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This document is meant to serve as a guide for study teams to use when requesting a Waiver of Documentation of Informed Consent (e.g., verbal consent will be obtained; participant will not sign a consent form).  
GUIDELINES:
1. Because the presentation is verbal, the script may be somewhat shorter but must include the required elements of consent.  
2. The informed consent process must begin with a concise and focused presentation of the key information that is most likely to assist a prospective subject or LAR in understanding reasons why or why not to participate.
3. Required elements of informed consent: The below elements of informed consent are required, as applicable to the research, and must be discussed with the participant unless the investigator is also requesting to alter or omit certain required elements of informed consent via the Request for Waiver or Alteration of Informed Consent Process form.
a. A statement that the study involves research; An explanation of the purposes of the research; The expected duration of the subject’s participation; A description of the procedures to be followed;
b. Identification of any procedures that are experimental. May be omitted if there are none.
c. A description of any reason ably foreseeable risks or discomforts to the participant.
d. A description of any benefits to the participant or others that may be reasonably expected from the research
e. A disclosure of appropriate alternative procedures or courses of treatment that might be advantageous to the participant. May be omitted if there are none.
f. A statement describing the extent to which confidentiality of the records identifying the subject will be maintained. 
g. FDA regulated research ONLY: A statement that FDA may inspect the research records.
h. An explanation as to whether any compensation is available if injury occurs.
i. If compensation is available if injury occurs, an explanation of what they consist of, or where further information can be obtained.
j. An explanation as to whether any medical treatments are available if injury occurs. 
k. If medical treatment occurs, an explanation as to what it consists of or where further information can be obtained.
l. An explanation of whom to contact for answers to pertinent questions about the research.
m. An explanation of whom to contact in the answers to pertinent questions about research rights, to discuss problems, and concerns.
n. An explanation of whom to contact in the event of a research-related injury.
o. A statement participation is voluntary.
p. A statement that refusal to participant will involve no penalty or loss of benefits to which the participant is otherwise entitled.
q. A statement that the participant may discontinue participation at any time without penalty or loss of benefits to which the participant is otherwise entitled.
r. One of the following statements about any research that involves the collection of identifiable private information or identifiable biospecimens: 
i. 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.
ii. 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.

4. Additional Elements. If applicable to the research, the below elements must be included. If not applicable, do not include the element(s).
a. A statement that the particular treatment or procedure may involves risks to the subject that are currently unforeseeable.
b. 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.
c. Anticipated circumstances under which the subject’s participation may be terminated by the investigator without regard to the participants consent.
d. Any additional costs to the subject that may result from participation in the research
e. The consequences of a participant’s decision to withdraw from the research.
f. Procedures for orderly termination of participation by the participant. 
g. 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.
h. The approximate number of subjects to be entered in the study.
i. 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.
j. A statement regarding whether clinically relevant research results will be disclosed to the subjects, and if so, under what conditions.
k. 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.




SAMPLE VERBAL CONSENT SCRIPT / INFORMATION SHEET
Instructions:
1) Must contain all required elements, unless the investigator is also requesting to alter or omit certain required elements of informed consent via the Request for Waiver or Alteration of Informed Consent Process form.
2) This document may serve as a template when obtaining verbal consent under an approved waiver of documentation of informed consent. 
3) Additionally, this document may serve as an information sheet to be provided to participants for studies with an approved waiver of documentation of informed consent.

STUDY TITLE: <insert study title>

OVERVIEW AND KEY INFORMATION [REQUIRED] You are being asked to participate in a research study conducted by <insert name and location>.   We are conducting a study to <insert main objective and why subject is being asked> Your participation in this research study is voluntary.  You may choose not to participate or leave the study at any time without penalty or loss of benefits to which you were otherwise entitled.     

PURPOSE [REQUIRED]
We are conducting a research study to <insert short summary of the study purpose/aims> 

DURATION [REQUIRED]
Your participation in this study will last <Indicate the participant’s approximate overall length of involvement in the study (days, weeks, or months)>. <If applicable; if clinical data will continue to be accessed in the medical record:> We will continue to collect follow-up information <insert timeframe>  

PROCEDURES [REQUIRED]
If you agree to participate, you will <insert all study procedures; include duration (e.g., one-hour survey). <For surveys, interviews, questionnaires, include statements that all questions do not have to be answered.> 

One of the following statements must be included: Your [data / samples] may be stored and used for future studies without additional consent from you if identifiable private information, such as your name or medical record number, are removed. OR: Your [data / samples ] will not be stored and used for future studies even if identifiable information, such as your name or medical record number, are removed.

[VA requirement] <If photographs, video, and/or audio recordings are to be taken or obtained for research purposes, describe how the photographs, video, and/or audio recordings will be used for the research, and whether the photographs, video, and/or audio recordings will be disclosed>

REASONABLY FORESEEABLE RISKS AND DISCOMFORTS [REQUIRED]
<insert relevant risks/discomforts such as risk of disclosure of subject’s information, mental distress, fatigue, etc.  Include risks specific to VA employees, such as supervisors learning of their responses.>  <E.g,: There is the potential risk of loss of confidentiality.  Every effort will be made to keep your information confidential; however, this cannot be guaranteed.  Some questions asked as part of this study may make you feel uncomfortable or increase distress. This discomfort or increased distress is usually temporary and well tolerated. You do not have to answer questions and you can take a break at any time. You can call the study team at any time if you experience any discomfort related to the research.>

REASONABLY EXPECTED BENEFITS TO PARTICIPANTS OR OTHERS [REQUIRED]
<Describe possible benefits; do not include compensation language here> You may not personally benefit from taking part in this study, but your participation may lead to knowledge that will help people in the future.  

CONFIDENTIALITY [REQUIRED]
The information collected for this study will be kept confidential.  Your research records may be reviewed by Durham VA staff who are responsible for the safe conduct of this research. We may also provide your research records to federal agencies such as the Office for Human Research Protections (OHRP), the VA Office of the Inspector General (OIG), and the Office of Research Oversight (ORO). <Include others who may be provided with study information.>
COMPENSATION [OMIT IF NO COMPENSATION PROVIDED]
<insert payment. If no compensation provided omit section or:> You will receive no payment for your participation.
RESEARCH RELATED INJURY [VA REQUIREMENT] 
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. 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.

RESEARCH COSTS [VA REQUIREMENT, WHERE APPROPRIATE. OMIT IF NOT APPROPRIATE OR APPLICABLE]
<When appropriate, a statement that informs participants that they or their insurance will not be charged for costs related to the research.> <E.g.,: 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 VA that are not part of this study.>

CONTACT INFORMATION [REQUIRED]
If you have questions about the study or need to talk to the study team, you can contact <name of Investigator at (xxx)-xxx-xxxx>. If you have questions about the research or your rights as a research participant, or have other concerns or complaints, you may contact the administrative officer of the research service at (919) 286-0411, extension 177632.  If you would like to check that this study is approved by the Durham VAHCS’s Institutional Review Board, please call the research office at (919) 286-0411, extension 176926.
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