
Is your activity a systematic 
investigation designed to develop or 

contribute to generalizable 
knowledge? 

Does your activity involve obtaining 
data from or about living individuals 
through interaction(s) with them, or 

through an intervention? 

Activity is not research, 
so 45 CFR part 46 does 

not apply. 

Will any study team member, 
including the faculty advisor, 

receive, possess, or have access 
to any private, identifiable 

information? 

The activity IS research 
involving human subjects. 

The activity is not 
research involving human 

subjects, so 45 CFR 46 
does not apply. 

Is your research a clinical trial? 

Your study requires 
full board review. 

Is your research eligible 
for Exemption under 

45 CFR 46.104(d)? 

Clinical Trials 
FAQs 

Your research is 
Exempt. It does NOT 

require Full Board 
Review. 

NO 
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YES 

NO 

NO 

NO 

YES 

NO 

iRis 
login 

Is your research eligible 
for Expedited review 
authorized by 45 CFR 

46.110 and 21 CFR 56.110? 

YES 

NO 

Your research can be reviewed 
under Expedited review 

procedures. It does NOT require 
Full Board Review. 

YES 

YES 

Does my study require Full Board Review? 

Research Support
Services RESOURCES FOR RESEARCHERS

Not 
sure 

https://research.sdsu.edu/research_affairs/human_subjects/guidance#:~:text=Activities%20designed%20to%20draw%20general%20conclusions%2C%20inform%20policy%20beyond%20an%20internal%20program%2C%20or%20generalize%20outcomes%20beyond%20a%20specific%20group%2C%20entity%2C%20or%20project%20that%20are%20important%20factors%20in%20identifying%20or%20expanding%20truths%2C%20facts%2C%20information%20that%20are%20universally%20applicable.
https://research.sdsu.edu/research_affairs/human_subjects/guidance#:~:text=Activities%20designed%20to%20draw%20general%20conclusions%2C%20inform%20policy%20beyond%20an%20internal%20program%2C%20or%20generalize%20outcomes%20beyond%20a%20specific%20group%2C%20entity%2C%20or%20project%20that%20are%20important%20factors%20in%20identifying%20or%20expanding%20truths%2C%20facts%2C%20information%20that%20are%20universally%20applicable.
https://www.ecfr.gov/current/title-45/subtitle-A/subchapter-A/part-46/subpart-A/section-46.104
https://research.sdsu.edu/research_affairs/human_subjects/clinical_trials
https://research.sdsu.edu/research_affairs/human_subjects/clinical_trials
https://sdsu.imedris.net/
https://sdsu.imedris.net/
https://sdsu.imedris.net/
https://www.hhs.gov/ohrp/regulations-and-policy/guidance/categories-of-research-expedited-review-procedure-1998/index.html

