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Page 18 – What are the costs of taking part in this study?
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.
Page 19 – What happens if I am injured or hurt because I took part in this study?
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 (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 919-286-6957.

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 7632.

Page 19 – Who will see my medical information?
Your privacy is very important to us and the researchers will make every effort to protect it. Your information may be given out if required by law. The researchers will do their best to make sure that any information that is released will not identify you. Some of your health information, and/or information about your specimen, from this study will be kept in a central database for research. 
Your research records may be reviewed by (local) 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 VA Office of Research Oversight (ORO), and the Food and Drug Administration. We will not share any information with these groups outside the VHA unless they agree to keep the information confidential and use it only for the purposes related to the study. Any information shared with these outside groups may no longer be protected under federal law. These groups may disclose your information to other groups. If the sponsor receives identified information, it is then the sponsor, and not the VA, who is responsible for the security of the information.

Suggestion to add a section on Genetic Research.
How is my genetic information protected?
Federal laws and policies provide you with protection form discrimination by health insurance companies, group health plans, and most employers based on your genetic information. The Genetic Information Nondiscrimination Act (GINA) generally will protect you in the following ways:
· Health insurance companies and group health plans may not request your genetic information obtained from this research.
· Health insurance companies and group health plans may not use your genetic information obtained from this research when making decisions regarding your eligibility or premiums.
· Employers with 15 or more employees may not use your genetic information obtained from this research when making a decision to hire, promote, or fire you or when setting the terms of your employment.
Be aware that this Federal law does not protect you against genetic discrimination by companies that sell life insurance, disability, or long-term care insurance.



