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	xPlease Note:  The following table includes required VA boilerplate language that is to be inserted into the VA Facility’s boilerplate language document. These tables are not to be submitted in lieu of submission of a VA Facility’s boilerplate language document.  

If your institution will be adding institution specific headers/footers to the CIRB-approved consent form these should be included as part of your boilerplate language submitted to the NCI CIRB for approval.

	
	NCI Template 
	VA Boilerplate 

	What are the costs of taking part in this study?

	Talk to your insurance provider and make sure that you understand what your insurance pays for and what it doesn’t pay for if you take part in this clinical trial. Also, find out if you need approval from your plan before you can take part in the study. [insert language to the right] 
	[insert] However, if you are a VA study participant you or your insurance 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.


	What happens if I am injured because I took part in this study?

	If you are injured as a result of taking part in this study and need medical treatment, please talk with your study doctor right away about your treatment options. The study sponsors will not pay for medical treatment for injury. Your insurance company may not be willing to pay for a study-related injury. Ask them if they will pay. If you do not have insurance, then you would need to pay for these medical costs. [insert language to the right]


	[insert] However, if you are a VA study participant  then the VA (not you or your insurance) 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 (insert local name) VAMC 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 (insert phone number).
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 (fill in numbers).

	Who will see my medical information?

	Your privacy is very important to us.  The study doctors will make every effort to protect it.  The study doctors have a privacy permit to help protect your records if there is a court case. [insert language to the right] However, some of your medical information may be given out if required by law.  If this should happen, the study doctors will do their best to make sure that any information that goes out to others will not identify who you are. [insert language to the right]












Add the following to the bulleted list of agencies who may see records. [endnoteRef:1] [1:  If the CIRB-approved consent form does not list agencies that could potentially see records at your site add to the list (e.g., the Office of Human Research Protections (OHRP), the local Human Research Protections Program) include them in your institution’s boilerplate language.
] 

	[insert] This privacy permit is called a Certificate of Confidentiality. In addition to help protecting your study records if there is a court case, the Certificate of Confidentiality also does not allow researchers to release research information identifying you to other people not connected with the study unless you allow it except in a few situations, such as if required by law.  However, some of your medical information may be given out if required by law.  If this should happen, the study doctors will do their best to make sure that any information that goes out to others will not identify who you are. [insert] Your study doctors will put information about your participation in this study in your VA medical record for your safety. It is important for other health care providers taking care of you to know any study drugs or study treatments you are receiving.

· the VA Office of the Inspector General (OIG),
· the VA Office of Research Oversight (ORO).


	My signature agreeing to take part in the study
	No changes or additions to the consent form template text are permitted in the signature section, including attestations,  but institutions can add, not replace, appropriate signature lines with dates and times.[endnoteRef:2] [2:  If additional lines will be added to the signature section of the CIRB-approved consent form include them in your institution’s boilerplate language.
] 

	If required, include additional lines used that are not present in the NCI template consent form (e.g., Participant’s name, LAR, Witness, date, time). 
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