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• When designing research studies, investigators are responsible for 
conducting an initial risk-benefit assessment using the steps outlined in the 
diagram below. 
 

• Role of the IRB: The IRB is ultimately responsible for evaluating the potential 
risks and weighing the probability of the risk occurring and the magnitude of 
harm that may result. It must then judge whether the anticipated benefit, 
either of new knowledge or of improved health for the research subjects, 
justifies asking any person to undertake risks. The IRB cannot approve 
research in which the risks are judged unreasonable in relation to the 
anticipated benefits. The IRB must: 

o Identify the risks associated with the research, as distinguished 
from the risk of therapies the subjects would receive even if not 
participating in research; 

o Determine that the risks will be minimized to the extent possible; 
o Identify the probable benefits to be derived from the research; 
o Determine that the risks are reasonable in relation to the benefits to 

subjects, if any, and the importance of the knowledge to be gained; 
and 

o Assure that potential subjects will be provided with an accurate and 
fair description (during consent) of the risks or discomforts and the 
anticipated benefits. 

 

Diagram 1: Steps for Conducting a Risk-Benefit Assessment 

Role of the Investigator 



 
 

Ways to Minimize Risk 



• Provide complete information in the protocol regarding the experimental 
design and the scientific rationale underlying the proposed research, 
including the results of previous animal and human studies. 

• Assemble a research team with sufficient expertise and experience to 
conduct the research. 

• Ensure that the projected sample size is sufficient to yield useful results. 
• Collect data from conventional (standard) procedures to avoid 

unnecessary risk, particularly for invasive or risky procedures (e.g., spinal 
taps, cardiac catheterization). 

• Incorporate adequate safeguards into the research design such as an 
appropriate data safety monitoring plan, the presence of trained 
personnel who can respond to emergencies. 

• Store data in such a way that it is impossible to connect research data 
directly to the individuals from whom or about the data pertain; limit 
access to key codes and store separately from the data. 

• Incorporate procedures to protect the confidentiality of the data (e.g., 
encryption, codes, and passwords) and follow UT IRB guidelines on Data 
Security in Research. 


