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What are the fundamental decisions the IRB looks at?

What are the regulatory steps in the decision process?
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IRB History @IRBHistory – 4m

It seemed like a good idea at the time. Scientists sometimes get 

carried away.  RT @StanleyMilgram @Tuskogee @HeLaCells

StanleyMilgram @StanleyMilgram – 40yrs

People follow authority, even when they think they hurt others.  

No one was really harmed. Really.  Nightmares don’t count.

Tuskogee @Tuskogee – 40yrs

Free health care in exchange for letting us study you.  We didn’t 

tell anyone we study syphillis. Darn penicillin! 

HeLaCells @HeLaCells – 60yrs

They were too ignorant to understand what we were doing.  They 

even thought we had cloned their mother! 
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Risks of harm

• Economic

• Legal

• Physical

• Psychological

• Social

• moral

• Prevalence of risk

• Magnitude of Consequence
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Remove unnecessary risks

Alternative procedures

Precautions: referral for professional treatment

Informed consent
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1. Is there an inherent risk of interviewing sexual assault victims?

2. Is there an inherent risk of surveying sexual practices?

1. Study provides mental health referral information to all Licensed 
Professionals in case they feel distress or discomfort from the nature of 
the interview.  Is that necessary?

1. Informed consent document



IRB

1. No IRB review needed

1. Minimal risk
2. One of 8 data collection methods (interview, survey)

1. Minimal risk
2. One of 11 non-exempt data collection methods (collection of bodily fluids, hair, or nails; 

non-invasive sensors)

1. Vulnerable population
2. More than minimal risks, inherent in the research have been minimized as 

much as possible
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“a systematic investigation 

designed to develop or contribute to 

generalizable knowledge” (45 CFR 46.102(d)
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generalizable knowledge” (45 CFR 46.102(d)

PI doesn’t give enough information about design and procedures.  
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“a systematic investigation 

designed to develop or contribute to 

generalizable knowledge” (45 CFR 46.102(d)

No literature review identifying a body of professional literature 
that this study can contribute to.
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“a systematic investigation 

designed to develop or contribute to 

generalizable knowledge” (45 CFR 46.102(d)

It appears that the PI “intends” the research to contribute to the 
prof lit, but the design doesn’t allow that
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“a systematic investigation 

designed to develop or contribute to 

generalizable knowledge” (45 CFR 46.102(d)

Program Evaluation, Quality Improvement, Class Projects
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CLASS PROJECTS POLICY
Class assignments intended to engage students with people and problems 
outside the classroom do not require IRB review and approval if they meet all 
the following criteria: 

• minimal risk; 

• anonymous data collection; 

• voluntary participation; 

• oral or written informed consent; 

• has no vulnerable population (children, prisoners, or pregnant women); 

• has a limited sample (on-campus or limited to one organization)

• and is not designed for publication outside the university. 
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“a systematic investigation 

designed to develop or contribute to 

generalizable knowledge” (45 CFR 46.102(d)

“…unless a research purpose…” (45 CFR 46.102(d)
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Survey
Interview
Observation of public behavior not considered private
Educational tests (cognitive, diagnostic, aptitude, achievement) 
“…established educational settings…not likely to adversely impact students… or 
instructors…[includes] instructional techniques, curricula, or classroom 
management methods. “
Benign behavioral interventions 
Secondary research with deidentified data
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WHAT ARE THE MOST COMMON
METHODS OF DATA COLLECTION

IN YOUR DISCIPLINE?


