     FEDERAL CRITERIA FOR WAIVER OR ALTERATION OF CONSENT PROCESS AND/OR DOCUMENTATION
	An IRB may approve a consent procedure which does not include, or which alters, some or all of the 

elements of informed consent set forth in 45 cfr 116 “general requirements for informed consent”, or waive 

the  requirement to obtain informed consent provided the IRB finds and documents that: 

	45 CFR 46.116(d) [frequently applied for records review]
	Yes
	No

	(1)
	The research involves no more than minimal risk to the subjects; 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	(2)
	The waiver or alteration will not adversely affect the rights and welfare of the subjects;
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	(3)
	The research could not practicably be carried out without the waiver or alteration; and 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	(4)
	Whenever appropriate, the subjects will be provided with additional pertinent information after participation.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	45 CFR 46.116 (c) [rarely applied at UCSF]
	Yes
	No

	(1)
	The research or demonstration project is to be conducted by or subject to the approval of state or local government officials and is designed to study, evaluate, or otherwise examine: (i) public benefit or service programs; (ii) procedures for obtaining benefits or services under those programs; (iii) possible changes in or alternatives to those programs or procedures; or (iv) possible changes in methods or levels of payment for benefits or services under those programs; and


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	(2)
	The research could not practicably be carried out without the waiver or alteration.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	46 CFR 117 (c) and 21 CFR 50.27:  AN IRB MAY WAIVE THE REQUIREMENT FOR THE INVESTIGATOR TO OBTAIN A SIGNED CONSENT FORM FOR SOME OR ALL SUBJECTS IF IT FINDS EITHER: 

	
	Yes
	No

	(1)
	[Could be applied for more than minimal risk behavioral research] 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; or 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	(2)
	[Could be applied for expedited and exempt research] 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.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	In cases in which the documentation requirement is waived, the IRB may require the investigator to provide subjects with a written statement regarding the research.
	 FORMCHECKBOX 

	 FORMCHECKBOX 



Important Notes:

· This information does not apply to FDA-regulated studies.  See Emergency Use or Emergency Research guidance.

· This information does not apply to the use of the “short form” as a way to document research, nor does it apply to the use of surrogates to obtain consent.

· The inclusion of minors and neonates in research pose additional considerations.

· The informed consent requirements in this policy are not intended to preempt any applicable federal, state, or local laws which require additional information to be disclosed in order for informed consent to be legally effective. 

· Nothing in this policy is intended to limit the authority of a physician to provide emergency medical care, to the extent the physician is permitted to do so under applicable federal, state, or local law.                                                      
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