HIPAA Authorization for the Use & Disclosure of PHI
TEMPLATE

· This template contains the required elements of a HIPAA Authorization for research. 

· Allina’s IRBs prefer a stand-alone HIPAA document; a combined consent and authorization are acceptable as long as all the required authorization elements are present in the consent form. 

· This template includes instructions in red for creating the form. Delete or replace all instructions prior to uploading this form for IRB review.

· Prior to submission, delete the template instructions, and reformat the document so that the entire form is in black. (To do this, press Ctrl + A at the same time. In the menu bar, select black as the font color.) 

Study Title:
[Insert Study Title here.]
Subject’s Name:  _____________________________________________________________________
The Health Insurance Portability and Accountability Act (HIPAA) requires protection of your health and medical information so that it is kept as private and confidential as possible. Protected Health Information (PHI) is any health information that identifies you. It includes information collected about you as part of this study and health information that is stored in your medical record.

Individual Health Information to be Used or Disclosed
The researchers and research staff may use and/or share the following health information about you: 

· List any and all medical information collected from or about the subject in connection with this study (for example, blood and other tissue samples, medical records, physical examinations, x-rays, MRIs, etc.).
· Use separate bullet points to call out the elements of PHI.
Purposes for Using and/or Sharing Your Health Information
Your health information may be used and/or shared to . . .
· Confirm that you are eligible to enroll in a study.

· Conduct the study and make certain that the study is being carried out properly.
· Ensure that the information collected during the study is accurate and complete.

· Analyze the study results.

· Protect your safety and rights as a research subject.

· Bill responsible parties for services or procedures related to your participation in the study (if applicable).

Parties Who May Disclose Your Individual Health Information 

To carry out this research study, the researcher and the researcher’s staff may obtain your individual health information from other healthcare providers, such as laboratories, which are a part of this research, as well as health care providers who are not part of this research (other doctors, hospitals, and/or clinics).

Parties Who May Receive or Use My Individual Health Information
The parties described in the paragraph above may disclose your health information to the following persons and organizations for their use in connection with this research study: 

[Add or delete parties that do or do not apply to your research study.]

· Office for Human Research Protections (OHRP) in the U.S. Department of Health and Human Services

· Food and Drug Administration (FDA) and other governmental, regulatory bodies

· Allina Hospitals & Clinics Institutional Review Boards (IRB)
· Data Safety Monitoring Board or Committee (A DSMB or DSMC is an independent group who will be reviewing the data from the researchers throughout the study.)

· Sponsor’s Name
The researchers and the sponsor (if applicable) agree to protect your health information by using and sharing it only as authorized by you and required by law. There are other laws that may require disclosure of your individual health information for public purposes. Examples include potential disclosures required for mandated reporting of abuse or neglect, judicial proceedings, health oversight activities, and public health measures. Once your PHI is shared with someone outside the research team, your information may no longer be protected by HIPAA regulations.
Right to Refuse to Give Authorization (Permission)
You do not have to sign this authorization. If you decide not to give your authorization and not to sign this document, you will not be able to take part in this research study or receive any research-related treatment provided through the study. But your decision will not affect any other treatment, payment, health plans, or eligibility for benefits.
Right to Revoke Your Authorization (Permission)

You can change your mind and revoke (withdraw) your authorization at any time. If you revoke your authorization in the future . . .

· The researcher may use and disclose the protected health information already collected for this research study, but no more information will be added to the research records. 
· You will not be allowed to continue to participate in the study.
To withdraw your authorization, you must notify the researcher in writing to inform him or her of your decision. If you wish to revoke your authorization, send a letter to the researcher at the address below:

Principal Investigator’s Name

Mailing Address (Street)

City, State Zip Code 

When Access to Your Information May Be Limited

You may not be allowed to review the information collected for this study, including information in your medical record, until after the study is completed. When the study is over, you will have the right to access the information again.
Expiration

This authorization to use and share your PHI in connection with this study does not have an expiration date.

You will receive a signed copy of this form.

Signature

I am the research participant or representative authorized to act on behalf of the participant, and I authorize the researcher and the researcher’s staff to use and disclose (share) my individual health information for the purposes of carrying out this research study. 
______________________________________________________________________________


Signature of Study Participant (Subject)

Date

______________________________________________________________________________

Signature of Legally Authorized Representative (if applicable)

Date

______________________________________________________________________________

Description of the Representative’s Authority to Act for Subject
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