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Protocol Title:	Comment by Anil Raj: Principal Investigator to provide content for each highlighted section and DELETE ALL COMMENTS AND HIGHLIGHTING BEFORE FINALZING THIS DOCUMENT.
 
Principal Investigator: 
Project Number: 
 
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, 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? 
 
Study specific data related to participant responses to the administration of the protocol tasks and treatment will be collected. In addition, PHI to be collected as part of the study includes: 

 
2. Who may use my PHI within the Military Healthcare System?
 
The members of the Florida Institute for Human and Machine Cognition (IHMC) research team will have access to your health information in order to determine if you qualify to participate in this study, to administer research treatments, to monitor your progress, and to analyze the research data. Participating military physical medicine and rehabilitation staff will also have access to this data. Additionally, your PHI may be made available to health oversight groups such as the IHMC Institutional Review Board (IRB). 
 
3. What persons outside of the Military Healthcare System who are under the HIPAA requirements will receive my PHI?
 
The members of the research team will have access to your health information in order to determine 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 Human Research Protections Office Department and the Institutional Review Board to ensure your rights are being protected.
 
4. What is the purpose for using or disclosing my Protected Health Information (PHI)?
 
The research staff will need to know your health status to determine if it is appropriate for you to participate in the study protocol and to interpret your your responses. 
 
5. How long will the researchers keep my Protected Health Information?
 
This authorization lasts for two (2) years.
You may stop this authorization at any time via written notification to the study principal investigator. If you stop authorization, we may continue to use your information already collected as part of this study, unless specifically directed not to by you. We will not collect any new information. 
If you choose not to sign this authorization, or later stop authorization, you might not be able to continue to participate in the study.
 
6. Can I review my own research information? 
 
You may request to review your 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. 
If you want to cancel your Authorization, please notify the Principal Investigator in writing. 
 
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 Responsible Conduct of Research Program, Bureau of Medicine Human Research Protection Program, the Food and Drug Administration, the Department of Health and Human Services (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. Research records will be stored in a confidential manner so as to protect the confidentiality of subject information. 
 
 
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:
 
Anil Raj, MD
Chair, IHMC Institutional Review Board
Florida Institute for Human and Machine Cognition
40. S. Alcaniz St. Pensacola, FL 32503 (850) 202-4462 araj@ihmc.org
 
By signing this document, I authorize IHMC personnel to use and disclose my personal Protected Health Information collected about me for research purposes as described above. My signature below also acknowledges receipt of a copy 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.
 
