REQUEST FOR WAIVER OR ALTERATION OF THE CONSENT PROCESS
Project Title:  
Principal Investigator:  


Instructions - An IRB may:  

(a)  Approve a consent procedure that does not include, or that alters, some or all of the elements of informed consent; or 

(b)  Waive the requirements to obtain informed consent.
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?    
 FORMCHECKBOX _
 Yes   FORMCHECKBOX 
 No

***NOTE:  If YES, only a waiver of consent for screening prior to enrollment is allowed.
2.  I am requesting:
 FORMCHECKBOX 
 Waiver of consent process   FORMCHECKBOX _
 Alteration to the consent process





3.  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___________________
Check the boxes of the following statements you attest to for waiver of consent under 38CFR 16.116(d):
 FORMCHECKBOX 
 (1) The research involves no more than minimal tangible or intangible risk to the subjects; 

 FORMCHECKBOX 
 (2) The waiver or alteration will not adversely affect the rights and welfare of the subjects; 

 FORMCHECKBOX 
 (3) The research could not practicably be carried out without the waiver or alteration; and 

 FORMCHECKBOX 
 (4) Whenever appropriate, the subjects must be provided with additional pertinent information after participation. 
----------   OR   ----------
Check the boxes of the following statements you attest to for waiver under 38 CFR 16.116(c) : 

 FORMCHECKBOX 
 The research or demonstration project is to be conducted by or subject to the approval of state or local government officials and is designed to study, evaluate, or otherwise examine (check all that apply):
 FORMCHECKBOX 

Public benefit or service programs;

 FORMCHECKBOX 

Procedures for obtaining benefits or services under those programs;

 FORMCHECKBOX 

Possible changes in or alternatives to those programs or procedures; or 

 FORMCHECKBOX 

Possible changes in methods or levels of payment for benefits or services under those programs.
 FORMCHECKBOX 
 The research could not practicably be carried out without this waiver or alteration.
Additional Comments:
________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
_____________________________

_________________
Signature of Principal Investigator


date
3/25/08, 8/4/10, 9/20/10, 10/4/10, 10/7/10, 9/12/13, 10/27/14

