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Attachment G

Request for Waiver of 
Consent/Permission/Assent or Documentation of Consent/Permission/Assent
Version Date:
     
IRB #:
     
Principal Investigator:
     
Study Title:
      

Except as provided below, written documentation of informed consent that embodies all the required elements of informed consent, as described in 45 CFR 46.116, is required for all research participants.
With sufficient justification, the IRB may approve a consent process that does not include or alters some or all of the elements of informed consent, provided that it finds and documents specific requirements. If requesting a waiver of consent or a waiver of documentation of consent, justify such in accordance with the following four criteria established under 45 CFR 46.116(d)(1-4) or 45 CRF 46.117(c)(1 or 2).
The research must involve no more than minimal risk to the participants. Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.
This request is for (check all that apply): 

 FORMCHECKBOX 

Waiver of Consent [Not an option if the study is subject to FDA regulation] (go to Section A)
 FORMCHECKBOX 
 
Waiver of Written Documentation of Consent (i.e., verbal consent) (go to Section B)
 FORMCHECKBOX 
 
Waiver of Assent (go to Section C)

 FORMCHECKBOX 
 
Waiver of Written Documentation of Assent (go to Section D)

 FORMCHECKBOX 
 
Waiver of Parental Permission (go to Section E)

 FORMCHECKBOX 
 
Waiver of Documentation of Parental Permission (go to Section F)

A. For researchers requesting a waiver of consent: 

If requesting a waiver or alteration from the requirements for obtaining informed consent, provide protocol-specific responses to items 1-4 below that describe why the waiver is being requested for this research.
1. Describe why the proposed waiver poses no more than minimal risk to the participants:      
2. Describe why the waiver or alteration will not adversely affect the rights and welfare of the participants:      
3. Describe why the research could not practicably be carried out without the waiver or alteration of informed consent:      
4. Do you expect that additional pertinent information will become available during or after the research?    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
If yes, describe how the information will be provided to patients:       
B. For researchers requesting a waiver of written documentation of consent: 
If requesting a waiver or alteration from the requirements for written documentation of informed consent, justify such in accordance with at least one of the criteria established under 45 CFR 46.117(c)(1 or 2). Check one.
 FORMCHECKBOX 
  Meets Criteria under 45 CFR 46.117(c)(2) 

The research presents no more than minimal risk of harm to participants and involves no procedures for which written consent is normally required outside of the research context.

Justify:      
Submit a copy of the written script of the information to be provided orally to participants during the consent process.

OR

 FORMCHECKBOX 
  Meets Criteria under 45 CFR 46.117(c)(1) 

The only record linking the participant and the research would be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality. 

Justify with information included in the protocol:      
In this case, each participant will be asked whether s/he wants documentation linking the participant with the research, and the participant’s wishes will govern.

Describe this process and attach a copy of consent form:      
C. For researchers requesting a waiver of assent: 
If requesting a waiver or alteration from the requirements for obtaining assent, provide protocol-specific responses to the questions below that describe why the waiver is being requested for this research.

1. Describe the children for whom a waiver of assent is being requested:      
2. Indicate the justification for not obtaining assent from the children.

a.  FORMCHECKBOX 
 All children will be unable to provide assent because of their age



 FORMCHECKBOX 
 Some children will be unable to provide assent because of their age


If applicable, indicate the age range for which assent will NOT be obtained:      

The IRB generally considers children 7 years of age and older capable of giving assent. If you are requesting a waiver of assent for children older than 7 years of age, provide additional justification:      
b.  FORMCHECKBOX 
  All children will be unable to provide assent because of their maturity or psychological state 



 FORMCHECKBOX 
  Some children will be unable to provide assent because of their maturity or psychological state
Provide justification if either of the above are checked. When relevant, include a discussion of the range of expected maturities and psychological states of the children, how these will be evaluated and by whom, and how the determination of capability to assent will be made:      
c.  FORMCHECKBOX 
  Assent from children will not be obtained because the research is minimal risk and meets the adult criteria for waiving consent (45CFR46.116(d)) based on the following protocol-specific justification:

1) The waiver will not adversely affect the rights and welfare of the participants. Explain:      
2) The research would be so difficult as to be nearly impossible to carry out without the waiver. Explain:      
3) When appropriate, the participants and their parent(s)/guardian(s) will be provided with additional pertinent information after participation. Explain:      
D. For researchers requesting a waiver of written documentation of assent: 
If requesting a waiver or alteration from the requirements for written documentation of assent, justify such in accordance with at least one of the criteria established under 45 CFR 46.117(c)(1 or 2). Check one.

 FORMCHECKBOX 
  Meets Criteria under 45 CFR 46.117(c)(2) 

The research presents no more than minimal risk of harm to participants and involves no procedures for which written assent is normally required outside of the research context.

Justify:      
Submit a copy of the written script of the information to be provided orally to participants during the assent process.

OR

 FORMCHECKBOX 
  Meets Criteria under 45 CFR 46.117(c)(1) 

The only record linking the participant and the research would be the assent document and the principal risk would be potential harm resulting from a breach of confidentiality. 

Justify with information included in the protocol:      
In this case, each participant will be asked whether s/he wants documentation linking the participant with the research, and the participant’s wishes will govern.

Describe this process and attach a copy of assent form:      
E. For researchers requesting a waiver of parental permission:
Note: Unless the research is FDA-regulated, a waiver of parent/guardian permission may be granted, at the discretion of the IRB, when:

· Permission would be waived in accordance with Federal regulations, Creighton University policies and procedures, and ethical guidelines OR

· Soliciting permission would not protect the child (e.g., neglected or abused children) AND

· Appropriate mechanisms for protecting child subjects is substituted AND

· A waiver would not be inconsistent with Federal, state, or local law (e.g., waivers of parent/guardian permission are prohibited for FDA-regulated research).
1. Justify below the reason for not obtaining permission from parent(s)/guardian(s).

 FORMCHECKBOX 
  Parent/guardian permission will not be obtained because the research is minimal risk and meets the adult criteria for waiving consent (45 CFR 46.116(d)) based on the following protocol-specific justification:

The research involves no more than minimal risk. Justify:      
The waiver will not adversely affect the rights and welfare of the subjects. Justify:      
The research would be so difficult as to be nearly impossible to carry out without the waiver. Justify:      
When appropriate, the subjects and their parent(s)/guardian(s) will be provided with additional pertinent information after participation. Justify:      
 FORMCHECKBOX 
  Soliciting permission would not protect the child (e.g., neglected or abused children) and alternative, appropriate safeguards for protecting the child will be put into place:

Justify why obtaining parent/guardian permission would not protect the child:      
Provide a detailed outline of the alternative, appropriate safeguards that will be put into place to protect the child:      
F. For researchers requesting a waiver of documentation of parental permission:

Note: If documentation of parent/guardian permission is waived, the IRB may require the investigator to provide child subjects and their parents/guardians with a written statement regarding the research that contains all the elements of assent/permission.

Justify below the reason why you are requesting to waive documentation of parent/guardian permission. Check one:
 FORMCHECKBOX 
  The research involves no more than minimal risk or harm to the child participant and involves no procedures for which written permission is normally required outside of the research context.

Specific protocol-based justification supporting the above statement:      
OR

 FORMCHECKBOX 
  The only record linking the child subject and the research would be a signed parent/guardian permission document, the principal risk or harm of the research would be a breach of confidentiality.  

Specific protocol-based justification supporting the above statement:      
In this case, each parent/guardian will be asked whether s/he wants documentation linking their child with the research, and the parent’s/guardian’s wishes will govern.

Describe this process and attach a copy of consent form:      
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