CHECKLIST: Consent Waiver Determinations
	IRB Number:                         PI Name:                                               
Protocol Title:      


     










     

Reviewer (Print Name) 



Reviewer’s Signature                               Date
  1.  Waiver of Documentation of Consent
	One of the following must be checked “Yes.”:

· The research presents no more then minimal risk.
· The research involves procedures that do not require written consent when performed outside of a research setting 45 CFR 46.117; 21 CFR 56.109(c)(1).

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

Provide protocol specific findings justifying the determination:      
· The principal risks are those associated with a breach of confidentiality concerning the subject's participation in the research.
· The consent document is the only record linking the subject with the research (45 CFR 46.117).

· Each participant will be asked whether the participant wants documentation linking the participant with the research, and the participant’s wishes will govern.

· The study is not FDA regulated.
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

Provide protocol specific findings justifying the determination:      

	

	For either form of waiver of documentation, should the investigator provide written information to the participants?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  N/A


2. Waiver of Informed Consent

According to 45 CFR 46.116(d) an IRB may waive informed consent provided:
	The research presents no more than minimal risk to subjects.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	The waiver will not adversely affect the rights and welfare of subjects.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	The research could not practicably be carried out without the waiver.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Whenever appropriate, the subjects will be provided with additional pertinent information after they have participated in the study.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	The study is not FDA regulated.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Provide protocol specific findings justifying the determination:       
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