	University of Hawaii – Human Studies Program
CHECKLIST for RESEARCH AUTHORIZATIONS INVOLVING

Protected Health Information

	Required Elements
	Addressed

	1. A description of each purpose of the requested use or disclosure/release for each individual requesting the information including the investigator and sponsor.


	

	2. A specific description of the information to be used or disclosed/released that identifies the information in a specific and meaningful fashion such as the nature of and the time span of the protected health information to be disclosed. The State of Hawaii requirement for disclosure of specially protected information must be included. (Language is included in the Human Studies Program authorization template).


	

	3. The name of the PI and the class of other persons or groups authorized to use and/or disclose/release the information (e.g., Principal Investigator, research staff, medical facility (name) staff, and/or the clinicians participating in the research protocol).


	

	4. The name or other specific identification of the persons, or class of persons, to whom disclosures will be made (e.g., collaborators at other institutions, central lab, study sponsor, CRO/SMO/monitors, data coordinating centers, DSMB’s, FDA, etc.


	

	5. The potential for PHI to be subject to re-disclosure by the recipient and no longer protected by the HIPAA Privacy Rule.


	

	6. The expiration date or an expiration event for the authorization. This can be stated as “End of Research Study” or “None” or a specific date.


	

	7. A description of other covered research activities that are not part of the present research protocol. No blanket authorization for additional related or unrelated research is allowed.


	

	8. The individual’s right to revoke the authorization and instructions on how to exercise this right. Revocation must be in writing and addressed to the Principal Investigator.


	

	9. The investigator’s right to use the PHI gathered prior to receipt of the revocation.


	

	10. Signature of the individual or legally authorized representative. Include a description of the authority to act on behalf of the subject, if applicable.


	

	11.  Date signed.


	

	12.  Consequences of refusal to sign (e.g., not being able to participate in the study).


	

	13. Conditional Statement that provider/facility may not withhold or refuse other medical treatment if the subject refuses to sign the authorization.


	

	14.  Statement that the subject will receive a copy of the signed authorization.
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