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Carle Foundation Hospital

Institutional Review Board

FWA 00002292

Authorization to Use and Disclose of Psychotherapy Notes, AIDS/HIV, Genetic Test, or Alcohol and Other Substance Abuse Information for Research Purposes V1.1
	Human Subject Protection 

Carle Foundation Hospital

611 West Park Street (BWRC)

Urbana, IL 61801


Tel: 217-383-4366  Fax: 217-383-3993

Email: irb@carle.com
Web: www.carleconnect.com/irb.shtml



1. Protocol Information

	Carle IRB No:       

	Project Title:       

	Principal Investigator:       


2. Purpose of Use or Disclosure of Protected Health Information (PHI)
I understand that the privacy of my individually identifiable health information is protected by the federal Health Insurance Portability & Accountability Act of 1996 and its regulations, the Standards for the Privacy of Individually Identifiable Health Information (“HIPAA Privacy Rule”).  The HIPAA Privacy Rule provides special protections to Sensitive Information including Psychotherapy Notes, AIDS/HIV Information, Genetic Test Information, and Alcohol and Other Substance Abuse Information.  If I sign this form, I will be authorizing some of my Sensitive Information to be disclosed to researchers.  This form describes how researchers will use this information.

It is my full understanding that the following Sensitive Information disclosed will include the following sensitive information (check all that applies):  


 FORMCHECKBOX 

AIDS/HIV information (pursuant to the AIDS Confidentiality Act, 410 ILCS § 305, and the Perinatal HIV 
Prevention Act, 410 ILCS § 335)
       [Specify records to be disclosed.]
 FORMCHECKBOX 

Genetic test information (pursuant to the Genetic Information Privacy Act, 410 ILCS § 513): 

      [Specify records to be disclosed.]
 FORMCHECKBOX 

Alcohol and other substance abuse treatment information (pursuant to the Alcoholism and Other Drug Abuse 
and Dependency Act, 20 ILCS § 301 and the Confidentiality of Alcohol and Drug Abuse Patient Records, 42 CFR. Part 2):
       [Specify records to be disclosed.]
 FORMCHECKBOX 

Mental health or developmental disabilities information (pursuant to the Mental Health and Developmental 
Disabilities Confidentiality Act, 740 ILCS § 110.  
      [Specify records to be disclosed.]
Researchers are seeking to obtain my Sensitive Information to be used and/or released (disclosed) for the following research study:       [Insert title of study] (the “Study”).
Further disclosure of the sensitive information referenced above is restricted under the laws governing such sensitive information. 

I understand that this authorization is voluntary.  By signing this form, I am allowing or authorizing (Please check all applicable Carle entities authorized to disclose Sensitive Information for this Study):

___ Carle Foundation Hospital

___ Carle Clinic Association

___ Carle Foundation affiliates as follows:        [insert names of any Carle Foundation affiliates that will be disclosing Psychotherapy Notes for this Study]
to disclose my Sensitive Information to       [name of researcher] and his/her research staff for the purposes of the Study, as further described below. (All of the Carle entities I have authorized above to disclose my Sensitive Information are referred to in this form as the “Carle Representatives”).

My Sensitive Information will be used for:

·       [Provide a brief description of the research protocol or provide the description from the purpose section of the informed consent form for each research activity or research study for which this authorization will be used.]
My Sensitive Information may be used by and shared with:

·       [name of researcher] and his/her research staff,

· Carle Institutional Review Board, when requested for routine and non-routine audits,

· Government Representatives, when required by law
·       [If applicable – list the sponsor’s name or government agency funding the research project]
·       [If the research falls under the purview of a government agency (i.e., FDA, NIH, etc.) list them here.]
·       [For non-Carle investigators – list the responsible Carle investigator’s name]

·       [List any collaborators, outside laboratories, etc.]
·       [If applicable – list any Carle research affiliates.]
·       [List any other individuals and/or groups with whom the information may be shared.]
      [If applicable – statement that primary physician and/or other health professional will be contacted if, in the course of the project, the researcher learns of a medical or psychiatric condition that needs immediate attention.]
Identifying information about me that may be used and disclosed includes (check all that apply):
( Names
( Geographic subdivisions smaller than a state.  Describe. 
     


( All elements of dates directly related to an individual.  Describe. 
     
( Dates related to persons over 89 years of age
( Telephone numbers

( Fax numbers

( Electronic mail addresses

( Social Security numbers

( Medical record numbers

( Health plan beneficiary numbers

( Account numbers

( Certificate/license numbers

( Vehicle identifiers and serial numbers, including license plate numbers

( Device identifiers and serial numbers

( Web Universal Resource Locators (URLs)

( Internet protocol (IP) address numbers

( Biometric identifiers, including finger and voice prints

( Full face photographic images and any comparable images

( Any other unique identifying number, characteristic, or code.  Describe.      
My decision about whether or not to participate in this research study will not affect any of the following:

· My ability to obtain current or future health care or treatment at or from the Carle Representatives

· Payment for health care services from, or my ability to enroll in any, health plans (if applicable)

· Eligibility for benefits (if applicable)


However, I will not be allowed to participate in the Study if I do not sign this authorization form.

After signing the authorization form, I can change my mind at any time and revoke the authorization to use and disclose my Sensitive Information.  I can revoke the authorization by sending a written letter to:

·       [principal investigator name and contact information] and

· Carle Clinic Health Information Management, 602 W. University, Urbana, IL 61801 and
· Carle Hospital Health Information Management, 611 W. Polk, Urbana, IL 61801


If I revoke this authorization, the Carle Representatives may not continue to use and disclose my Sensitive Information for this Study, except for the following:

· My Sensitive Information that has already been disclosed before I revoked this Authorization cannot be taken back.
· Researchers may use and release my Sensitive Information already collected for this Study for purposes of maintaining the integrity of this Study and for regulatory compliance purposes.

If I change my mind and revoke the authorization, I will not be allowed to continue to participate in the Study. 
This authorization will expire on ________________________(MM/DD/YYYY). [Please specify a calendar date.]

I understand that I have a right to inspect and copy the information that will be disclosed pursuant to this authorization.
I am the subject or am legally authorized to act on behalf of the subject.  I have read this information, and I will receive a copy of this form after it is signed.




________________________________
Signature of research subject or *research

Date
subject’s legally authorized representative



_________________________________
Printed name of research subject

*Printed name of research subject’s legal 


 representative (if applicable)


*Please explain Representative’s relationship to research subject and include a description of Representative’s legal authority to act on behalf of the research subject: 


This Authorization must be witnessed.


*Witness Signature

Date of Witness Signature
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