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	Select all that apply:

	____This study will be obtaining written informed consent:
		Written Consent: Y/N
		Written Parental Permission: Y/N
		Written Assent:  Y/N

	____This study is requesting a waiver for Written Documentation of Consent
If Yes: This study qualifies for a waiver of Written Documentation of Consent as per 45CFR46.117 (C) as the following criteria are met in this study:
[bookmark: 46.117(c)(1)]____ That 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. Each subject will be asked whether the subject wants documentation linking the subject with the research, and the subject's wishes will govern

Provide justification for how this criterion is met:
		

		____ That the research presents no more than minimal risk of harm to subjects and 
         involves no procedures for which written consent is normally required outside of   
         the research context.

Provide justification for how this criterion is met:

____This study is requesting a waiver for some or all of the elements of consent, including 
                         Waiving consent entirely
	
		Provide justifications for EACH of these criteria are met:
(1) [bookmark: 46.116(d)(1)]The research involves no more than minimal risk to the subjects
Justification:

(2) [bookmark: 46.116(d)(2)]The waiver or alteration will not adversely affect the rights and welfare of the subjects
Justification:

(3) [bookmark: 46.116(d)(3)]The research could not practicably be carried out without the waiver or alteration
Justification:

(4) [bookmark: 46.116(d)(4)]Whenever appropriate, the subjects will be provided with additional pertinent information   
 after participation
Justification:

	This study anticipated enrolling non-English speaking subjects: Y/N
	Languages anticipated (select from list)
Note:  If you are planning on enrolling subjects whose primary language is a language other than English, prospective administrative IRB approval of the translated documents are required.  Please see the IRB’s policy on Administrative Review of Translated Documents for further details (link to policy).
