Waiver of Documentation of Informed Consent

Durham VAMC Institutional Review Board

According to 45 CFR 46.117(c) an IRB may waive the requirement for the investigator to obtain a signed consent form for some or all subjects if it finds either:

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 he wants documentation linking him/her with the research, and his/her wishes will govern; Note: For research in which identification of subjects may put them at risk, and the risks are such that this waiver cannot be applied, the researcher may consider obtaining a Certificate of Confidentiality from the NIH. For information go to: http://grants1.nih.gov/grants/policy/coc/index.htm  
OR

2) That 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.  In cases in which the documentation requirement is waived, the IRB may require the investigator to provide subjects with a written statement regarding the research. 

3) When requesting a Waiver of Documentation of Informed Consent address statements in either A or B below:

(This applies when potential subjects will be approached, given relevant information about the study, and asked for consent, but no consent document will be used). 

A.  Address the following when #1 above applies:

1. Explain why the only record linking the subject and the research will be the consent document.

     
AND

2. Explain why the principal risk will be potential harm resulting from a breach of confidentiality.    

     
3. Will a Certificate of Confidentiality from NIH be requested?

 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
 NO

NOTE: When using option #1, the investigator MUST ask each subject if he or she wants documentation linking him or her to the research study.  The subject’s wishes will govern whether informed consent is documented.

OR

B.  Address the following when #2 above applies:

1. Explain why the research presents no more than minimal risk of harm to the subjects.

     
2. Explain why the procedures involved (if any) do not normally require consent outside the context of research.

     
C. Please provide the following additional information.

1. What are the procedures to be employed?

     
2. Have you prepared and submitted a script that will be used to obtain Consent?

 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
 NO

3. Does the script include the 8 elements of Informed Consent plus HIPAA Authorization?

 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
 NO

4. Will you provide the subjects with a written statement regarding the research?

 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
 NO

Please Note:  A Waiver of Documented Consent requires a consent process to take place.  The consent process MUST include a conversation/discussion about the study with the potential subject, allowing for questions and answers.  The potential subject is then asked for consent but a document is not signed. Please ensure your protocol describes this process.

____________________________


_________

Investigator





Date

Waiver of Documentation of Informed Consent at 45 CFR 46.117(c)
 

APPROVED / DISAPPROVED/Not applicable


_______________________________________



IRB Chairman                                               Date

April 18, 2006


