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Overview
• IRB Criteria of Approval
• Risk assessment
• What is a benefit?
• Statements in protocol and consent document



IRB Criteria of Approval (45CFR46.111)

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.

2. Risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects, 
and the importance of the knowledge that may reasonably be expected to result. In 
evaluating risks and benefits, the IRB should consider only those risks and benefits that 
may result from the research (as distinguished from risks and benefits of therapies 
subjects would receive even if not participating in the research). The IRB should not 
consider possible long-range effects of applying knowledge gained in the research (for 
example, the possible effects of the research on public policy) as among those research 
risks that fall within the purview of its responsibility.



Risk Assessment
*CABLES Model of risk assessment: 
Cognitive/psychological
Affective
Biological/physical
Legal
Economic
Social
*Koocher, G. P. (2002). Using the CABLES Model to Assess and Minimize Risk in Research: Control 
Group Hazards. Ethics & Behavior, 12, 75-86. 
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Risk Assessment



Risk Assessment
• Two main factors to consider: probability and magnitude; 
• How probable is it that the risk will be present and what is the 

magnitude, or how harmful is the risk?;
• Take under advisement the population being studied and 

research procedures. 



What is a Benefit?



Benefits
• The IRB must ask are the risks to subject reasonable to 

anticipated benefits; 
• Many research projects have no direct benefit to subject but 

may have greater benefit to scientific knowledge or society/ 
population;

• Compensation for research participation is not considered a 
direct benefit. 



What about Benefits?
• The IRB must ask are the risks to subject 

reasonable to anticipated benefits;
• Many research projects have no direct 

benefit to subject but may have greater 
benefit to scientific knowledge or society/ 
population;

• Compensation for research participation is 
not considered a direct benefit.

• What about a “No Benefit” study?



Stating Risks and Benefits
Writing the Protocol/ Application and Informed Consent Document(s)



Statements of Risk and Benefits
• Provide a description of the foreseeable risks to the subjects. 
• For EACH identified risk, include:

• Likelihood of the risk,
• Seriousness to the subject; and
• What measures will be taken to minimize the risk.

• What is the highest level of risks of harm to the subjects, resulting from 
this research?;

• If possible, use the following categories to assess the likelihood: 
"common"  "likely"  "infrequent"  "rare“;

• State any direct risks to the public or community, which could result from 
this research. 



Statements of Risk and Benefits
Do Not Overstate…
“You may benefit from this research by 
knowing you helped to contribute to 
science.”
“This research is very important and 
you are part of something vital by 
agreeing to participate.”

“These treatments may be very 
beneficial to you and lead to cure of X.”

Instead Try…
“This drug may not help you. All patients 
will receive standard therapies with 
randomization to the additional 
treatment. The knowledge may inform 
future treatments and benefit future 
patients.”
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