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AUTHORIZATION TO USE AND DISCLOSE PROTECTED HEALTH INFORMATION

	Study Title: 


	Principal Investigator: 
	Office Number: 




Instructions:  Under the Health Information Portability and Accountability Act (HIPAA) Privacy Rule, a research subject’s authorization to use and disclose protected health information must satisfy certain federal requirements.  Specifically, the authorization must be written in plain language and must contain six core elements and three required statements.  A fourth statement, regarding a subject’s access to his information, also may be required under certain circumstances.  The sample text below provides an example of an adequate HIPAA authorization. 

You have been asked to take part in the research study name above, and you have been given a separate informed consent document describing the purpose of the research study and explaining your part in it.  This document explains how your personal, identifiable information, referred to as “protected health information” or “PHI,” may be used and disclosed for this research study.  It also describes your rights regarding your protected health information.  You will be given a copy of this document, and you should already have been given the Adventist HealthCare Notice of Privacy Practices, which has more information about the privacy of your health information.  If you would like another copy of the Notice of Privacy Practices, please ask and we will get you a copy.
Permission to Use and Share Your Protected Health Information
[The investigator should describe, briefly, the purpose of the research.  He or she may consider inserting language from the informed consent form’s “Purpose” section.]  If you sign this form, you authorize (permit) the research team at [name of AHC facility] the use and disclosure (release) of your PHI for the purposes of conducting this research study.  

Your decision to permit the use and disclosure of your PHI for this study is voluntary.  However, if you do not give this authorization, you will not be able to take part in this research study or receive research-related services. You should read the information below and ask questions about anything you do not understand before deciding whether or not to sign this authorization.

What Information Will Be Used and/or Disclosed?

The health information that we may use or disclose (release) for this research may include information such as your name, medical records, medical histories, research records, the results of this study, case reports, medical images, lab tests, results of physical examinations, admissions information, health care expenses and coverage and any other data created or collected during the study.  [This list MUST be tailored to your specific research – modify this list to be accurate and study-specific.]
The health information listed above may be used by and disclosed (released) to the following:  [modify this list to be as specific as possible]
· the researchers and their staff involved in the research;

· federal and state agencies that regulate research (like the Food and Drug Administration) or that regulate [name of AHC facility] or Adventist HealthCare; 

· the sponsor of the study, [name of sponsor], and its agents, representatives or consultants working on the study, including a Clinical Research Monitoring Group, Data Management Group, Data Safety Monitoring Group, Clinical Events and Adjudication Committee, and all core labs associated with the study;  [Modify as appropriate.]
· research monitors and committees such as the AHC Institutional Review Board (IRB); 

· accrediting agencies and legal counsel;

· clinical staff who are not involved in the study who may become involved in your care, if it might be relevant to treatment;

· regulatory agencies in foreign countries, for regulatory purposes;  [if applicable]
· your health insurer or payor, if necessary, in order to secure their payment for any services that are not paid for by the research; and

· others if required by law.

Adventist HealthCare is required by law to protect your PHI.  Those who receive your protected health information may not be required by federal privacy laws to protect it and may share your information with others without your permission, if permitted by laws governing them.  

What Happens if I Say No?
You will not be able to take part in this research study if you do not allow the use and disclosure of your PHI. The quality of care you get from your doctor will not change and you will not lose any benefits.  You should ask questions about anything you do not understand before deciding whether or not to provide permission for us to use your PHI.

What Happens if I Say Yes, but Change My Mind Later?
You may change your mind and revoke (i.e., cancel or take back) this Authorization at any time.  If permission is withdrawn, you can no longer take part in the study.  No further information about you will be collected, used or disclosed; however, the research team at [insert AHC facility] may still use or disclose health information about you that they already collected for this study. To withdraw your permission, please contact the Principal Investigator in writing at:  

[Insert Investigator name and addresss]
How Long Will My Health Information be Used?
This Authorization does not have an expiration date/This Authorization expires on [date].  

Can I Access My Medical Records?
 [CHOOSE ONE:]
[For the majority of blinded studies or other studies where access will be denied:]
To maintain the reliability of the study, you generally will not have access to your PHI related to this research until the study is complete. You will be able to request access to your medical records and any study information that is part of those records when the study is completed.  However, you may not have access to research-specific information that is not part of your medical record. If it is necessary for your care, your health information will be provided to you or your physician.

[For open label studies and other studies for which access will not be denied:]
During and after your involvement in this study, you will have access to your medical records and any study information that is part of those records.  However, you may not have access to research-specific information that is not part of your medical record.
Additional instructions:
The Privacy Rule requires the authorization to be as specific as possible.  Please use the above sample text as a model, but tailor it to the specific study.

The Privacy Rule does not allow a subject to give permission to use or disclose protected health information for future unspecified research.  All uses and disclosures must be clearly specified.

If applicable to your research, add the following:

Suggested text:  If the results of this research are published or discussed in conferences, no information will be included that would reveal your identity.  [and/or]  If photographs, videos, or audio-tape recordings of you will be used for educational purposes, your identity will be protected or disguised.   

If you think your privacy rights have been violated, you can contact the Adventist HealthCare Organizational Integrity hotline at 1-800-814-1434.
	SIGNATURE OF RESEARCH SUBJECT OR LEGAL REPRESENTATIVE


I have read (or someone has read to me) the information provided above, and I have been given an opportunity to ask questions and have my questions answered.
By signing this form, I authorize the use and disclosure of my protected health information for research purposes as described in this form.
	
	
	

	Name of Research Subject 


	
	

	
	
	

	Signature of Research Subject
(or legal Representative)


	
	Date

	
	
	

	Name of Legal Representative (if applicable)


	
	

	
	
	

	Description of Personal Representative’s Authority to Sign for the Research Subject (if applicable)
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