EDWARD HINES, JR. VA HOSPITAL / CAPT. JAMES A LOVELL FHCC 

INSTITUTIONAL REVIEW BOARD
REQUEST FOR WAIVER OR ALTERATION OF INFORMED CONSENT
Principal Investigator:

Project Title:


Requesting IC waiver for (check one): Study Recruitment and Screening _________,   

Full Study _________ or other (specify) __________
Please indicate your request and provide the required justification so the IRB may have sufficient information to review the request:

( A.  Regulation invoked: 38 CFR 16.116(c) – complete this section
Please note:  this does not apply to research that is FDA regulated
	As defined in 38 CFR 16.116(c) an IRB may:  

 (1)  Approve a consent procedure that does not include, or that alters, some or all of the elements of informed consent; or (2) Waive the requirements to obtain informed consent.

 FORMCHECKBOX 
(a)  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:


1.  Public benefit or service programs;


2.  Procedures for obtaining benefits or services under those programs;


3.  Possible changes in or alternatives to those programs or procedures; or 

4.  Possible changes in methods or levels of payment for benefits or services under those programs.

Identify program or project and authority:

AND

 FORMCHECKBOX 
(b)  The research could not practicably be carried out without the waiver or alteration.  
Provide explanation:


( B.  Regulation invoked: 38 CFR 16.116(d) – complete this section
Please note:  this does not apply to research that is FDA regulated
	As defined in 38 CFR 16.116(d), an IRB may:  

(1) Approve a consent procedure that does not include, or that alters, some or all of the elements of informed consent set

Describe alteration of element or procedure and provide justification:

(2) Waive the requirements to obtain informed consent, (provided the IRB finds and documents that) :  (note all 4 elements must apply)

 FORMCHECKBOX 
(a)  The research involves no more than minimal tangible or intangible risk to the subjects;


Provide justification that the research is minimal risk:

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


Provide justification:

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

Provide justification:
 FORMCHECKBOX 
(d)  Whenever appropriate, the subjects must be provided with additional pertinent information after participation.


Provide description:

(e) The informed consent requirements stated are not intended to pre-empt any applicable Federal, State, or local laws which require additional information to be disclosed in order for informed consent to be legally effective.



( C. Regulation invoked: 38 CFR 16.117(c) – complete this section
Please note:  this does not apply to research that is FDA regulated 
	As defined in 38 CFR 16.117 (c), the IRB may waive the requirement for the investigator to obtain a signed consent form for some or all subjects if it finds either:  

 FORMCHECKBOX 
(1) 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. Provide justification:

OR

 FORMCHECKBOX 
(2) 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. Provide justification




FOR OFFICE USE ONLY:

DECISION Check marks in boxes in this section signify that the Chair or designee has reviewed the request  by the expedited process and has determined:
(
waiver of consent approved under 38 CFR 16.116(c)

(
waiver of consent approved under 38 CFR 16.116(d)

(
alteration of consent approved under 38 CFR 16.116(c)
(
Written consent document (short form), including written summary
(
Letter of Information 

(
Other (i.e. phone, electronic) specify: ___

(
alteration of consent approved under 38 CFR 16.116(d)
(
Written consent document (short form), including written summary
(
Letter of Information 

(
Other (i.e. phone, electronic) specify: ___

(
waiver of documentation approved under 38 CFR 16.117(c)
                          (
Written research statement to be provided to subject 

(
Written research statement NOT required
(
Usual documentation of consent required for the above project

*************************************************************************************

(
Review by expedited procedure approved

(
Expedited review not approved, refer to full Committee
Chair, IRB ________________________  Date:  ________
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