REQUEST FOR WAIVER OF DOCUMENTATION OF INFORMED CONSENT
Principal Investigator:  _____________________
Project Title:  _______________________________________________
Date:
____________

Instructions: An IRB may waive the requirement to obtain a signed informed consent form for some or all subjects if the IRB finds that certain criteria are met.  To do so, you must complete the following criteria as it applies to your research. 

1. Does this research project involve an investigational new drug, an investigational device, or is the research governed by the Food and Drug Administration?  


YES  FORMCHECKBOX _

NO  FORMCHECKBOX _



If YES, the documentation of informed consent requirements may not be waived or altered using CATEGORY A below.  

2. What aspect of this research project is the waiver request for?

 FORMCHECKBOX 
 Entire study

 FORMCHECKBOX 
 Screening Prior to Enrollment

 FORMCHECKBOX 
  Tissue samples



 FORMCHECKBOX 
 Medical Record Review

 FORMCHECKBOX 
 Other: Explain___________________
Write your initials in the statements you agree with for waiver under 38CFR 16.117(c):
A. __________(1)The only record linking the subject and the research is the
 consent document, and

__________(2)The principal risk to the subject is the potential harm resulting

 from a breach of confidentiality, and 

__________(3)Each subject will be asked whether the subject wants

 documentation linking the subject with the research, and the

 subject’s wishes will govern; 

or

B. __________(1)The research presents no more than minimal risk of harm to
 subjects, and

__________(2)Involves no procedures for which written consent is normally

 required outside of the research context.

3. If applicable or if section A criteria are met, attach a written description of the information that would be provided to participants.

Additional Comments:

____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
_____________________________

______________
Signature of Principal Investigator


Date

Ver. 9/20/10, 10/4/10, 1/18/11

