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Authorization to Use and Disclose

Protected Health Information (PHI*) for Research Purposes

The privacy law, Health Insurance Portability & Accountability Act (HIPAA), protects my identifiable health information (protected health information).  The privacy law requires me to sign an authorization (or agreement) in order for researchers to be able to use or disclose my protected health information for research  purposes in the study entitled [Insert title of study.]

I authorize [name of researcher] and his/her research staff to use and disclose my protected health information for the purposes described below.  
Holder(s) of my PHI who may make the requested use and disclosure include:

· [List the holder(s) of the PHI, including institutions, physicians’ offices, repositories, etc.]
My protected health information that may be used and disclosed includes only:
· [List all of the protected health information* to be collected for this protocol/study such as all demographic information - including name, address, birth date, etc, results of physical exams, laboratory tests, x-rays, and other diagnostic and medical procedures as well as medical history, questionnaires, diaries, information on health care costs.]
My protected health information will be used for:
· [Provide a brief description of the research project or paste information from purpose section in consent form; indicate that one reason to share the information is to be able to conduct the research, another reason is to ensure that the research meets legal, institutional, and/or accreditation requirements.]
The Researchers may use and share my health information with:


· Wichita Medical Research & Education Foundation’s Institutional Review Board (WMREF’s IRB)

· Government representatives, when required by law [FDA, OHRP, etc.]
· [Institution Name] representatives 

· [List any collaborators. outside laboratories, etc.]

· List CRO/monitors. data coordinating centers, DSMBs
·  [If applicable - list the sponsor's name]

· [List any other groups with whom the information may be shared]

Once my health information has been disclosed to anyone outside of this study, the information may no longer be protected under this authorization.  

The researchers [and list sponsor's name if applicable] agree to protect my health information by using and disclosing it only as permitted by me in this Authorization and as directed by state and federal law.

*
PHI includes individual health information relating to past, present or future physical or mental health or conditions of any individual.   To be PHI, the individual health information must be linked to one or more of the identifiers listed below.

· Identifiers include: Name, Address, Dates Directly Related to an Individual, Telephone/Fax Number, E-mail/Internet Protocol or Web URL Address, Social Security Number, Medical Record or Health Plan Number, Account Number, Certificate of License Number, Photographic Images, Vehicle Identifiers, Device Identifiers, Biometric Identifiers, Any Other Unique Code.

I do not have to sign this Authorization. If I decide not to sign the Authorization:

· I cannot participate in the research study.
· [If applicable:] It will not affect my treatment, payment or enrollment in any health plans or affect my eligibility for benefits.

After signing the Authorization, I can change my mind and:

· Not let the researcher disclose or use my protected health information (revoke the Authorization).

· If I revoke the Authorization, I will send a written letter to: [name and contact information] to inform him/her of my decision.

· If I revoke this Authorization, researchers may only use and disclose the protected health information already collected from me for this research study.

· If I revoke this Authorization my protected health information may still be used and disclosed if certain events (such as an adverse event or bad effect) occur.

· If I change my mind and withdraw the authorization, I may not be allowed to continue to participate in the study.
[If appropriate:]  I will not be allowed to review the information collected for the research until after the study is completed. When the study is over, I will have the right to access the information again.

This Authorization does not have an expiration date.

If I have any questions or concerns about my privacy rights, I should contact the [name of institution]  Privacy Officer at Ph: (316)                                    .

I am the subject or am authorized to act on behalf of the subject. I have read this information and agree to the uses and disclosures of my health information.  I will receive a copy of this form after it is signed.


Printed Name of Research Subject         Signature of Research Subject or                    Date

*research subject’s legal representative


Printed Name of *Legal Representative 

(if applicable)

*Please explain Representative's Relationship to Participant and include a description of Representative's Authority to act on behalf of Participant:

____________________________________________________________________________________________

____________________________________________________________________________________________

____________________________________________________________________________________________

____________________________________________________________________________________________

[Examples include parent of a minor, legal guardian, or durable power of attorney for health care.]
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