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	WAIVER REQUEST

  From Informed Consent Requirement

and/or Documentation 
Form # 26

Vers 02/05/2019 



DESCRIPTION:   Regulation requires that informed consent be obtained and documented prior to the enrollment of any participants. This document is used to request permission to waive that requirement and enroll participants either without their agreement, or with less information than the regulations require. It is also used to request a waiver from the requirement to have subjects sign the consent form.
MAKE A COPY FOR YOUR STUDY CORRESPONDENCE FILE

Send completed package to submit@eandireview.com
Some terms common to such a request are:

· Deception research – where the purpose or some other element cannot be revealed.  

· “Opting-out” or “negative consent” - making information public and presuming that the people who become enrolled have consented. As consent cannot be presumed, a wavier of some or all of the elements of must be approved.

· Implied consent - agreement is given but is signified by an action other than the signing of a consent document.

· “Pass or Click through” consent – Consent language is posted online for individuals to read and then, if they are interested in taking part they click a box agreeing to participate and taking them to a next step.
· “Signature” – References to signature in this document include those captured electronically.
	

	Instruction: Complete all of sections A, B and D. Complete the portion of section C that applies to the type of waiver being sought.

	A. 
Study Involved

	Protocol Number 
	     

	Company/Organization
	     

	E&I Assigned Number
	     


	B. 
Nature of the Request

	An IRB may approve a consent procedure which does not include, or which alters, some or all of the elements of informed consent, or may waive the requirement to obtain informed consent altogether.

	B.1.  What Best Describes the Requested Waiver? 





select all that apply – Use provided links to preview section

	a


	Delete or alter certain required elements of informed consent
	 FORMCHECKBOX 

	This requires an Alteration Waiver to alter the consent process

	b
	Waive the requirement to obtain informed consent altogether 
	 FORMCHECKBOX 

	This requires a General Waiver of informed consent

	c
	Waive the requirement to obtain informed consent for a Public Benefit/Service Program 
	 FORMCHECKBOX 

	This requires a General Waiver for Publis Benefit/Service Program

subject to approval of state or local officials

	d
	Waive the requirement to obtain informed consent for emergency research under FDA
	 FORMCHECKBOX 

	This requires an FDA Emergency Waiver of informed consent

	e
	Obtain informed consent, but no signature on form so as not to create identifiable link to subject 
	 FORMCHECKBOX 

	Requires a Waiver of Documentation/Only Risk is Link From Signature
(E.g., oral agreement over the phone, signature on form is only identifier in study)

	f
	Obtain informed consent, but no signature on form as activity is common outside of research
	 FORMCHECKBOX 

	Requires a Waiver of Documentation/Minimal Risk, Consent Not Usual


	B.2.  To Which Subjects Should This Apply?

	a
	To all of the subjects in this study
	 FORMCHECKBOX 

	If b, Explain:      

	b
	To only one (or all but one) specific cohort 
please explain
	 FORMCHECKBOX 

	

	B.3.  Which Regulations Are to be Applied? select all that apply

	a
	The Common Rule
	 FORMCHECKBOX 

	If other:      

	b
	The Department of Education (ED)
	 FORMCHECKBOX 

	

	c
	The Food and Drug Administration (FDA)
	 FORMCHECKBOX 

	

	d
	ICH
	 FORMCHECKBOX 

	

	e
	The Department of Justice (DoJ)
	 FORMCHECKBOX 

	

	f
	Other (please identify)
	 FORMCHECKBOX 

	


	Note: The informed consent requirements are not intended to preempt any applicable Federal, state, or local laws (including tribal laws passed by the official governing body of an American Indian or Alaska Native tribe) that require additional information to be disclosed in order for informed consent to be legally effective. If additional laws apply to study activities, include explanation here. Blank will be interpreted as ‘none.’ Other:      


	C. Regulatory Questions

	Under the Common Rule, there are several situations in which of some or all of the consent process may be waived. The IRB must determine that the appropriate regulatory criteria were met for the requested waiver.

	Select indicate with a check, the type(s) of waiver(s) being requested and complete those sections.

	C.1
 FORMCHECKBOX 
  Alteration Waiver
(regualtory elements missing or altered)
 
	Common Rule:
46.116(F)(3)
ED: 

34 CFR 97.116(D)

	What part of the process will be altered?

 FORMCHECKBOX 
  
Delete some of the basic elements from the intended information to be shared with potential participants. (46.116(b))

 FORMCHECKBOX 

Alter some or all elements
	If either is checked, describe which elements are to be excluded or altered and why:       


	INSTRUCTION: There are general requirements identified at 46.116(a) relating to the process of obtaining informed consent which cannot be waived. Check each box to indicate that the following requirements will be met, and to confirm understanding that these cannot be waived.  

	 
Confirm (by checking each box) that the following requirements are included in the plan for obtaining informed consent, and will NOT be affected by the requested waiver to alter some or all of the elements:  all must be checked

	(1)
	 FORMCHECKBOX 


	The consent process provides the prospective subject or their legally authorized representative (LAR) sufficient opportunity to discuss and consider whether or not to participate and minimizes the possibility of coercion or undue influence. The waiver is not intended to alter this.

	(2)
	 FORMCHECKBOX 

	All information to be given to the subject or the LAR is in a language understandable to the subject or the LAR. The waiver is not intended alter this.

	(3)
	 FORMCHECKBOX 


	The informed consent plan provides the prospective subject or the LAR with the information that a reasonable person would want to have in order to make an informed decision about whether to participate, and includes an opportunity to discuss that information. The waiver is not intended alter this.

	(4)
	 FORMCHECKBOX 


	The informed consent process begins with a concise and focused presentation of the key information that is most likely to assist a prospective subject or LAR in understanding the reasons why one might or might not want to participate in the research. This part of the informed consent is organized and presented in a way that facilitates comprehension. The waiver is not intended alter this.

	(5)
	 FORMCHECKBOX 


	The informed consent plan as a whole presents information in sufficient detail relating to the research, and is organized, and will be presented in, a way that does not merely provide lists of isolated facts, but rather facilitates the prospective subject's or LAR’s understanding of the reasons why one might or might not want to participate. The waiver is not intended alter this.

	(6)
	 FORMCHECKBOX 

	No exculpatory language is included through which the subject or the LAR is made to waive or appear to waive any of the subject's legal rights, or releases or appears to release the investigator, the sponsor, the institution, or its agents from liability for negligence. The waiver is not intended alter this.

	C.2.
 FORMCHECKBOX 
  General Waiver (no consent obtained)


	Common Rule:
46.116(E)(2)
ED:

34 CFR 97.116(D)
FDA:

Guidance

	
	Check to indicate true:  All must be true
	Explain why or how each criteria is met

	a
	Research presents no more than minimal risk and
	 FORMCHECKBOX 

	Explanation Required:      

	b
	Waiver/alteration will not adversely affect subject rights or welfare and
	 FORMCHECKBOX 

	Explanation Required:      

	c
	Research could not practicably be carried out without the waiver and

(This is a judgment question for which there must be excellent justification.)
	 FORMCHECKBOX 

	Explanation Required:      

	d

	Does not include (target) prisoners or pregnant women
	 FORMCHECKBOX 

	No explanation required 

	e
	Does waiver intend to cover activities using identifiable private information or identifiable biospecimens?
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	
	If yes, check to indicate true: Both must be true
	

	f
	If the research involves using identifiable private information or identifiable biospecimens, research could not practicably be carried out without the identifiers. (This is a judgment question for which there must be strong justification) 
	 FORMCHECKBOX 

	

	g
	The waiver will not include storage, maintenance, or secondary uses of identifiable private information or identifiable biospecimens for any individuals who have been asked, and refused, broad consent. 
	 FORMCHECKBOX 

	

	C.3.
 FORMCHECKBOX 
  General Waiver (no consent obtained) 



for Public Benefit / Service Programs by or subject to 

approval of state or local officials
	Common Rule:
46.116(e)(3)
ED:

34 CFR 97.116(c) 

	
	Check to indicate true: All must be true
	Explain why or how each criteria is met

	a
	Research could not practicably be carried out without the waiver and,

(This is a judgment question for which there must be excellent justification.)
	 FORMCHECKBOX 

	Explanation Required:      

	b
	Research or demonstration project that is conducted by or is subject to approval of state or local government officials and
	 FORMCHECKBOX 

	Explanation Required:      

	
	Check to indicate true: at least 1 must be true
	

	c
	The intent is to study, evaluate or examine…
	

	
	· Public benefit or service program
	 FORMCHECKBOX 

	

	
	· Procedures for getting benefits under public programs
	 FORMCHECKBOX 

	

	
	· Possible changes in or alternative to the public programs
	 FORMCHECKBOX 

	

	
	· Possible changes in method or level of payment to the program
	 FORMCHECKBOX 

	

	C.4.
 FORMCHECKBOX 
  FDA Emeregency Waiver (no consent obtained)
	FDA:

50.23


50.24

	FDA identifies four additional situations in which a waiver of some or all of the consent process may be approved. These are not recognized by Common Rule, Department of Education or Department of Justice.

	
	Select One:
	
	Each requires additional information not included here

	a
	50.23(a):  Waiver for a life-threatening situation
	 FORMCHECKBOX 

	Contact E&I

	b
	50.23(b/c): Emergency Use – one person, one time
	 FORMCHECKBOX 

	Use E&I Form 18 - Emergency use for a Single Patient 

	c
	50.23(d) or (e): Presidential waiver 
	 FORMCHECKBOX 

	Attach the waiver

	d
	50.24   Planned Emergency Research
	 FORMCHECKBOX 

	Contact E&I

	C.5.
 FORMCHECKBOX 
  Waiver of consent documentation (no signature obtained)



Only Risk is From Link Created by Signature
	Common Rule:
46.117(c)(1)
ED:
34 CFR 97.116(c) (1) 

	One of two reasons, permitted by Common Rule, that documentation of consent may be waived. 
Not permitted by FDA.

	
	Check to indicate true: Both must be true
	Explain why, or how each criteria is met

	a
	The only record linking a person to the study would be the consent document and
	 FORMCHECKBOX 

	No explanation required

	b
	The principal risk of participation would be from breach of confidentiality
	 FORMCHECKBOX 

	Explanation Required:      

	c
	Answer the following question:  must be yes
	
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	
	Will each subject be asked if he or she wants documentation linking the subject
	

	d
	If yes, will the subject’s wishes govern?
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No  Explain:      

	C.6.
 FORMCHECKBOX 
  Waiver of consent documentation (no signature obtained)



Minimal Risk and Consent Not Usual outside of research 
	Common Rule:
46.117(c)(2)   
ED:
34 CFR 97.117(c)(2)
FDA:

56.109(c)(1)

	
	Check to confirm true: Both must be true
	
	Explain why or how criteria is met:

	a

	Research presents no more than minimal risk and
	 FORMCHECKBOX 

	Explanation Required:      

	b

	Involves no procedure for which written consent is normally required outside research
	 FORMCHECKBOX 

	Explanation Required:      


	D. Additional Information

	Whenever possible subjects (or LAR) must be provided with additional pertinent information before or after participation. (45 CFR 46 116 (f)(3)(v))

	D.1.
Plan to Provide Information  select at least one

	a
	We have no plan to offer any additional or written information
	 FORMCHECKBOX 

	Explanation Required:      

	b
	We will give subjects an information sheet
	 FORMCHECKBOX 

	Must be submitted to the IRB for approval before use 

	c
	We will offer subjects an information sheet
	 FORMCHECKBOX 

	Explanation Required:      

	d
	We will inform subjects about where they can find information (e.g., on a web site)
	 FORMCHECKBOX 

	Address of website Required:      


	E. Signatures
	Principal Investigator
	Person who prepared the form, if different

	Signature
	
	

	Printed name
	     
	     

	Title
	     
	     

	Date
	     
	     



[image: image1.jpg][image: image2.png]


