
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Please email questions to:  
VHABLRD-CSRD@va.gov
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Contact for Research Questions from this Webinar

mailto:VHABLRD-CSRD@va.gov


• DMF List & Search: 
https://www.pharmacompass.com/us-drug-master-files-dmfs

https://www.fda.gov/drugs/developmentapprovalprocess/formssubmissionre
quirements/drugmasterfilesdmfs/default.htm

• NIDA Drug Supply Program: 
https://www.drugabuse.gov/researchers/research-resources/nida-
drug-supply-program

• FDA IND Application Information: 
https://www.fda.gov/drugs/developmentapprovalprocess/howdrugsaredevelo
pedandapproved/approvalapplications/investigationalnewdrugindapplication/
default.htm

• DEA Schedule 1 Registration: 
https://www.deadiversion.usdoj.gov/drugreg/reg_apps/225/225_instruct.htm

Additional Resources
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• Support for Dr. Loflin’s CDA-2 trial provided by:
– VA ORD Clinical Science Research & Development (CSR&D)
– Center of Excellence for Stress & Mental Health (CESAMH)
– National Center for PTSD (NCPTSD) Executive Division
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