
 
 

DOES MY PROPOSED ACTIVITY REQUIRE IRB REVIEW? 
 

 
Use this chart to determine whether a quality / performance improvement activity requires IRB review 

 
Yes 

 

Will the proposed activity be used to meet a 
coursework/educational/degree requirement? 

 
No 

 
Can data from the activity 

potentially answer a research 
question or identify best practice? 

 
 
 

Yes 

 
Will the proposed activity:  

• Use a drug other than the use of an approved drug in No 
the course of medical practice; or 

 

Yes 
 

No 
 

Would the activity be 

• Evaluate of the safety or effectiveness of a device; or 
• Collect data for inspection by, or submission to, the FDA 

as part of a research or marketing permit application. 

conducted as planned if no 
potential for recognition or 

publication existed? 
 

No Yes 
 

Does the proposed activity involve only the collection of data concerning existing 
practice for clinical, practical, administrative, or required reporting purposes? 

Yes 

 

No 
 

Does the proposed activity involve 
only data collection through 

anonymous surveys / questionnaires? 
 

No 

 
 
 

Yes 

 
 
 

Will collected data be used only 
to evaluate or improve services? 

 
No 

 
 
 

Yes 

 

Is the activity being implemented to conform to existing (known) best practices? 
 

No Yes 
 

Does the proposed activity involve data collection and: 

• Comparison of different procedures / treatments / processes, 
• Random assignments to different groups, 
• Factor(s) beyond patient best interests which could affect decisions, 
• Activities involving more than minimal risk* to participants, OR 
• Items, tests or procedures beyond standard clinical care 

 
Yes No No 

Does the project involve human participants and/or 
identifiable private data / human specimens? 

 
 

Yes 

Activity requires no IRB review. 
 

Activity requires IRB review. 
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Key Definitions  
 
1. Minimal Risk: The probability and magnitude of harm or discomfort anticipated from 

the research activities are no greater risk than ordinarily encountered by a normal 
person in daily life or during routine physical or psychological examinations or tests 

2. Device: An article and its parts/accessories intended for medical use which is NOT 
intended to affect the structure or function of the body through chemical action within 
or on the body. It is not dependent on being metabolized within the body to achieve its 
primary purpose, i.e. anything intended for medical use that is not a drug or a biologic. 
Also, an instrument, apparatus, implement, machine, contrivance, implant, in vitro 
reagent, or other similar or related article. 

3. Human Subject: A living individual about whom an investigator conducting research 
obtains: 1) data through intervention or interaction with the individual, or 2) identifiable 
private information. (OHRP) Also, an individual who is or becomes a participant in 
research, either as the recipient of the test article or as a control.   

4. Identifiable Private Data: Private data includes information about behavior that 
occurs in a context in which an individual can reasonably expect that no observation 
or recording is taking place, and information that has been provided for specific 
purposes by an individual and that the individual can reasonably expect will not be 
made public (for example, a medical record). Identifiable means that the identity of the 
subject is or may readily be ascertained by the investigator or associated with the 
information.  

5. Human Specimens: Biological samples obtained from a human donor, including, 
tissue, blood, saliva, urine, cells, and other body fluid.  
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