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The UNMC IRB number should appear in the header of this document. When using combined consent documents, pronouns may be modified as appropriate (e.g., “you” may be modified to “your child”).

Authorization for Use and Release of Health Information for Research

State and federal privacy laws protect the use and release of your health information. Under these laws with few exceptions, the [University of Nebraska Medical Center (UNMC)/Nebraska Medicine/Children’s Nebraska] cannot use or release your health information for research purposes unless you give your permission.  With your permission, your health information will be released by your health care providers to the research team which includes the researchers, people hired by [UNMC/Nebraska Medicine/Children’s Nebraska] or the sponsor to do the research and people with authority to oversee the research. If you decide to give your permission and to participate in the research study, you must sign this authorization form as well as the Consent Form. This authorization form describes who may release your health information and the different ways that we may share your information with the researcher, research team, sponsor and people with oversight responsibility. The research team will use your health information for the research study and protect your information as described in the attached Consent Form. However, once your health information is released by the research team to others it may not be protected by the privacy laws and might be shared with others. 

Who is authorized to release my health information?

You are authorizing all your treating health care providers to release your health information to the research team for the research study.  The research team is authorized to release your health information to the organizations listed below under “Who can see health information about me?”.

What health information about me will be released?

Your treating health care providers are authorized to disclose any and all health information about you that is needed for the research study.  If you initial one or more of the records below, this health information will be released to the research team, as applicable and needed:

 ____ mental health information 			___genetic testing and results

_____HIV testing and results			____substance use disorder records

_____drug testing and results 

The research team will release health information about you as described below under “Who can see health information about me?”.

Who can see health information about me?

We will get health information about you as described above or create health information during the research study (like medical record number, medical history, or the results of physical exams, blood tests, x-rays or other medical or research procedures). We call this "protected health information" or PHI. PHI is protected by a law called the HIPAA Privacy Rule. We will collect the smallest amount of PHI that we can. We will keep your PHI as confidential as possible.

By signing this authorization form, you are letting us (the researchers listed in the consent form and other people involved in this research at [UNMC/Nebraska Medicine/Children’s Nebraska]) have access to your PHI and use and release the PHI as necessary for the research study. Your PHI will be used only for the purposes described in the Consent Form.


We may release your PHI to the groups listed below:
· The UNMC Institutional Review Board (IRB)
· Institutional officials designated by the UNMC IRB
· The HHS Office for Human Research Protections (OHRP)
· The Food and Drug Administration (FDA) [if study involves FDA regulated drug, device, or biologic]
· National Institutes of Health (NIH) [if study is funded by the NIH]
· Researchers at [insert the name of the institution(s) involved in the study if this is a multi-institution study where PHI will be shared with other researchers]
· Your health insurance company [if the Institution expects third party payers to pay for clinical procedures performed during the course of the research]
· The Fred & Pamela Buffett Cancer Center Scientific Review Committee (SRC) [if the research involves patients with cancer]
· [insert name of sponsor], which sponsors this research and may pay the Organization to do this research
· [insert name of CRO] which has been hired by the sponsor to help run the research
· The Data and Safety Monitoring Committee (DSMC)
· [insert name of NCI National Cooperative Group, if applicable]
· The National Cancer Institute's (NCI) Clinical Trial Reporting Program

The HIPAA Privacy Rule may not apply to all these groups.  Once released outside of [UNMC/Nebraska Medicine/Children’s Nebraska] federal privacy laws may no longer protect your PHI.  Ask the investigator (or contact the Office of Regulatory Affairs at IRBORA@unmc.edu) if you have any questions.

Can I change my mind about the release of my health information?
You can change your mind and tell us to stop collecting your PHI from your health care providers for use in this research study at any time by writing to the principal investigator. We can still use and release the PHI we have already collected but we cannot collect more health information about you for this research study unless it is required by a federal agency that is monitoring the research study. If you tell us to stop collecting your PHI, you will have to stop being in this research study but this will not affect your ability to get general medical care from [Nebraska Medicine/Children’s Nebraska] outside the research study.

How long will you use and release my health information?
In addition, choose one of the statements that appropriately represents your study:
You are letting us use and release your PHI for as long as the research study is going on.
Or:
 You are letting us use and release your PHI for as long as the sponsor needs so it can get approval from the FDA.
Or:
 There is currently no plan to end this research study. You are letting us use and release your PHI for as long as we want.


By signing this form, you are allowing the [UNMC/Nebraska Medicine/Children’s Nebraska] to obtain, use, and release your PHI for research purposes.


Signature of Subject____________________________Date___________


Printed Name of Subject____________________________

Signature of Parent or Legally Authorized Representative________________________

Date___________

Printed Name of Parent or Legally Authorized Representative_____________________

Relationship to Subject ________________________
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