Separate authorization form to be used with protocols approved before 
April 14, 2003. 

The previously approved Informed Consent Document must also be signed by the research subject.

Text shown in red is meant as guidance for investigators and should be deleted from the final form. 
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IOWA HEALTH – DES MOINES

Authorization To Use And Disclose

Protected Health Information For Research
	Title of Study:
	

	Principal Investigator:
	


The Privacy Rule of the Health Insurance Privacy and Accountability Act of 1996 (HIPAA) establishes the conditions for using and disclosing Protected Health Information for research. 
[Name of entity] has policies and procedures to assure compliance with these laws and regulations.

If you sign this form, then you are authorizing certain persons to use and disclose some of your health information for research.

If you decide to maintain the approved Consent Form as it was approved, then it is very important that what you say about PHI and the persons authorized to use and receive it, as described in the Confidentiality/Privacy Section, be consistent with what is described in Sections 1, 2 and 3 below.

1. What information about you can be used or disclosed in this research Study?

In this section you must balance the information that you think you will need against a requirement to request authorization for only the information that is necessary to carry out the research.

· Your name, address, telephone number, date of birth, Social Security number and other details about you.

· Your health history [and your family health history].

· Results of tests carried out to determine whether you can join the Study such as: [List any information about the subject relevant to determining whether a person is eligible for the trial such as physical examinations, and blood and urine tests].
· Results obtained during the Study: [List relevant information that might be obtained during the Study such as response to the Study activities or procedures, information learned in Study visits, phone calls, surveys, physical examinations, blood and urine tests, x-rays and other tests and any other medical information the investigators may learn from the subject during the Study.]
· Information in your medical record at [insert name of hospital or clinic as appropriate] that may be necessary for your participation in the Study.

· [List any additional information that may be obtained from participants that is not covered by the activities and procedures listed in the Consent Form.  Examples might include information about financial and social circumstances, or educational level.]

2. Who may use and disclose information about you?

Here again you must balance the needs of the protocol against a need to know requirement.

The persons who may use your Protected Health Information include the researcher, Dr [  ] (insert name of Principal Investigator) and his/her research staff, the Institutional Review Board and its staff, legal counsel, audit and compliance staff, officers of Iowa Health System – Des Moines [and/or another entity as appropriate] and other people who need to see the information to help the Study or make sure it is being done correctly. These persons may disclose your Protected Health Information to staff of the entities listed in the next section.

3. Who may see your health information?

Your Protected Health Information may be disclosed to persons associated with the following entities:

· Governmental agencies that have the right to see or review your health information, such as the Office of Human Research Protections and the Food and Drug Administration

[List if applicable]

· Other institutions that are participating in the Study

· The sponsor of the Study and organizations that the sponsor may contract with for the Study. The name of the sponsor is [  ]
· The Data Safety Monitoring Board.

· The Contract Research Organization. The name of the CRO is [  ]
· [Any other outside entity with whom the subject’s health information will be shared]

4. Why will your information be used and disclosed?

Your information will be used and disclosed in order to carry out the research Study and to evaluate the results of the Study.

[If this is an FDA study, add one or both of the following if applicable:]

Your information will be used so the sponsor may receive FDA approval for a new product [  ] or drug [  ] resulting from this Study.

Your information may also be used to meet the reporting requirements of governmental agencies.

5. Can you decide not to authorize the use and disclosure of your Protected Health Information?

Yes. You do not have to authorize the use or disclosure of your Protected Health Information. However, if you do not give this authorization, then you cannot participate in the Study.

6. Can you revoke your authorization?

Yes. You may revoke your authorization to allow your Protected Health Information to be used or disclosed at any time by sending a written notice to the principal investigator, Dr [  ], [Address] or the Institutional Review Board Office, 1215 Pleasant Street, Suite 305, Des Moines, IA 50309. 

If you revoke your authorization, you will be withdrawn from the Study and no health information about you will be gathered after that date. However, information gathered before that date may be used or disclosed if it is needed for the Study or any follow-up for the Study.

7. Is your health information protected after it has been disclosed to others?

If your health information is disclosed to someone who is not required to follow the Privacy Rule, then that information may no longer be protected, and it may be used or disclosed without your permission. 

Insert the following statement if appropriate: 
The Sponsor of the Study, [  ], has voluntarily agreed to be bound by the provisions of the Privacy Rule of the Health Insurance Portability and Accountability Act.

8. Can you see your health information?

Yes. You may see and copy your information after the Study ends.

9. Does your authorization have an expiration date?

The authorization to use and disclose health information will continue until the end of the Study and any necessary data analysis follow-up activities for the Study.

10. Any more questions? 

If you have any questions about this study, you can call (Principal Investigator) at (Principal Investigator’s phone #).  

If you have questions about your rights as a research subject, you can call the Iowa Health System - Des Moines Institutional Review Board office at (515) 241-5790. 

If you have questions about the privacy or confidentiality or you medical information, you can call the Privacy Officer of Iowa Health System at (515) 241-6039.

PLEASE ASK QUESTIONS ABOUT ANYTHING IN THIS FORM THAT IS NOT CLEAR TO YOU

For Adults Subjects Capable of Giving Authorization on their Own Behalf

I authorize the use and disclosure of my Protected Health Information as described in this form.

	Name of Subject:
	
	Date:

	Signature:
	
	

	Name of person obtaining authorization:
	
	Date:

	Signature:
	
	


You will receive a signed copy this form.

============================================

For Adult Subjects not capable of Giving Authorization on the their Own Behalf

I authorize the use and disclosure of [name of subject]’s Protected Health information as described in this form.

	Name of Subject:
	
	Date:

	Legally Authorized Representative (LAR)
	
	

	Relation of Representative to Subject:
	
	

	Signature of Representative:
	
	

	Name of Person Obtaining Authorization:
	
	Date:

	Signature:
	
	


You will receive a signed copy of this form.

=========================================================

For Minor Subjects not capable of Giving Authorization on the their Own Behalf

I authorize the use and disclosure of my child’s Protected Health Information as described in this form.

	Name of Subject:
	
	Date:

	Name of Parent or Legal Guardian:
	
	

	Signature of Parent or Guardian:
	
	

	Name of Person Obtaining Authorization:
	
	Date:

	Signature:
	
	


You will receive a signed copy of this form.

