[bookmark: _Hlk524700010]WAIVER OF INFORMED CONSENT DOCUMENTATION
Durham VA Health Care System 

REQUEST FOR WAIVER OR ALTERATION OF INFORMED CONSENT PROCESS
Durham VA Health Care System Institutional Review Board
[bookmark: _GoBack]A. Project Title
	     




B.  Principal Investigator Information
	Principal Investigator:      
Email:      
Phone Number:      



INSTRUCTIONS: Double click boxes to check or uncheck.

C. Type of Waiver Request
	|_|  1.  Waiver of the requirement to obtain informed consent. (e.g., Secondary research and no interactions or interventions with participants)

	|_|  2. Waiver or Alteration of one or more specific elements of the informed consent.

	|_|  3. Waiver of informed consent requirement for recruitment purposes only.  Informed consent will be sought from participant prior to enrollment. Applicable to prospective studies approved prior to January 21, 2019.[footnoteRef:1]  [1:  A request for waiver of informed consent for screening, recruiting, or determining eligibility is not required for prospectively enrolling studies approved on or after 01/21/2019 if either of the following condition are met and described in the protocol: 1) The investigator will obtain information through oral or written communication with the prospective subject; and/or 2) The investigator will obtain information by accessing records or stored biospecimens.
] 




D. Criteria to be Eligible to Submit a Waiver or Alteration Request  45 CFR 46.116(e) / 45 CFR 46.116(f)
	The proposed research must meet criterion 1 or criterion 2 to be eligible for a waiver or alteration request.

	
Criterion 1:  |_|    Waiver or alteration of consent in research involving public benefit and service programs               conducted by or subject to the approval of state or local officials. All criteria below must be meet.
1. 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 public benefit or service programs; procedures for obtaining benefits or services under those programs; possible changes in or alternatives to those programs or procedures; or possible changes in methods or levels of payment for benefits or services under those programs. 
2. The research could not practicably be carried out without the waiver or alteration.
            Note – this criterion cannot be used for FDA regulated research.

	
Criterion 2:  |_|   General waiver or alteration of consent. All criteria below must be meet.
1. The research involves no more than minimal risk to the subjects.
2. The research could not practicably be carried out without the requested waiver or alteration.
3. If the research involves using identifiable private information or identifiable biospecimens, the research   could not practicably be carried out without using such information or biospecimens in an identifiable format.
4. The waiver or alteration will not adversely affect the rights and welfare of subjects.
5. Whenever appropriate, the subjects or LARs will be provided with additional pertinent information after participation. 



E. Justification for the Waiver Criterion 1: Public Benefit or Service Programs       Not Applicable |_| Skip to Section F.
	1. Describe the specific public benefit or service program and the procedures or alternatives involved. 
      

2. Describe why the research would not be possible without the waiver or alteration.  If requesting an alteration in the informed consent process, describe how it will be altered. 
     



F. Justification for Waiver Criterion 2: General waiver      	Not Applicable  |_| Skip to Section G.
	1.  Provide justification that the study is minimal risk.
     

2. If requesting to omit or alter some or all elements of informed consent, describe the alteration of elements or procedure and provide justification. Also complete Appendix A.  |_|  N/A 
     

3. Explain why the research would not be possible without the waiver or alteration.  
     

4. If the research involves using identifiable private information or identifiable biospecimens, describe why the research could not practicably be carried out without using such information or biospecimens in an identifiable format.  
     

5. Explain why the waiver or alteration will not adversely affect the rights and welfare of the participants.
     

6a. Will participants be provided with additional pertinent information after their participation? 
 |_| YES   |_| NO

6b. If yes, describe the additional information and how it will be provided.  |_| N/A
                




	


G. Investigator Assurances
	By signature below, the principal investigator acknowledges the following:
1.  This project involves no more than minimal risk to the participant.  Minimal risk is defined as 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.

2.  Even if the waiver or alteration is granted, the DVAHCS IRB may require other conditions, such as providing pertinent information to the subjects after their participation.

3.  Even though a waiver or alteration may be granted, I acknowledge that it is still my responsibility to ensure that the rights and welfare of the participants are protected in accordance with VA and other federal requirements.

                                                                                                                                                       
Principal Investigator Signature                                                                                           Date




	
IRB USE ONLY




IRB Determination: Waiver or Alteration of Informed Consent Process
	The waiver request meets the below checked criteria for approval:

Criterion 1:  |_|    Waiver or alteration of consent in research involving public benefit and service programs               conducted by or subject to the approval of state or local officials. All criteria below are meet.
1. 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 public benefit or service programs; procedures for obtaining benefits or services under those programs; possible changes in or alternatives to those programs or procedures; or possible changes in methods or levels of payment for benefits or services under those programs. 
2. The research could not practicably be carried out without the waiver or alteration.

Criterion 2:  |_|   General waiver or alteration of consent. All criteria below are meet.
1. The research involves no more than minimal risk to the subjects.
2. The research could not practicably be carried out without the requested waiver or alteration.
3. If the research involves using identifiable private information or identifiable biospecimens, the research  could not practicably be carried out without using such information or biospecimens in an identifiable format. This criterion is not applicable for protocols under the pre-2018 Common Rule Requirements. 
4. The waiver or alteration will not adversely affect the rights and welfare of subjects.
5. Whenever appropriate, the subjects or LARs will be provided with additional pertinent information after participation.

	Action taken with this waiver or alteration request:

|_| The request to waive or alter one or more specific elements of informed consent is APPROVED as requested. 
|_| The request to waiver the entire informed consent process is APPROVED, as requested.
|_| The request for waiver of informed consent is approved for recruitment only. Note: For studies approved prior to 01/21/2019 and under the pre-2018 Common Rule requirements.
|_| The request for waiver or alteration of informed consent is NOT APPROVED. Reasons for disapproval are indicated in the comments below.


	Studies under the pre-2018 Common Rule Requirements (studies approved prior to January 21, 2019):

|_| The protocol is under the pre-2018 Common Rule requirements and Criterion 2, item 3, is not applicable. The protocol meets waiver of informed consent criteria under the pre-2018 Common Rule requirements of 45 CFR 46.116(d).

	COMMENTS:  




	
__________________________________________________________________________________________ 
IRB Reviewer                                                                                                                        Date



APPENDIX A: Request to Alter or Omit Requirements of Informed Consent

Directions: Mark below the informed consent elements you wish to alter or omit.
	[bookmark: _Hlk528316434]1. Required Elements. 

	1. [bookmark: _Hlk533689879]A statement that the study involves research
	|_|

	2. An explanation of the purposes of the research.
	|_|

	3. The expected duration of the subject’s participation.
	|_|

	4. A description of the procedures to be followed.
	|_|

	5. Identification of any procedures that are experimental. (May be omitted if there are none.)
	|_|

	6. A description of any reason ably foreseeable risks or discomforts to the participant.
	|_|

	7. A description of any benefits to the participant or others that may be reasonably expected from the research
	|_|

	8. A disclosure of appropriate alternative procedures or courses of treatment that might be advantageous to the participant. (May be omitted if there are none.)
	|_|

	9. A statement describing the extent to which confidentiality of the records identifying the subject will be maintained. 
	|_|

	10. FDA regulated research ONLY: A statement that FDA may inspect the research records.
	|_|

	11. An explanation as to whether any compensation is available if injury occurs.
	|_|

	12. If compensation is available if injury occurs, an explanation of what they consist of, or where further information can be obtained.
	|_|

	13. An explanation as to whether any medical treatments are available if injury occurs. 
	|_|

	14. If medical treatment occurs, an explanation as to what it consists of or where further information can be obtained.
	|_|

	15. An explanation of whom to contact for answers to pertinent questions about the research.
	|_|

	16. An explanation of whom to contact in the answers to pertinent questions about research rights, to discuss problems, and concerns.
	|_|

	17. An explanation of whom to contact in the event of a research-related injury.
	|_|

	18. A statement participation is voluntary.
	|_|

	19. A statement that refusal to participant will involve no penalty or loss of benefits to which the participant is otherwise entitled.
	|_|

	20. A statement that the participant may discontinue participation at any time without penalty or loss of benefits to which the participant is otherwise entitled.
	|_|

	21. One of the following statements about any research that involves the collection of identifiable private information or identifiable biospecimens: 
a. 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 LAR.
b. A statement that the subject’s information or biospecimens collected as part of the research, even if identifiers removed will not be used or distributed for future research studies.
	|_|

	2. Additional Required Elements.   NOTE: The below items may be omitted if they do not apply to the research and an IRB approved waiver of the element is not required. Only mark elements below you are requesting to waive, alter, or omit if the element is applicable to the study. If the element is not otherwise applicable or required for the study, do not mark.

	1. [bookmark: _Hlk533690044]A statement that the particular treatment or procedure may involves risks to the subject that are currently unforeseeable.
	|_|

	2. A statement that if the participant is or becomes pregnant, the particular treatment or procedure may involve risks to the embryo or fetus, which are currently unforeseeable.
	|_|

	3. Anticipated circumstances under which the subject’s participation may be terminated by the investigator without regard to the participants consent.
	|_|

	4. Any additional costs to the subject that may result from participation in the research
	|_|

	5. The consequences of a participant’s decision to withdraw from the research.
	|_|

	6. Procedures for orderly termination of participation by the participant. 
	|_|

	7. A statement that significant new findings developed during the course of the research that may relate to the subject’s willingness to continue participation will be provided to the participant.
	|_|

	8. The approximate number of subjects to be entered in the study.
	|_|

	9. A statement that the subjects biospecimens (even if identifiers are removed) may be used for commercial profit and whether the participant will or will not share in the commercial profit.
	|_|

	10. A statement regarding whether clinically relevant research results will be disclosed to the subjects, and if so, under what conditions.
	|_|

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

	3. VA Required Elements and Statements

	12. A statement that informs VA research subjects that they or their insurance will not be charged for any costs related to the research. 

DOES PARTICIPATION IN THIS RESEARCH STUDY COST ANYTHING?
Where appropriate, the following VA required statement must be included (note: this statement is not required if enrolling non-veterans or VA providers): There will be no costs to you for any of the research treatment or research testing done as part of this research study. Some Veterans are required to pay co-payments for medical care and services provided by VA. These co-payment requirements will continue to apply to medical care and services provided by the VA that are not part of this study.
	|_|

	WHAT WILL HAPPEN IF I AM INJURED WHILE PARTICIPATING IN THE RESEARCH STUDY?
13. VA required statement: The VA will provide necessary medical treatment should you be injured by being in this study.  You will be treated for the injury at no cost to you.  This care may be provided by the Durham VAHCS or arrangements may be made for contracted care at another facility.  Every reasonable safety measure will be taken to protect your well-being. You have not released this institution from liability for negligence. In case of research related injury resulting from this study, you should contact your study team. If you have questions about compensation and medical treatment for any study related injuries, you can call the medical administration service at this VA Medical Center at 919-286-6957.
	|_|
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