UNIVERSITY OF CALIFORNIA, MERCED
INSTITUTIONAL REVIEW BOARD
IRB Review Evaluation Form – Informed Consent Waiver Checklist


Protocol Number:                                                                  

Principal Investigator:                                                                                        

Date of IRB Review:	

Type of Review: 	 
(Indicate whether Full Committee Review or Expedited Review)

Except in the case of an approved waiver, no investigator may involve a human being as a subject in research unless s/he has obtained the legally effective informed consent of the subject or the subject's legally authorized representative. The information presented in the consent document must be in language likely to be understood by the subject population. Informed consent documents may not contain any exculpatory language through which the subject is made to waive or appear to waive legal rights, or release or appear to release the Investigator, the Sponsor, or UC Merced from liability for negligence. 

Note: Elements of informed consent under 45 CFR 46.116(a) and 46.116(b) of the federal regulations are indicated with an asterisk (*).  The other elements are UC Merced IRB recommendations/preferences. 

	WAIVER OF INFORMED CONSENT DOCUMENT
	ACCEPTABLE

	REVISIONS NEEDED

	N/A

	WAIVED




	Have the criteria for waiver of informed consent documentation been met?
1. The consent form would be the only record linking the subject to the research, and a potential risk would be a breach of confidentiality. In such case, it is up to the subject when asked if they want documentation. (This is not applicable for FDA regulated research.)
2. Study is 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.
	
	
	
	

	 If informed consent documentation is waived, should the investigator be required to provide subjects with a written statement regarding the research?
	
	
	
	

	If children are included, have the criteria for waiver of parental/guardian consent been met?
 - IRB must determine parental/guardian permission is not a reasonable requirement to protect subjects.
- Appropriate mechanisms must be implemented to protect children as subjects.
(Provisions for waivers of parental permission are not applicable for FDA regulated research)
	
	
	
	



	WAIVER OR MODIFICATION FOR REQUIRED ELEMENTS IN INFORMED CONSENT (THESE PROVISIONS ARE NOT APPLICABLE FOR FDA REGULATED RESEARCH.)
	ACCEPTABLE


	REVISIONS NEEDED


	N/A

	WAIVED





	If waiver or modification to required consent elements are proposed, have all the criteria been met?
1. The research involves no more than minimal risk to subjects.
2. The waiver/alteration will not adversely affect the rights and welfare of the subjects.
3. The research could not practicably be carried out without the waiver or alteration.
4. When appropriate, the subject will be provided with pertinent information after participation.
 
	
	
	
	

	WAIVER OF INFORMED CONSENT FOR PLANNED EMERGENCY RESEARCH
	ACCEPTABLE

	REVISIONS NEEDED

	N/A

	WAIVED


	Have the criteria for waiver of informed consent for emergency research been met?
1. The subject must be confronted by a life-threatening situation necessitating the use of the test article.
2. Informed consent cannot be obtained because of an inability to communicate with, or obtain legally effective consent from, the subject.
3. Time is not sufficient to obtain consent from the subject’s legal representative.
4. No alternative method of approved or generally recognized therapy is available that provides an equal or greater likelihood of saving the subject’s life.
	     
	
	
	

	WAIVER OF INFORMED CONSENT FOR PLANNED EMERGENCY ROOM RESEARCH
	ACCEPTABLE

	REVISIONS NEEDED

	N/A

	WAIVED


	Have the criteria for waiver of informed consent for emergency room research been met?
1. The study could not practicably be carried out without the waiver.
2. Consultation with community representatives occurs before the start of the research.
3. Public disclosure is made before and after the study starts.
4. A therapeutic window is defined and the researcher commits to trying to locate a surrogate/legally-authorized representative who can give consent within the window before proceeding to waive consent.
	
	
	
	



	SUMMARY OF REVISIONS NEEDED AND OTHER COMMENTS
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