Authorization for Research Use of Protected Health Information
[Investigator: This is the template Authorization for Research Use of Protected Health Information. First, fill in the blanks. Then, customize the sections that are italicized to be appropriate for your particular research study. Finally, remove all other italicized sections. For more information, consult DoD regulation 6025.18-R, section C5.3]

Protocol Title: __________________________________________________________

Principal Investigator: ____________________________________ Work Unit #: ____________

  The Federal Health Insurance Portability and Accountability Act (HIPAA) includes a Privacy Rule that gives special safeguards to Protected Health Information (PHI) that is identifiable, in other words, can be directly linked to you (for example, by your name, Social Security Number, birth date, etc.). We are required to advise you how your PHI will be used.

1. What information will be collected? 

  For this research study, we will be collecting information about… Example: your overall health status, any side effects that you are experiencing, and how the medicines are affecting the size of the tumors. 

2. Who may use my PHI within the Military Healthcare System?

  The members of the WRAMC research team will have access to your health information in order to find out if you qualify to participate in this study, to administer research treatments, to monitor your progress, and to analyze the research data. Additionally, your PHI may be made available to health oversight groups such as the WRAMC Department of Clinical Investigation and Human Use Committee.
3. What persons outside of the Military Healthcare System who are under the HIPAA requirements will receive my PHI?
Examples: The Principal Investigator or designee will send your PHI to the CALGB Data Coordinating Center at Duke University (or its successors) to be analyzed. The study sponsor may need to do an audit of the research records. If you experience a complication, we may need to send a copy of your medical record (with your name and other personal identifying information blacked out) to the study sponsor.

4. What is the purpose for using or disclosing my Protected Health Information (PHI)?

a. The members of the WRAMC research team need to use your PHI in order to analyze the information to find out whether the drug we are testing is effective and to monitor your safety.

b. For disclosures outside the DoD: Your blood sample, which will be labeled with your initials, will be sent to the Tissue Bank at Ohio State University (or its successors)  for testing in accordance with the approved study.

5. How long will the researchers keep my Protected Health Information?

  The WRAMC research team in the Cardiology Service will keep the research data for up to three years after the end of the study. Then all the information will be destroyed. The master code will be destroyed as soon as all data collection is completed. For a database or tissue banking study: There is no expiration date. 

6. Can I review my own research information? Examples:

a. If the research includes blinding research participants to their study group: You will not be able to look at your research information until the study has ended.
b. If the research data was obtained from persons other than a health care provider under a promise of confidentiality, and access to the data would likely reveal the source of the information: You will not be able to look at your research information.

c. Other studies: You may look at your personal research information at any time. 

7. Can I cancel this Authorization?

  Yes. If you cancel this Authorization, you will no longer be included in the research study. 

For an interventional study: However, the information that has already been collected will be kept by the research team to assure patient safety. 

For a survey that involves no physical risks to the patient: The information we collected from you can be destroyed at your request.
If you want to cancel your Authorization, please contact the Principal Investigator at phone number.

8. What will happen if I decide not to sign this Authorization?

  If you decide not to sign this Authorization, you will not be able to participate in this research study. Refusal to sign this Authorization will not result in any loss of medical benefits to which you are otherwise entitled.

9. Can my Protected Health Information be disclosed to parties not included in this Authorization who are not under the HIPAA requirements?

  There is a potential that your research information will be shared with another party not listed in this Authorization in order to meet legal or regulatory requirements. Examples of persons who may access your PHI include representatives of the Army Clinical Investigation Regulatory Office, the Food and Drug Administration, the DHHS Office for Human Research Protections, and the DHHS Office for Civil Rights. This disclosure is unlikely to occur, but in that case, your health information would no longer be protected by the HIPAA Privacy Rule.

10. Who should I contact if I have any complaints?

  If you believe your privacy rights have been violated, you may file a written complaint with the WRAMC Privacy Officer, 6900 Georgia Ave., NW, Washington, DC 20307. Telephone: 202-782-3501.

The signature below acknowledges receipt of this Authorization:

Signature: _____________________________
Date: ________________

If you are a parent, court-appointed representative, or acting as power of attorney, indicate your authority to act for the participant: _____________________

Print Name: _____________________________

A copy of this signed Authorization will be provided to you.
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