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	Request for Waiver of Documentation of Informed Consent



2111 West Braker Lane, Suite 100 ● Austin, TX 78758 ● P: 512.380.1244 ● F: 512.382.8902 ● salus@salusirb.com
Sponsor:         

Protocol #:       
Name of Principal Investigator or Project Manager:       
	Minimal Risk [21 CFR §50.3(k)] [45 CFR §46.102(i)] - The probability and magnitude of harm 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.


Section A:
	Please explain why a request to waive documentation of informed consent is necessary for this research?
     


Section B: For FDA Regulated Research 21 CFR §56.109(c)

	Please note:  The research must meet Criteria #1 and #2 below for IRB approval.

Please indicate the appropriate criteria for the research.

1. The research presents no more than minimal risk (defined above) of harm 

to research participants. 







  FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No
Provide rationale:       
AND
2. The research involves no procedures for which written consent is normally 

required outside the research context.   





  FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No
Provide rationale:       


Section C: For Federally Supported Research Regulated by 45 CFR §46.117(c)


	Please note:  The research must meet Criteria #1,  #2, or #3 below for IRB approval.

Please indicate the appropriate criteria for the research.

1. The only record linking the subject and the research would be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality.  Please note:  Each subject will be asked whether the subject wants documentation linking the subject with the research, and the subjects wishes will govern.

Provide rationale:       
OR

2. The research presents no more than minimal risk (defined above) of harm to subjects. 

Provide rationale:       
AND

The research involves no procedures for which written consent is normally required outside of the research context.
Provide rationale:       
OR


	Sponsor:   REF Text1         


Protocol #:   REF Text2     

Name of Principal Investigator or Project Manager:   REF Text3      


	3. The participants (or legally authorized representatives) are members of a distinct cultural group or community in which signing forms is not the norm.

Provide rationale:       
AND

The research presents no more than minimal risk of harm to participants.

Provide rationale:       
AND

There is an appropriate alternative mechanism for documenting that informed consent was obtained.

Describe:       


Section D:  Written Statement

	For a Waiver of Documentation of Informed Consent, Salus IRB may require the Investigator to provide research participants with a written consent document or a written statement regarding the research.  The written statement must have IRB approval.

 FORMCHECKBOX 
  The proposed consent form or proposed written statement is attached for IRB review.

OR

 FORMCHECKBOX 
  No proposed consent form or written statement is offered for IRB review.

Provide rationale:       


Certification Statement and Signature:
	I certify that the information provided within this report is true and accurate. My signature below indicates that I understand that it is my obligation to comply with Salus IRB policies and FDA and DHHS regulations regarding Waiver of Documentation of Informed Consent. I understand I may contact Salus IRB at any time with questions or concerns about these requirements.  I understand that failure to comply with the above requirements may result in regulatory action by Salus IRB. 

Printed Name of Investigator (Single Site PI submissions) or Sponsor/Representative (Project Manager submissions)
Signature 
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