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[Note: instructions are in red italics in square brackets; delete them in the final document or select appropriate text.  This document is designed to be a companion to the permission form.  Font must be 14 point!
Authorization for Use and Disclosure of Protected Health Information for Research Purposes

[Insert Study Title]

You are being asked to be part of a research study under the direction of [insert name of Principal lnvestigator] and [his or her] research team.  The purpose of this study is [insert the primary study objectives, as written in the permission form].

By signing this document, you authorize the Rady Children’s Hospital-San Diego, [insert name of any other health care organization/provider or health plan releasing data e.g., Children’s Specialists Foundation] employees, physicians and staff, including the Principal Investigator, co-investigators, study coordinators, and other members of the research team to use and/or disclose the following about you for research purposes:  

[Insert here a lay language description of the information to be used.  Include all direct and indirect identifying information that will be accessed or used during the study (e.g., name, initials, medical record number, date of birth, dates of treatment) and information that will be accessed/used such as “all medical records and information about your treatment for …”, “laboratory test results, radiology reports, pathology reports, surgical reports”, etc.  Avoid medical jargon, e.g., “Chem7” if possible.)

· Your  identifiable information including your name, medical record number, initials, date of birth, date(s) of diagnosis, dates of procedures/tests, and dates of treatment.

· Your medical records, including medical history and treatment for your condition. 

· Any laboratory results, imaging scans (CT, MRI, ultrasound), surgical reports, pathology reports, etc., relating to your diagnostics, treatment and follow-up care.] 

You specifically authorize the release of your:

□ Information pertaining to drug and alcohol abuse, diagnosis or treatment
□ HIV/AIDS testing information
□ Genetic testing information
□ Information pertaining to mental health diagnosis or treatment
If you do not sign this authorization, you will not be part of this study. 

[Choose one of the following three options for the duration of authorization.  Delete the other two]
This authorization to use your information will expire at the end of the research study.

-OR-

If the research you are agreeing to participate in has additional optional research activity such as the creation of a database, a tissue repository, or other activities, as explained to you in the informed consent process, you can choose to agree to have your information shared for those activities or not. You will be able to participate in this research study and/or receive the same clinical care if you do not agree to these optional research activities.
□
You agree to allow your information to be disclosed for the additional optional research activities explained in the informed consent process.  
-OR-

[Describe dates or circumstances under which the authorization will expire. ***If you choose this option, in a cover memo, please address how the PHI will be destroyed at this given date/circumstance.] 

You can withdraw your authorization at any time.  To withdraw your authorization, you can write to [insert name of Principal Investigator] or you can ask a member of the research team to give you a form to withdraw your authorization.  If you withdraw your authorization, you will not be able to continue to be part of the study.  However, this will not affect your rights to receive health care at Rady Children’s Hospital–San Diego [or other institution where participant’s health information is maintained]. 
If you withdraw your authorization, [insert name of Principal investigator] and [his or her] research team can continue to use information about you that has already been collected in order to maintain the integrity of the study.  No information will be collected after you withdraw your authorization.

[Insert the following if the study has a sponsor.  Otherwise delete it.]

As part of the study, we will disclose your information to [insert name of sponsor – coordinate with applicable provisions in Sponsored Research Agreement], the sponsoring company for this research study, or to [insert names or categories of individuals or entities to whom information may be disclosed].  Any information disclosed to the Sponsor may no longer be protected under federal or state law.  However, other laws, regulations and agreements may protect the information from improper use or disclosure.

[Retain this statement for all studies.]
As part of this study, we may disclose your information to the Department of Health and Human Services Office for Human Research Protections, Office of Civil Rights, the Food and Drug Administration and other federal, state, or international agencies or other programs responsible for the oversight and conduct of research.  [Insert any other parties to whom disclosures may be made].  Any information disclosed to these agencies may no longer be protected under federal or state law.  However, other laws, regulations and agreements may protect the information from improper use or disclosure.

[Insert this statement if access to the Hospital medical record is temporarily suspended during research; otherwise delete it.]

Because of the nature of this study, you will not be able to review or obtain a copy of your Rady Children’s Hospital-San Diego [or other institution where participant’s health information is maintained] medical record during your participation in the study.  As soon as the research is completed, you will be able to review or obtain a copy of your medical record as allowed by law.

[Insert this paragraph if participant’s health information will be released by RCHSD institution or provider or health plan. Delete this paragraph if released by non-RCHSD]

Rady Children’s Hospital – San Diego complies with the requirements of the Health Insurance Portability and Accountability Act of 1996 and its privacy regulations, and all other applicable laws that protect your privacy.  We will protect your information according to these laws.  Despite these protections, there is a possibility that your information could be used or disclosed in a way that it will no longer be protected.  Our Notice of Privacy Practices (a separate document) provides more information on how we protect your information.  If you do not have a copy of the Notice, the research team will provide one to you or you may obtain a copy at the Hospital registration areas or at the Hospital website: http://www.rchsd.org.

[Insert this paragraph if participant’s health information will be released by non-RCHSD institution or provider or health plan.]

Rady Children's Hospital –San Diego complies with all applicable laws that protect your privacy.  We will protect your privacy according to these laws.  Despite these protections, there is a possibility that your information could be used or disclosed in a way that will no longer be protected.

By signing this authorization, you agree that you have read this form and have been given the opportunity to ask questions.  If you have questions later, you can contact [insert contact person name].  You will be given a signed copy of this form for your records. 

You authorize the use and disclosure of your health information as described in this form.  
[note: signature lines should all remain on the same page]
_____________________________________________

________________

Printed name of Subject





Age

_____________________________________________

________________
Signature of Subject




 

Date 


_____________________________________________

________________

Signature of Person Who Explained This Form


Date
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