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Authorization to Use/Disclose Protected Health Information for Research
The Health Insurance Portability and Accountability Act of 1996 (HIPAA) is a federal law requiring that hospitals, researchers and health care providers protect the privacy of information (protected health information) that identifies you/your child and relates to your/your child’s past, present and future physical and mental health or conditions, or the provision of health care.  If you/your child agree to participate in this research, protected health information will be used and shared with others involved in this research.  The following questions and answers provide more specific information about how your/your child’s information will be used, protected and shared.  In addition, you should have received a “University of Virginia Notice of Privacy Practices.”  If you have not received this, please ask the researcher.

What protected health information about you/your child will be used or shared with others as part of this research?

As described in this document, you/your child may be asked for health-related information relevant to the study.  In addition, you/your child’s complete medical/health records may be reviewed and researchers may need to discuss your health information with your treating physicians, if applicable.  Researchers will also generate new information about you as a result of the research procedures, tests, visits and questionnaires/interviews. If the study has an outside sponsor such as a pharmaceutical company  they will use your/your child’s data for research purposes to support the scientific goals described in the consent form and to obtain regulatory approval of the product being studied in this study.

Who would be authorized to use or release your/your child’s protected health information?
The researchers and staff of the University of Virginia (UVA) participating in the research will use your medical/health information for this research study.  In addition the Human Investigation Committee (HIC) that oversees the research, and other University of Virginia staff with oversight or quality improvement responsibilities, may have access to your/your child’s health information.  The HIC also has the authority to determine if information should be shared for oversight or compliance purposes.  Under study documents approved by the HIC, the researchers and their staff will determine if your/your child’s protected health information will be used or shared with others outside of the University of Virginia for purposes directly related to conduct of the research including, for example, to clinical staff, other researchers, research sponsors, internal oversight staff of UVA, and certain government oversight agencies in the United States and other countries. Because of the need to release information to these parties, absolute confidentiality cannot be guaranteed.  

With whom would the protected health information be shared?

Your/your child’s protected health information may be shared with the following:

· The sponsor of the study (if applicable), or its agents, such as data repositories, contract research organizations or clinical laboratories.  The sponsor may share your data with other parties such as business partners and they may send your data to other countries. 

· Other medical centers/institutions/investigators outside of UVA participating in this research

· International, federal, state and local agencies that have authority over the research, UVA, or patients (for example, the Department of Health and Human Services, the Food and Drug Administration, the National Institutes of Health, the Office of Human Research Protections, the Department of Social Services or other governmental offices as required by law)

· Hospital or other accrediting agencies

· Ethical review boards, data and safety monitoring boards, if applicable, or other regulatory authorities in the United States or in other countries

· Clinical staff not involved in the study who may become involved in your/your child’s care, if it is potentially relevant to treatment

· To your health insurer or payer, if necessary, in order to secure their payment for any covered treatment not paid for through the research


All reasonable efforts will be used to protect the confidentiality of your/your child’s protected health information which may be shared with others to support this research, to carry out their responsibilities, to conduct public health reporting and to comply with the law as applicable.  If your information is shared with parties outside of UVA, these parties may share it with others who may not need to follow the federal privacy rule.

Why is it necessary to share your/your child’s protected health information with others?

The main reason to share this information is to be able to conduct the research as described earlier in the consent form.  In addition, information is shared to ensure that the research meets legal, institutional and accreditation standards.  Information may also be shared to report adverse events or situations that may help prevent placing other individuals at risk.  Other reasons include treatment, payment or health care operations.

For how long will your/your child’s protected health information be used or shared with others?

There is no scheduled date at which this information will be destroyed or no longer used.  This is because information that is collected for research purposes continues to be analyzed for many more years and it is not possible to determine when this will be complete.

What are your/your child’s rights after signing this authorization?

You/your child have the right to withdraw from participating in this research.  You have the right to withdraw your permission for UVA to use or share the protected health information obtained in connection with the research except to the extent that the investigator or UVA has already relied on your permission to conduct the research and related activities such as oversight.   Even if you withdraw your permission, UVA may keep and use or disclose information needed for the integrity of the study.  Once permission is withdrawn no further private health information will be obtained.  If you withdraw your permission you may no longer participate in this research study.  If you want to withdraw your permission, please send a letter to (insert name of PI) at (insert address of PI) stating you wish to withdraw the permission to release your information. 

You have the right to choose not to sign this form.  However, if you decide not to sign, you cannot participate in the research.  Refusing to sign will not affect the present or future care you/your child receive at this institution and will not cause any penalty or loss of benefits to which you are otherwise entitled.

Subject to certain legal limitations, you/your child have the right to access your/your child’s protected health information  created during this research that relates to your treatment or payment and is not exempted under certain laws and regulations.  You have a right to see and copy your protected health information and may access this information only after the study analyses are complete.  To request this information, you will need to submit your request in writing to Health Information Services, University of Virginia Health System, P.O. Box 800476, Charlottesville, Virginia 22908.  

By signing, you give permission for these uses and disclosures of your protected health information. 

You will receive a signed copy of this form. 

Print Name:
______________________________________________

Signature:  
______________________________________________

Date: 

______________________________________________

For Personal Representative of the Research Participant (if applicable)

Print Name of Personal Representative:_____________________________________________________

Describe Personal Representative Relationship:_______________________________________________

(e.g. parent, guardian, power of attorney, etc)
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