
AnnouncementsAnnouncements

• Please submit bills for broadband 
access to Donna Abbadessa in a timely 
manner (at least quarterly). 

• New approach to Board education



www.bumc.bu.edu/irbwww.bumc.bu.edu/irb
IRB ReviewersIRB Reviewers





Criteria For ApprovalCriteria For Approval
45 CFR 46.111 45 CFR 46.111 
25 CFR 56.11125 CFR 56.111

Minimized risks
Reasonable risk/benefit ratio
Equitable subject selection
Informed consent process
Informed consent documentation
Data monitored for safety 
Confidentiality/privacy maintained
Vulnerable populations protected



Review CriteriaReview Criteria
45 CFR 46.11145 CFR 46.111
21 CFR 56.11121 CFR 56.111

• (1) Risks to subjects are minimized: (i) 
by using procedures which are 
consistent with sound research design
and which do not unnecessarily expose 
subjects to risk, and (ii) whenever 
appropriate, by using procedures 
already being performed on the subjects 
for diagnostic or treatment purposes.



Sound Research DesignSound Research Design

• Qualified investigator(s)
• Scientific value- the “so what” question
• Scientific validity

– Design
– Analysis
– Sample size
– Correct control group



Emanuel et al. JAMA 2000Emanuel et al. JAMA 2000



Where to Look in INSPIRWhere to Look in INSPIR

• Section C: Summary
• Section D: Background; study question
• Section F: Design
• Section G: Statistical Issues
• Attachments:

– Sponsor’s protocol
– Grant
– Investigator’s brochure





Do Not Unnecessarily Expose Do Not Unnecessarily Expose 
Subjects to RiskSubjects to Risk

• Eligibility Criteria
• Withholding of known effective treatment



Where to Look in INSPIRWhere to Look in INSPIR

• Section E: Protocol Risk/ Subjects
• Section F1: Inclusion/Exclusion
• Section H: Risks



Use Clinical Procedures or DataUse Clinical Procedures or Data

• whenever appropriate, by using procedures 
already being performed on the subjects for 
diagnostic or treatment purposes

• NB: If study includes interventions that have 
risks (i.e. use of FDA approved drugs and 
devices, xrays, etc.) even if they are used in 
standard of care, if they are part of the 
RESEARCH INTERVENTIONS, then the 
study is not < minimal risk. 



Where to Look in INSPIRWhere to Look in INSPIR

• What is standard of care?
• What procedures are already being 

performed on the subjects for diagnostic 
or treatment purposes?

• Should be in Sections D and/or F



Next?Next?

• Send suggestions for topics to Sue Fish 
or Mary Banks
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