Request for an Alteration or Waiver of One or More of the Elements of Consent
Important Note:  The IRB may approve a consent procedure that omits some, or alters some or all, of the elements of informed consent if certain criteria are met.  This request to alter some or all elements of consent, or to omit some element(s) of consent, is not applicable FDA regulated clinical investigations that involve more than minimal risk.  No element can be waived or altered for research involving more than minimal risk.  This form is not used to request a waiver of the requirement to document consent. For federally funded/supported research, the requirements found at 45 CFR 46.116(a) (denoted by xx) cannot be waived or altered.  If research is supported by DoD-appropriated funds, see Note (b).  
UConn Health currently does not utilize broad consent.

Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.
PI Name:

Study Title: 
The Investigator must check the applicable box and provide explanations accordingly:

	1. Place and X next to  the  element(s) of consent you are requesting be Omitted  or altered 
	Omit
	Alter

	Basic Elements of Consent: 

	A statement that the study involves research
	
	

	An explanation of the purpose of the research
	
	

	The expected duration of the subjects' participation
	
	

	A description of the procedures to be followed
	
	

	Identification of any procedures that are experimental
	
	

	A description of any reasonably foreseeable risks or discomforts to the subject (For DoD supported research, see Note (b).)
	
	

	A description of any benefits to the subject or others that may reasonable be expected from the research
	
	

	Disclosure of appropriate alternative procedures or courses of treatment, if any, that may be advantageous to the subject
	
	

	A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained
	
	

	A statement that the Food and Drug Administration may inspect the records (this element is applicable only to FDA regulated clinical investigations)
	
	

	An explanation of whom to contact for answers to pertinent questions about the research and the research subjects' rights
	
	

	An explanation of whom to contact in the event of a research-related injury to the subject
	
	

	A statement that participation is voluntary.  (For DoD supported research, see Note (b).)
	
	

	A statement that refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled
	
	

	A statement that the subjects may discontinue participation at any time without penalty or loss of benefits to which otherwise entitled.
	
	

	(xx) One of the following statements about any research that involves the collection of identifiable private information or identifiable biospecimens:

· A statement that identifiers might be removed from the identifiable private information or identifiable biospecimens and that , after such removal, the information or biospecimens could be used for future research studies or distributed to another investigator for future research studies without additional informed consent from the subject or the legally authorized representative, if this might be a possibility:   OR 
· A statement that the subject's information or biospecimens collected as part of the research, even If identifiers are removed, will not be used or distributed for future research studies. 


	
	

	Additional Elements of Consent That When Appropriate May Be Applicable to the Research
(if the element is not applicable to your research, you do not need to request that it be omitted)

	The approximate number of subjects involved in the study1
	
	

	A statement that the particular treatment or procedure may involve risks to the subject (or to the embryo or fetus if the subject is or may become pregnant) that are currently unforeseeable. 
	
	

	Anticipated circumstances under which the subject's participation may be terminated by the investigator without regard to the subject's (or subject's legally authorized representative) consent
	
	

	Any additional costs to the subject that may result from participation in the research
	
	

	The consequence of a subject's decision to withdraw from the research and procedures for orderly termination of participation by the subject. 
	
	

	A statement that significant new findings developed during the course of the research that may related to the subject's willingness to continue participation will be provided to the subject
	
	

	(xx) A statement that the subject's biospecimens (even if identifiers are removed) may be used for commercial profit and whether the subject will or will not share in this commercial profit
	
	

	(xx) A statement regarding whether clinically relevant research results, including individual research results, will be disclosed to subjects, and if so, under what conditions
	
	

	(xx) For research involving biospecimens, whether the research will (if known) or might include whole genome sequencing (i.e., sequencing of a human germline or somatic specimen with the intent to generate the genome or exome sequence of that specimen)
	
	


	2. For any element for which an alteration is requested, describe the alteration (e.g. for research that involves deception, the purpose of the research will not be accurately described because doing so would influence the outcome of the study):

Response:  




	3.  Explain why the research is minimal risk:  (No element can be waived / altered for research with more than minimal risk.) 
Response:  




	4. Explain why the research could not be practicably carried out without the omission / alteration of the element(s) identified above:
Response: 




	5. If the research involves using identifiable private information (IPI) or identifiable biospecimens (IB), explain why the research could not practicably be carried out without using the IP or IB:

Response: 




	6. Explain how the omission / alteration of the element(s) identified above will not adversely affect subjects’ rights and welfare:
Response:




	7. Whenever appropriate, the subjects or legally authorized representative will be provided with additional pertinent information after participation.  Will pertinent information be provided to subjects later? If yes, explain what information will be provided to the subjects and when it will be provided.  If no, explain why not. (For example, in deception research will the true purpose of the research be revealed after participation.) 
Response:



	8. Indicate if the alteration / waiver as noted above is applicable to the entire study or a portion of the study (For example, if using a staged consent process, is the request only applicable to the screening consent.)     

Response:



	9. Provide any additional clarifying comments for the IRB  :   

Response:



1 - per regulation the number of subject to enroll in a study is an additional element of consent that may be applicable, but the expectation at UConn Health is that this element always be included. 
Note:  (a) For alterations reviewed by the convened board the IRB Regulatory Specialist will document determinations for each criteria and the approval outcome in the minutes. For expedited review, information put forth by the PI and determination of reviewer as noted on reviewer form will serve as documentation.  
(b) If non-exempt research is supported by DoD-appropriated funds and involves experimental subjects as defined in DODI 3216.02, consent must be obtained in advance, in accordance with 10 USC 980.  The IRB may waive or alter some elements of informed consent for research involving human beings as experimental subjects, so long as it preserves the informed consent of the subject (i.e., the consent indicates that participation in the research is voluntary, and the subject/representative is informed of research risks).
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