
[All brackets [ ] are to be deleted from final version.  All orange text is to be deleted from the final version.  Black text within brackets should be edited / deleted as appropriate to your study.] 
AUTHORIZATION TO USE AND DISCLOSE PROTECTED HEALTH INFORMATION FOR RESEARCH PURPOSES

Information About the Research Study
[PI Name] and [his/her] staff are conducting a research study called [title].  The purpose of the study is [describe briefly and accurately in lay terms]
Voluntary Status
Because of a federal law called the Health Insurance Portability & Accountability Act (HIPAA), we must get your permission to use and disclose your [your child’s] identifiable health information for this research study.  This form is used to document that permission.  Because of HIPAA you must also receive a copy of UConn Health’s rules about privacy.  

Your decision whether to give permission is voluntary.  The only consequence of not granting permission is that you [your child] will not be allowed to participate in this research study. [Note:  For treatment related research the following must also be included:  Your decision has no impact on your treatment, payment, or enrollment in any health plans, or effect on your eligibility for benefits.]  [If relevant to this study include the following; otherwise delete the following:  You also permit your doctors and other health care providers to disclose your protected health information to [PI name] and [his/her] staff for this research project.]
Information That Will be Used / Disclosed
The following information about you [your child] may be used and disclosed for the purpose of this research study:
· [List all specific PHI to be collected for this study, for example demographic information; social security number, financial identifiers, results of physical exams, blood tests, X-rays, and other diagnostic and medical procedures; medical history]
How the Information Will be Used / Disclosed
The information noted above will be used and disclosed for the following purpose(s):

· [Describe the specific uses that will be made of the PHI, for example to assess whether you are eligible to participate, to monitor your health status etc.] 
People/Offices That Will Have Access to Your Information

The following people/entities may use and disclose your [your child’s] protected health information. 

· [PI Name] and [his/her] staff

· UConn Health’s Institutional Review Board and Human Subjects Protection Program [In addition, 
· [If an external IRB will be relied upon for review of this study, add the name of that IRB.  You must do this if you requested facilitated review within the IRB application.]
· UConn Health authorized representatives.

· Government representatives, such as the Food & Drug Administration or Office for Human Research Protections; when required by law.

· [List the sponsor’s name and identify them as such, e.g. Company X, the sponsor of this study]
· [List any collaborators (e.g. UConn Storrs), outside laboratories, etc].

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

· [If information will be placed in a medical record as opposed to a research record, indicate that information placed in the medical record may be available to the subject’s insurer or to government agencies as required by law.]

· [If a Certificate of Confidentiality applies to this study this section may be modified accordingly and the protections afforded by the Certificate, and its limitations, should be described.]
The researchers and staff agree to protect your information by using and disclosing it only as stated in this document and as directed by state and federal law [Note:  in the preceding sentence, when a Certificate of Confidentiality is in place, replace “and as directed by state and federal law” with “and as contemplated in the NIH Certificate of Confidentiality (http://grants2.nih.gov/grants/policy/coc/)” ]. 
Once your health information has been disclosed outside of this institution (for example to an external sponsor or collaborating institution) the information may no longer be protected under this authorization.
Reasons to share your [your child’s] information are to be able to conduct research, and to ensure that the research meets legal, institutional and/or accreditation requirements.

Right to Access Information

You [may not / will not] be allowed to review the information collected for this research project [if subject will be able to review data select the appropriate option: until the collection of information is complete and/or the study is complete.  [If the study will make use of the medical record the following statement must be incorporated.] You do have the right to request that your medical record be released per your written direction.  

Expiration of Permission

Your permission to use and disclose your [your child’s] protected health information expires upon completion of the research study [for research registries/repositories you may replace “upon completion of the research with “when the registry/repository is no longer active.”] 

How to Withdraw Permission
You can withdraw your permission at any time by sending a letter to [insert name and address of PI] to inform [him her].  If you withdraw your permission you [your child] will no longer be allowed to participate in this study.  If you withdraw your permission the PI and [his her] staff will no longer be able to use and disclose your [your child’s] protected health information.  There are exceptions to this.  For example, the researchers may continue to use and disclose the protected health information that was collected for the research study prior to receiving the request to withdraw your permission. 
Questions or Complaints
If you have any questions, concerns or complaints about your privacy rights, you may write to UConn Health’s Privacy Office, 263 Farmington Avenue, Farmington, CT 06030-5329.  If you have a complaint, you may also write to the Federal Department of Health and Human Services (DHHS) at DHHS Regional Manager, Office of Civil Rights, U.S. Dept. of Health and Human Services Government Center, J.F. Kennedy Federal Building, Room 1875, Boston MA  02203.  Complaints should be sent within 180 days of when you knew, or should have known, of the problem. 

State of Connecticut Requirement

[For studies involving medical interventions, or questions about any of the following topics use the following paragraph:]  The State of Connecticut statutes require that any release of information pertaining to AIDS, HIV infection, behavioral health services, psychiatric care, or treatment for alcohol and/or drug abuse be specifically authorized.  If this information pertains to you, you should know that the researcher(s) and staff associated with this project might become aware of it.  By signing this dual-purpose authorization you acknowledge that there is a chance that this information may be subject to use and/or disclosure as it relates to this project. 
[For non-interventional studies that do not intend to study any of the mentioned topics use the following paragraph] In this study we are not asking for information about AIDS, HIV infection, behavioral health services, psychiatric care, or treatment for alcohol and/or drug abuse.  If this type of information pertains to you [your child], there is a slight chance that it may be inadvertently disclosed during the course of the study.  The State of Connecticut requires that any release of this type of information be specifically authorized.  By signing this dual-purpose authorization you acknowledge that there is a chance that such information may be disclosed.  
Permission for Use and Disclosure of Information
You are a voluntary participant in this research study, [delete remainder of sentence if legal representatives are not part of the consent/authorization process] or you are authorized to act on behalf of the participant and are doing so voluntarily.  By signing you acknowledge that you have read this form, had the opportunity to ask questions, and obtain satisfactory explanations, and that you authorize the use and disclosure of protected health information as described in this form.  You will receive a copy of this form after it is signed.  
Signature of the research participant
Date
[delete the following if legal representatives are not part of the consent /authorization process] or the research participant’s legal representative*.

Printed name of the research participant [delete the following if legal representatives are not part of the consent/authorization process] and if applicable the participant’s legal representative*

[delete signature line and the following if legal representatives are not part of the consent/authorization process] Representative’s relationship to the research subject

*Please provide documentation of your status as an authorized representative

[Because there are established procedures in the clinical setting that require the patient be provided with information regarding the Notice of Privacy Practice this section may be removed if recruitment for the study is from the established patient base of UConn Health or will require that new participants become patients of UConn Health (e.g. established patients or new participants recruited into a cancer clinical trial).  If recruitment will be both from the established patient base and from the general public and the study does not require that new participants become patients (e.g. a blood draw study aimed at both cancer patients and healthy volunteers) this section must remain and all participants are to complete this section.]
Notice of Privacy Practice:

UConn Health’s Notice of Privacy Practice is provided to all patients and research participants.  The Notice is available on-line at https://health.uconn.edu/notice-of-privacy-practices.
The Notice explains how your medical information may be used and disclosed and how you can get access to this information.

Please initial the appropriate choice:


You have previously received UConn Health’s Notice of Privacy Practice that explains your rights and the policy of the institution.


You have been provided with a hard copy of UConn Health’s Notice of Privacy Practice by the researcher(s) and have been given the opportunity to read it and ask questions prior to signing this form. 

[If there is no potential for this study to generate products, tests, or discoveries that may lead to commercial value, this section may be deleted] 
Commercial Value:

Medical research may result in new products, tests or discoveries.  These may have commercial value and may be developed and owned by UConn Health, its faculty and/or others.  Please initial to acknowledge that the intent that you will not share in the financial benefits, if any, from these products tests or discoveries has been explained to you. 


You acknowledge that the provision that you will not share in the financial benefits, if any, from these products tests or discoveries has been explained.
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