sterling institutional review board

Sterling Independent Services, Inc.

6300 Powers Ferry Rd., Suite 600-351, Atlanta, GA 30339

770-690-9491  ●  888-636-1062  ●  FAX 770-690-9492  ●  E-mail info@sterlingirb.com
REQUEST FOR WAIVER of DOCUMENTATION of INFORMED CONSENT

If you are requesting a waiver of documentation of informed consent you must provide your response to each of the following two statements.    45 CFR 46.117 (c)
1)
The only record linking the subject and the research would be the consent document, and the 
principal risk would be potential harm resulting from a breach of confidentiality.  Each subject 
will be asked whether the subject wants documentation linking the subject with the research, 
and the subjects wishes will govern. The research is not FDA-regulated.                                                                     










        FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

2)
The research presents no more than minimal risk of harm to subjects and involves no 
procedures for which written consent is normally required outside of the research 
context. 
 





                                FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

· If you have checked the ‘yes’ response to at least one of the previous questions, in order to grant the waiver of documentation of informed consent, you must describe the reason(s) the waiver is necessary. 
          
Note: Even if the waiver of documentation is granted, the IRB may require other conditions.  The IRB may require the researcher to provide subjects with an information sheet (written summary) about the research or a card listing the name and number of the investigator, if they should have any further questions or concerns. 
	Principal Investigator Agreement:

I agree that either I or someone under my supervision will verbally explain the Patient Information Sheet or Informed Consent Form as approved by Sterling IRB in a language understood by the prospective research subject(s) prior to them participating in the research. 
________________________________________
        ____________________

Signature of Principal Investigator 

                    Date
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