Version 4/8/03 and Revised 04/06/15
Protocol-Specific Authorization Form for Access to and Use of Protected Health Information (“PHI”) in Research as Required by the Health Insurance Portability and Accountability Act (“HIPAA”)
This document is a tool to assist investigators and staff involved in presenting Protocol-Specific HIPAA authorizations to patients enrolling on Fred Hutch research protocols and is NOT intended for distribution to study participants or patients.  

Frequently Asked Questions
A signed, protocol-specific HIPAA authorization form is needed ONLY if the research informed consent form (“ICF”) states that the researchers will be asking health care providers (who are  “covered entities” under HIPAA) to release a participant’s individually identifiable health information (“protected health information” as defined by HIPAA).  Investigators may elect to incorporate HIPAA research authorization language into the informed consent form but it is important to seek review of the proposed language by the Fred Hutch Office of the General Counsel in order to ensure that all of the required elements are included.
A HIPAA research authorization (or HIPAA research authorization language in the ICF) is NOT required if the study involves access to health information that is self-disclosed by the participant.  

Which Patients Are Offered the Protocol-Specific HIPAA Authorization Form?

If a patient does not meet the criteria for the Transplant Program HIPAA Authorization Form (described below), they should sign a Protocol-Specific HIPAA Authorization Form for each ICF they sign.  The types of patients offered protocol-specific HIPAA research authorizations will primarily include non-transplant patients or normal volunteers. A template for a Protocol-Specific HIPAA Authorization Form is available through the Institutional Review Office website. 
Which Patients Are Offered the Transplant Program HIPAA Authorization Form?

Generally, the following Transplant Program patients and donors will be asked to sign the Transplant Program HIPAA Authorization Form (previously called the “General HIPAA Authorization”): 

· New patients and donors, whose initial coordination of care plans (including research) is conducted by the SCCA Intake Office; 

· Existing transplant patients and donors currently in treatment at SCCA, UW or Children’s; 
· Previous patients transplanted on Fred Hutch (or collaborator)protocols and who are presented with any Fred Hutch protocol. 

These patients and donors will only be required to sign ONE Transplant Program HIPAA Authorization Form. As always, these patients will continue to sign an ICF for each research protocol in which they enroll.
New transplant patients will sign the Transplant Program HIPAA Authorization Form at the time of their initial consent conference. All other patients meeting the criteria above will be asked to sign a Transplant Program HIPAA Authorization Form at the time they enter/re-enter the Fred Hutch system.  To verify whether or not a participant has already signed a Transplant Program HIPAA Authorization Form, contact Linda Glockling in Data Management at 206-667-4728.
Talking Points

As you present the Protocol-Specific HIPAA Authorization Form, please note: 
· In all likelihood, the patient will have already signed some provider facility’s “consent for care” and will have been given the provider facility’s “Notice of Privacy Practices” (another HIPAA requirement). In doing this, the patient may think they have already signed some kind of an “authorization.” Emphasize that the HIPAA authorization pertains to research, not health “care” services, and is different from the “consent for care.” 

· By signing the Protocol-Specific HIPAA Authorization Form, the patient gives permission to doctors, clinics, labs, hospitals and other health care providers to share the patient’s health information (including specimens) with the researchers listed on the research consent form. For example, a signed authorization permits SCCA to share the patient’s health information with researchers at FHCRC.
· The Protocol-Specific HIPAA Authorization Form is used in conjunction with the research consent, but is not a “research consent” form itself. The consent form describes the research study. The authorization is used to show that the participants have given permission to health care providers to release their individual health information to researchers in connection with this particular research study. 
· If the Protocol-Specific Authorization Form includes a section that requires the participant to expressly grant permission for the researchers to have access to sensitive information such as STD or HIV status or information about drug/alcohol or mental health diagnosis or treatment, it is important that this section be completed. 
If a participant REFUSES to sign the Protocol-Specific HIPAA Authorization Form: 
· Explain that this means the researchers cannot obtain the participant’s protected health information (“PHI”) from providers as described in the research consent form.  The participant may still be able to participate in some research studies by providing health information to the researchers themselves in response to questionnaires or surveys.  However, most studies involving treatment for disease conditions will require that the researchers obtain access to PHI.
· If obtaining the participant’s PHI from providers (who are “covered entities” under HIPAA) is essential to completing the study, the researcher has the option under HIPAA to not allow the participant to join the study.  This will be described in the Protocol-Specific Authorization Form.
· Emphasize the substantial confidentiality protections in the research informed consent form as well as the Protocol-Specific HIPAA Authorization Form. 
· Explain that this Protocol-Specific Authorization Form pertains only to this study.  If a researcher wants them to participate in a different study, they will be presented with another informed consent form and HIPAA Authorization Form specific to that study. 

· It might help to remind them that they can revoke their authorization at any time. 

If you have additional questions, feel free to contact the Fred Hutch Office of the General Counsel at 206-667-1224.
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