
SponsorSponsor--Investigator Investigator pp gg
ResearchResearch

and Investigational New Drugsand Investigational New Drugs

Karen Corday
R h C li OffiResearch Compliance Office

December 2009



DefinitionsDefinitions

Sponsor-Investigator:Sponsor Investigator:


 Holds the IND (Investigational New Drug)
 Initiates and conducts an investigationInitiates and conducts an investigation
 Directs administration and dispensing of the drug
 Assumes all sponsor responsibilities

SIR:
 Sponsor-Investigator Research
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ReferencesReferences
eProtocol Section 6

• Investigational Drugs• Investigational Drugs

FDA IND Regulations: 
• 21 CFR 312
• “Investigational New Drug Application”

GUI-3m
• “Sponsor-Investigator Research Requirements”

(When a STANFORD investigator holds an IND)

GUI 36mGUI-36m
• “Compassionate” and “Humanitarian” Use [FDA]

• Treatment IND
• Single-Patient Treatment INDSingle Patient Treatment IND
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Investigational Drug Documentation Investigational Drug Documentation 
eProtocol Section 6 

 Drug Name Drug Name

 Manufacturer

 IND number

 Dosage

 Administration route

 Holder of the IND

Pharmacy Dispensing or 
Security and ControlledSecurity and Controlled 
Access Plan
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InvestigationalInvestigational DrugDrug DocumentationDocumentation
Required Attachments

FDA IND k l d t l tt l tt f bj ti

gg gg

• FDA IND acknowledgement letter or letter of no objection
• Clinical Protocol
• Investigator’s Brochure or Product Information g
• ALL correspondence with FDA on IND

• e.g., Clinical holds and annual reports
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RegulationsRegulationsRegulationsRegulations
21 CFR 312.33– FDA Annual Reports

“A sponsor shall, within 60 days of the 
anniversary date that the IND went into effect, 

submit a brief report of the progress of the 
investigation that includes…”

Research Compliance Office 6



RegulationsRegulations

FDA Annual Reports
Should include, for example:

 Individual study informationIndividual study information
- title, purpose, population, status

 Summary information, such as:y
- narrative summary showing SAE’s
- all safety reports

d th /- deaths/causes
- subjects who dropped out/why

 Investigational Plan Investigational Plan
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Annual ReportAnnual Report -- ExamplesExamplesAnnual Report Annual Report ExamplesExamples
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Annual ReportAnnual Report -- ExamplesExamplesAnnual Report Annual Report ExamplesExamples

= 24

= 25

= 25
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IRB Review ProcessIRB Review Process

Completion of Section 6 in eProtocol
Verification of investigator’s completion of SIR training
Verification of required attachments 

CQICQI ReviewReview ProcessProcess
R i 5 bj t t fReview 5 subject consent forms
Documentation Compliance Review
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IRB Staff ResourcesIRB Staff Resources
Resources:

• GUI-3m and GUI-36m
• eProtocol – Section 6
• FDA 21 CFR 312/Annual Report Requirements

Sponsor/Investigator:
• Provides IRB with FDA correspondence, protocol 

difi ti d h i i kmodifications, and changes in risk

Spectrum (Office of Compliance, Training and Operations)

CCTO (Cancer Clinical Trials Office)

CQI (Continuous Quality Improvement): 
• Contact us with any questions or concerns
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