THE OHIO STATE UNIVERSITY

HIPAA RESEARCH AUTHORIZATION FORM

GENERAL INFORMATION AND INSTRUCTIONS
The HIPAA Privacy Rule requires that principal investigators (PIs) at The Ohio State University provide research subjects with information concerning how a subject’s past, present, and future health-related information (collectively, protected health information or PHI) will be used, shared, and protected during the research. Specifically, the Privacy Rule requires that PIs inform subjects of the following:  1) specific kinds of information that will be used or disclosed to others during the course of the research; 2) specific identities of collaborating investigators, sponsor companies, or sponsor agencies that will potentially receive copies of subjects’ PHI during the research; 3) that subjects have a right to review their research-related PHI; and 4) that subjects have the express right to revoke their authorizations for the release of PHI at any time.

To meet these requirements, PIs using PHI obtained from medical or research records from The Ohio State University Hospital, The Arthur G. James Cancer Hospital and Richard J. Solove Research Institute, The Ohio State University Richard M. Ross Heart Hospital, The Ohio State University Harding Hospital, The Ohio State University Hospital East, and the Primary Care Network (The Ohio State University Wexner Medical Center), or other university operated health centers or clinics must complete and obtain a signed copy of the university’s “Authorization to Use Personal Health Information in Research” form (the Authorization) from subjects enrolling in research studies (or be granted a waiver or alteration by an IRB or Privacy Board) in addition to obtaining a signed IRB-approved consent form (or be granted a waiver or alteration by the IRB).  The form will need to be carefully prepared by PIs to ensure that the Authorization covers ALL of the necessary uses and disclosures of personal health information used in clinical research.  Failure to do so may violate the Privacy Rule and result in penalties against the university, as well as individual civil and criminal penalties against the principal investigator. 

INSTRUCTIONS TO RESEARCHERS

FOR PREPARING THE RESEARCH AUTHORIZATION FORM

1. Complete the first section of the Authorization form with title of the study, Ohio State IRB protocol number, and PI name.  Add subject name at the time of authorization.  Please note: Do not include these instructions as part of the completed Authorization form.

2. “Those Who May Use, Share, and Receive Your Information as Part of This Study” – List every known non-Ohio State person, class of persons, or organization (including the sponsor agency or company, known subsidiaries of the sponsor, cooperative data groups, etc.) that may create, disclose, receive, and/or use the information in connection with the study.  Fill in the blanks on the form (and delete the instructions in italics as well as inapplicable bulleted sections), as appropriate.  If information will not be disclosed outside of The Ohio State University, delete all bullets under “These researchers, companies and/or organization(s) outside of The Ohio State University may also use, share and receive your health information in connection with this study” and insert “None.”  Note: if a person(s) or organization is not listed on the form, they may not create, disclose, receive, or use PHI in connection with the study.
3. “HIPAA Privacy Contact” – If the research involves the use of medical records from Ohio State’s University Wexner Medical Center insert (where applicable) the contact and address: HIPAA Privacy Officer, Suite E2140, 600 Ackerman Road, Columbus, OH  43201.

If the research solely involves the use of personal health records at sites other than The Ohio State University Wexner Medical Center clinics or health care facilities (for example, College of Dentistry and Dental Faculty Practice, College of Optometry, Nisonger Center, Younkin Success Center, Psychological Services Clinic, The Ohio State University Speech-Language-Hearing Clinic), insert the name and address of the appropriate Privacy Contact for the center, school, clinic, or practice group.  If unknown, contact the director of the health center, school, clinic, or practice group or the Office of Legal Affairs at (614) 292-0611 for the contact and address of the applicable Privacy Contact.  

4. The Authorization must be presented to all newly enrolled subjects (or subjects who provide re-consent and have not previously signed an authorization) in IRB-approved research at the time informed consent is obtained.  The subject or his/her legally authorized representative must be provided with a copy of the Authorization form after it has been signed.  The original, signed copy must be retained in the research file for a period of six years from the date the Authorization was signed (or longer, according to sponsor requirements).  Please note: Prior IRB approval of the Authorization is not required; however, the Privacy Contact may conduct audits of the Authorization to ensure completeness.  

5. “Notice of Privacy Practices” – Individuals who receive health care services at the university should receive a copy of a Notice of Privacy Practices (NPP) and sign an acknowledgement (NPP Acknowledgement form) that (s)he obtained the NPP.


If the research involves the use of health and/or medical records from The Ohio State University Wexner Medical Center and the subject has not received a copy of Ohio State’s Wexner Medical Center NPP, provide the subject with a copy of the NPP.  The subject should sign a copy of the NPP Acknowledgement form.  The original, signed copy of the NPP Acknowledgement form must be retained in the research file for a period of six years from the date the NPP Acknowledgement was signed (or longer, according to sponsor requirements).  The Ohio State University Wexner Medical Center NPP and NPP Acknowledgement form are available in electronic format on Ohio State’s Wexner Medical Center website at http://medicalcenter.osu.edu/privacypolicy/Pages/index.aspx.

If the research involves the use of health records at sites other than The Ohio State University Wexner Medical Center clinics or facilities (including the sites listed above) and the subject has not received a copy of the facility or clinic’s individual NPP, provide the subject with a copy of the NPP.  Contact the director of the applicable health center, school, clinic or practice group to obtain a copy of the NPP and the NPP Acknowledgement form.  The original, signed copy of the NPP Acknowledgement form must be retained in the research file for a period of six years from the date the NPP Acknowledgement was signed (or longer, according to sponsor requirements).
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