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[Required Text:] Study Title for Study Participants: [enter study participant title here]

[Required Text:] INSTITUTIONAL REVIEW BOARD INFORMATION:

All research studies taking place within the Durham Veterans Health Care System (VAHSC) are typically reviewed by the Durham Veterans Affairs Medical Center (DVAMC) Institutional Review Board (IRB) with respect to risks and benefits in participating in research and the protection of human subjects in research.

For this research study, the Durham VAMC IRB has agreed to rely on the National Cancer Institute Central Institutional Review Board (NCI CIRB) for review and oversight of this study. If you have any questions about the IRB, please contact the NCI CIRB at 888-657-3711.
[INSERT THE NCI MODEL CONSENT DOCUMENT. Local Contact Information may be entered, were allowable, on the NCI model consent document. Include the below approved local boilerplate language, as required and as applicable to the study. Do not add any additional or supplemental statements, language, or text that do not appear on this document. If the informed consent document requires additional language applicable to the local site (e.g., conflict of interest statements), contact the research office. Delete all instructions in italics and colored font, including these.]


 [Insert the below statement at end of ‘What are the costs of taking part in this study?’ of the NCI model consent] Required text: You will not be charged for any treatments or procedures that are part of this study. If you usually pay co-payments for VA care and medications, these co-payment requirements will continue to apply to medical care and services provided by VA that are not part of this study.
 [Insert the below statement at the end of ‘What happens if I am injured because I took part in this study?’] Required text: 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.  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. 
[Insert the below statement at the end of ‘Where can I get more information?’]   

Required Text: If you want to speak to someone who is not a member of the study to discuss problems, ask questions or voice concerns, you can call (919) 286-0411, extension 177632.
[Insert the below statements under ‘Optional studies that you can choose to take part in’ and ‘Contact for Future Research’, if applicable:]
The optional [study / studies] discussed in this section [is / are] not being offered at the DVAHCS.  The optional [study / studies] discussed this section [is / are] closed to enrollment at the DVAHCS and, therefore, Durham VAHCS research participants cannot enroll the optional [study / studies]. 
[Under ‘Optional studies that you can choose to take part in’ and ‘Contact for Future Research’ check boxes can be used in lieu of circling Yes or No]
              FORMCHECKBOX 
  YES
    FORMCHECKBOX 
  NO
[Insert this information at the end of ‘Who will see my medical information?’:] 
Required Text: 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), the VHA Office of Research Oversight (ORO), and the VHA Office of Research and Development (ORD).  

Required Text: Other organizations that might look at or receive copies of the information in your study records, which may include health information: 
Duke University Health System (DUHS)—Durham VAHCS affiliate health care system
Duke Cancer Institute—Durham VAHCS affiliate institution
[Include this section at the end of the model consent, if applicable:]
DVAHCS FINANCIAL INTEREST RELATED TO THIS RESEARCH STUDY 

 [*If any real or apparent conflict of interest is associated with an investigator, contact to DVAHCS research office. The conflict of interest statement will require approval by NCI CIRB prior to incorporating the statement into the consent.]
	  DVAMC IRB Acknowledgement Date:

	Durham VAHCS Template Date: 2019-01-03
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