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	Instructions to Sponsor:  Please read and complete all questions carefully.  For assistance in completing this questionnaire, please contact us at 206-448-4082.

Please note:  Forms that are incomplete or missing required attachments may result in delay of Board review.

For non-FDA regulated studies conducted in the United States or in Canada.

	Sponsor:
	     

	Protocol Number:
	     

	Study Title:
	     

	A. RESEARCH THAT COMPLIES WITH 45 CFR §46.116(d) or TCPS 2, ARTICLE 3.7

	Yes   FORMCHECKBOX 
  No    FORMCHECKBOX 
 
	Are you requesting a complete waiver of informed consent? If your answer is YES, please describe with specificity why the waiver or alteration of consent is appropriate (e.g. retrospective chart reviews, etc.)
     

	Yes   FORMCHECKBOX 
  No    FORMCHECKBOX 

	Are you requesting an alteration of informed consent (i.e., only certain elements of informed consent are being waived).  If your answer is YES, please describe with specificity which elements are being waived and why.  

     

	In order for the IRB to approve your request to waive or alter the requirement to obtain informed consent, please answer each question below. 

*If the answer to any of these questions is “no” then this does note meet our criteria for waiver or alteration of informed consent.  Please contact Initial Study Support  at 206-448-4082

	Yes   FORMCHECKBOX 

	No   FORMCHECKBOX 

	The waiver or alteration will not adversely affect the rights and welfare of the research subjects.

	Yes   FORMCHECKBOX 

	No   FORMCHECKBOX 

	The research could not practicably be carried out without the waiver or modification.

	Yes   FORMCHECKBOX 

	No   FORMCHECKBOX 

	Whenever appropriate, the research subjects will be provided with additional pertinent information after participation.

If not appropriate, provide rationale:      

	Yes   FORMCHECKBOX 

	No   FORMCHECKBOX 

	The research involves no more than minimal risk to the research subjects.
Quorum must independently determine that the study involves no more than minimal risk.  For Quorum’s consideration, Sponsor may provide a rationale as to why the proposed study involves no more than minimal risk. (Attach additional pages if necessary)

Sponsor Rationale as to Minimal Risk (optional):       
45 CFR § 46.10 2(i) defines “minimal risk” as  “the probability and magnitude of or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.” ) 



	Yes   FORMCHECKBOX 

	No   FORMCHECKBOX 

	For Research that applies the TCPS , Article 3.7, only

The waived or altered consent does not involve a therapeutic intervention.

	B. RESEARCH REGULATED UNDER 45 CFR §46.116(c)

	Yes   FORMCHECKBOX 
  No   FORMCHECKBOX 
  
	Is the research or demonstration project to be conducted by or subject to the approval of state or local government officials designed to study, evaluate, or otherwise examine:

1. A Public benefit of service programs; OR 

2. Procedures for obtaining benefits or services under those programs; OR 

3. Possible changes in or alternatives to those programs or procedures; OR 

4. Possible changes in methods of levels of payment for benefits or services under those programs?  

	Yes   FORMCHECKBOX 
  No   FORMCHECKBOX 
 
	The research could not practically be carried out without the waiver or modification

	FOR ALL RESEARCH, PLEASE ANSWER THE FOLLOWING QUESTIONS:
	

	Has this request been previously submitted to another Ethics Review Board?
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	If “Yes,” what was the Board’s determination?       

	In order to conduct this research, do you feel that a HIPAA waiver is needed?

***If “Yes,” please also complete and submit a Request for Complete Waiver of Authorization form or a Request for Partial Waiver of Authorization for Research Recruitment Purposes with this packet.  
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	

	Thank you for taking the time to complete this form.

	Name of person completing this form:       

Date:       



(Please print if completing by hand)

Association to this study:       



Please e-mail  this document directly to:

Quorum Initial Study Support Team

InitialStudySupport@quorumreview.com
206-448-4082


or fax to: (206) 448-4193
1601 Fifth Ave. Ste. 1000
Seattle, WA  98101
F-043-003, Waiver or Alteration of Informed Consent Submission Form, 2011-Sep-26
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