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INSTRUCTIONS FOR INTERNATIONAL RESEARCH AND 

HIPAA AUTHORIZATION REQUIREMENTS
The University Hospitals Case Medical Center’s Research Privacy Board (RPB) has determined that investigators conducting research outside the United States must adhere to HIPAA requirements for all studies unless the investigator requests of waiver of HIPAA based on the criteria outlined in 45 CFR 164.512.

Recognizing the impracticality of asking subjects to sign a lengthy document in technical legal language, a modified shortened form of the required HIPAA language is presented below.  Please include this language in both the English version and all translated versions of your Informed Consent forms.  

If you have any questions or require assistance in preparing your documentation to comply with HIPAA, please contact the Office of Institutional Review at (216) 844-1529 or Phil Cola at (216) 844-5576 or by e-mail philip.cola@uhhospitals.org.

Regulatory Citation:

45 CFR 164.512(i)(2)(ii)

(please cut and paste the paragraph below into the informed consent document that will be used as part of your study)
______________________________________________________________________________________________

Authorization to Use and Disclose your Information

You authorize [insert Principal Investigator’s name] and study staff at University Hospitals and Case Western Reserve University who are working on this research project and their employees to use and disclose information concerning you and your identity, medical history and information collected during this study for the following purposes: [insert a description of each specific purpose of the research study in lay terms].  Such information may also be disclosed or used by others involved in or overseeing the study including the UHCMC Institutional Review Board, the study sponsor and its agents, as well as U.S., European, your and other governmental, regulatory and accrediting agencies. Foreign laws governing privacy, use and disclosure of health information may provide less protection than the laws of your country.  Once disclosed your information may be redisclosed by others who are not required to maintain the privacy of your information.  You may withdraw authorization to collect additional information about you at any time by writing to the local Principal Investigator, but information already collected may be continue to be used and disclosed.  This authorization has no expiration date. 

