UPDATE ON EXEMPT RESEARCH

Exempt research refers to research that can be performed without formal review and approval by the WRAMC Human Use Committee. Exempt research is defined in 45CFR46.101(b) and AR 40-38, Appendix B. 

Examples of Exempt research are: 

· Retrospective chart reviews (de-identified records), 

· Surveys that do not collect sensitive information, and 

· Laboratory tests in pre-existing de-identified samples  

Investigators are cautioned to not make an independent determination whether their project is Exempt. Investigators need to complete a short Exempt application, which can be downloaded from the DCI website: 

http://www.wramc.amedd.army.mil/departments/DCI/Downloads/_Protocol%20Templates/ExemptReview/ExemptReview.doc. 

If the proposal is found to qualify as Exempt, a letter granting Exempt status is generated and sent to the Principal Investigator. 

If you are doing a single-patient case report that is only observational in nature, then no Exempt application is needed. (Note: the old rule was a sample size less than 20 did not require an Exempt application – that rule is NO LONGER VALID.)

The DCI POC for Exempt research is Mrs. Vicki Miskovsky at x7833 or via 

Outlook.

To have a name added or removed from the DCI Research Alert List, contact Mr. Terrell Hunt at x7848.

