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	Waiver of Requirement for Written Documentation of Informed Consent

	IRB #:       
PRINCIPAL INVESTIGATOR:      
      TITLE OF STUDY: 


	KEY:
	Solid box: All items in the box must be true Dotted box: One item in the box must be true

	One of the following 3 is true:

	 FORMCHECKBOX 
  Option #1: Informed consent is waived. (Complete checklist Waiver or Alteration of Requirement to Obtain Informed Consent)
 FORMCHECKBOX 
  Option #2:

 FORMCHECKBOX 
 The only record linking the participant and the research would be the consent document.

(State reasons here and document in minutes)
     
 FORMCHECKBOX 
 The principal risk would be potential harm resulting from a breach of confidentiality. 

(State reasons here and document in minutes)
     
 FORMCHECKBOX 
 Each participant will be asked whether he or she wants documentation linking the participant with the research, and the participant’s wishes will govern. 

(State reasons here and document in minutes)
     
 FORMCHECKBOX 
 The consent process is appropriate. (See Informed Consent Requirements)

 FORMCHECKBOX 
 When used requested by the participants consent documentation will be appropriate. (See Written Documentation of Informed Consent)

 FORMCHECKBOX 
 The research is NOT subject to FDA regulation (See Determining Whether a Proposed Activity is Human Research According to DHHS or FDA Regulatory Definitions)

 FORMCHECKBOX 
 One of the following is true:

 FORMCHECKBOX 
 An information sheet disclosing the required and appropriate additional elements of consent disclosure will be provided to participants not requesting documentation of consent; OR

 FORMCHECKBOX 
 An information sheet disclosing the required and appropriate additional elements of consent disclosure is inappropriate for participants not requesting documentation of consent.
 FORMCHECKBOX 
  Option #3:

 FORMCHECKBOX 
 The research involves no more than minimal risk to the participants.

(State reasons here and document in minutes)
     
 FORMCHECKBOX 
 That the research involved no procedures for which written consent is normally required outside of the research context.

(State reasons here and document in minutes)
     
 FORMCHECKBOX 
 The consent process is appropriate. (See Informed Consent Requirements)

 FORMCHECKBOX 
 One of the following is true:

 FORMCHECKBOX 
 An information sheet disclosing the required and appropriate additional elements of consent disclosure will be provided to participants; OR

 FORMCHECKBOX 
 An information sheet disclosing the required and appropriate additional elements of consent disclosure is inappropriate.



	    Requirement for written documentation of informed consent is:
 FORMCHECKBOX 
  Waived 
 FORMCHECKBOX 
  Not waived
_________     _____________________________________________________________          
    Reviewer Printed Name
___________________________________________________________________________          ____     _____________________

	          Reviewer Signature
	Date
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