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	Waiver of consent/Alteration of Consent Supplement (HRP-513)


	Click Study#:
	




[bookmark: _Hlk161995284]1.0	Select all that apply:
	☐
	Requesting Waiver of Consent  Complete section 2.0

	☐
	Requesting Alteration of Consent  Complete section 3.0


2.0	Waiver of Consent
2.1	Check all the boxes that apply and provide additional detail when requested:
☐ The research does not involve non-viable neonates.
☐ The research involves no more than minimal risk to subjects. Describe below:
	 


☐ The research could not practicably be carried out without the waiver. Describe below: 
	 


☐ If the research involves using identifiable private information, the research could NOT practicably be carried out without using such information in an identifiable format. Describe below:
	  


☐ The waiver will not adversely affect the rights and welfare of the subjects. Describe below:
	  


☐ Whenever appropriate, the subjects will be provided with additional pertinent information after participation. Describe below:
	 


2.2	Does the research involve a waiver of the consent process for planned emergency research?
☐ No 
☐ Yes  Review the “CHECKLIST: Waiver of Consent for Emergency Research (HRP-419)” to ensure you have provided sufficient information for the IRB to make these determinations. Provide any additional information necessary here:
	


3.0	Alteration of Consent
3.1	Describe the alteration (for example, what information is not being disclosed).📎NOTE: The debriefing process and document should be included with your submission when an alteration of the consent process is requested.
	


3.2	If any of the below apply, check the box to indicate yes and provide additional detail when requested:
☐ The research does not involve non-viable neonates.
☐ The research involves no more than minimal risk to subjects. Describe below:
	


☐ The research could not practicably be carried out without the alteration. Describe below:
	


☐ If the research involves using identifiable private information, the research could NOT practicably be carried out without using such information in an identifiable format. Describe below:
	


☐ The alteration will not adversely affect the rights and welfare of the subjects. Describe below:
	


☐ Whenever appropriate, the subjects will be provided with additional pertinent information after participation. Describe below:
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