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COUNTY OF ORANGE

HEALTH CARE AGENCY


Authorization for Use and Disclosure of Protected Health Information for Research Purposes

Title of Study:  
IRB Protocol Number: 

The attached Informed Consent Form requests your participation in a research study.  This Authorization for Release of Protected Health Information (PHI) is a required supplement to the Informed Consent Form.  The Authorization does not change any of the information or permissions described in the Informed Consent Form.  The reason for a separate Authorization is new federal law, HIPAA, the Health Insurance Portability and Accountability Act. The HIPAA Privacy Rule protects the privacy of personal health information contained in your medical records. The County of Orange has to obtain this separate Authorization from you so it can use your personal health information for the medical research outlined in the Informed Consent Form. This Authorization gives you information about:

· how your health information may be used as part of the research, 

· how your health information may be disclosed to others as part of the research.

· who may disclose and receive your health information.

By signing this document, you agree to the release of certain personally identifiable health information from your medical record by (person or entity releasing information): 

to (the Lead Researcher, other members of the research team, and the research sponsor, if applicable) and/or others as listed: 

for the research purposes described in the attached Informed Consent Form, including activities of  the research sponsor, NIH or other agencies as required by law, and to the FDA or a person subject to the jurisdiction of the FDA in order to audit or monitor the quality, safety or effectiveness of the product or activity or for other purposes as indicated: 


You are authorizing the release of the following protected health information :
	(  Entire Medical Record

	(  Laboratory Reports
	(  Emergency Medicine Center Reports

	(  Billing Statements
	(  Dental Records
	(  History & Physical Exams

	(  Pathology Reports
	(  Operative Reports
	(  Diagnostic Imaging Reports 

	(  Progress Notes

(  Psychological Tests
	(  Radiology Reports

(  Discharge Summary
	(  Consultations

(  Outpatient Clinic Records



	( Other (specify):  




Specific Authorizations:
The following information will not be released unless you specifically authorize its disclosure by initialing the relevant line(s) below:


I specifically authorize the release of information pertaining to drug and alcohol abuse diagnosis or Treatment (42 C.F.R. §§2.34 and 2.35).


I specifically authorize the release of information pertaining to mental health diagnosis or treatment (Welfare and Institutions Code §§5328, et seq.) as follows: 


I specifically authorize the release of psychotherapy notes.


I specifically authorize the release of HIV/AIDS testing information (Health and Safety Code §120980(g)).


I specifically authorize the release of genetic testing information  (Health and Safety Code  §124980(j)).

The Investigator must circle one of the following two options:

1. This Authorization to use your information will expire at the end of the research study. 

OR

2. This Authorization has no expiration date. 

Revoking Your Authorization

You can cancel your Authorization to allow use of your health information at any time.  To cancel your Authorization:

· write to the principal investigator identified in the attached Informed Consent Form, or 

· ask a member of the research team to give you a form to revoke the Authorization. 

If you cancel the Authorization, you will not be able to continue to participate in the research. The cancellation could affect your current research related treatment. You may want to discuss with your research team any impact on your treatment of revoking this Authorization. If you cancel the Authorization, the principal investigator and his or her research team may continue to use information about you that has already been collected.  No information will be collected about you after you cancel the Authorization.

Possible Disclosures

Researchers can only use or disclose your health information for purposes approved by the IRB or as required by law or regulations and will continue to protect your personally identifiable health information as described in the attached Informed Consent Form.  The information may be subject to re-disclosure and the HIPAA Privacy Rule may not apply in those circumstances [§164.508 (2)(iii)]. The County of Orange complies with the requirements of the HIPAA Privacy Rule and its privacy regulations, and with all other applicable laws that protect the confidentiality of your health information.

Authorization

By signing this Authorization you agree that you have read this Authorization form and that you have been given the opportunity to ask questions.  If you do not sign this Authorization you cannot participate in the research study.  If you have questions later, you may contact the principal investigator.  You will be given a signed copy of this Authorization for your records.  




Subject’s Signature






Date


Subject’s Printed Name

For Minor Subjects Or For Adults Not Capable Of Giving Consent (Where Applicable And IRB Approved):


Signature of Legally Authorized Representative


Date


Printed Name

Relationship of Representative to Subject: 
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