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	Study Information

	☐ Initial Review
	

	☐ Existing DSHS IRB#
	Enter number.

	Principal Investigator
	Click to enter text.
	Protocol Title
	Click to enter text.


Select the reason why you are requesting the Waiver of Informed Consent and provide justification for this request.

	Waiver of Informed Consent

	
	Research on Public Benefit or Service Programs

	☐	
	The research or demonstration project is to be conducted by or is subject to the approval of state or local government officials and is designed to study, evaluate or otherwise examine (a) public benefit or service programs; (b) procedures for obtaining benefits or services under those programs; (c) possible changes in methods or levels of payment for benefits or services under those programs or procedures; or (d) possible changes in methods or levels of payment for benefits or services under those programs; and the research could not be carried out without the waiver or alteration.

	
	
	Click to enter justification.
	
	
	Minimal Risk Research

	☐	
	1. The research involves no more than minimal risk to the subjects.
2. The waiver or alteration will not adversely affect the rights and welfare of subjects.
3. The research could not practicably be carried out without the waiver or alteration.
4. If the research involves using identifiable private information or identifiable biospecimens, the research could not practicably be carried out without using such information or biospecimens in an identifiable format.
5. Whenever appropriate, subjects or legally authorized representatives will be provided with additional pertinent information after participation.

	
	
	Click to enter justification.
	
	
	Screening, Recruiting or Determining Eligibility 

	☐	
	The investigator will obtain information or biospecimens for the purpose of screening, recruiting, or determining the eligibility of prospective subjects if either of the following are met:
1. The investigator will obtain information through oral or written communication with the prospective subject or legally authorized representative, or 
2. The investigator will obtain identifiable private information or identifiable biospecimens by accessing records or stored biospecimens.

	
	
	Click to enter justification.


Select the reason why you are requesting the Waiver of Documentation of Informed Consent and provide justification for this request. Submit this form with the verbal, electronic or implied informed consent script(s) and Recruitment Protocol.

	[bookmark: _GoBack]Waiver of Documentation of Informed Consent

	
	
	Confidentiality Plan 

	☐	
	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.

	
	
	Click to enter justification.
	
	
	Minimal Risk Research

	☐	
	The research presents no more than minimal risk to subjects and involves no procedures for which written consent is normally required outside the research context.

	
	
	Click to enter justification.
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