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Instructions: While the Privacy Rule does not require documentation of IRB approval for Preparatory to Research, Data Review Request, the Investigator must submit this request to Carle IRB via IRBNet and receive an acknowledgement before the Investigator can access, use, or disclose any protected health information (PHI) that is part of The Carle Foundation Affiliated Health Care Provider Organizations (“Carle”) records for purposes preparatory to research, such as to aid study recruitment (45 CFR 164.512). 
Note: The Investigator is not allowed to remove PHI from the covered entity when reviewing PHI using a preparatory to research, data review request. (45 CFR 164.512(i)(1)(ii))
1.  Protocol Information
	Carle IRB No:       

	Project Title:       
	Date:       

	Principal Investigator:       

	Investigator’s organizational affiliation* for the purpose of this project (list only one):      

	E-mail:      
	Phone:       


*Affiliation means the person is employed by or a member of the workforce of that organization.
2.  Purpose of Use or Disclosure of PHI
Check and complete all that apply: 
 FORMCHECKBOX 

The use or disclosure sought is solely to review PHI as necessary to prepare a research protocol or for similar

purposes preparatory to research.
Identify the requested PHI and state why access to PHI is necessary.  (Example: Access to medical records is necessary to determine the size of the subject pool of persons with the following clearly identified conditions or diagnoses):      
 FORMCHECKBOX 
   No PHI will be removed from the covered entity by the researcher in the course of the review.
 FORMCHECKBOX 
  The PHI for which use or access is sought is necessary for the research purposes.  Explain why the information required cannot be obtained from another source:      
3.  Sensitive Information

There are additional requirements for confidentiality under Illinois and federal law for the following sensitive PHI:  

(i) psychotherapy notes and other mental health or developmental disabilities treatment information; 

(ii) AIDS/HIV information;

(iii) genetic information; and 

(iv) alcohol or drug abuse treatment information.  
If the preparatory to research project requires review of records containing any of these types of sensitive PHI, please describe any sensitive PHI to which you request access:      
Please note that the Preparatory to Research exception may not be available to you to review sensitive PHI.  Please contact the Human Subject Protection Office/ Carle IRB at (217) 383-4366 for assistance.
4.  Disclosure Tracking
PHI disclosed outside of the covered entity for the purpose of research must be tracked as required by the Carle IRB.  This tracking requires researchers to fill out an Accounting Disclosure Tracking form available on IRBNet under Forms and Templates for Carle IRB.  (check only 1 of the boxes below)
 FORMCHECKBOX 
  PHI disclosure will be tracked for this research.

Explain who will track PHI disclosure for this project and how the tracking will be done (i.e. use of electronic Accounting Disclosure Tracking Form,  Alternative Accounting for Research Disclosure Tracking Form, use of paper forms, etc.).      
 FORMCHECKBOX 
  No PHI will be disclosed outside of the covered entity for this research.

	JOB AID:  How do I know when I need to track disclosures of PHI?

	Access to and use of PHI is limited to those persons within covered entity
	No tracking required

	PHI is disclosed externally, outside of the covered entity
	Yes, tracking is required


*PHI cannot be removed from covered entity without a HIPAA Waiver of HIPAA Authorization.
5.  Investigator’s Assurance
By submitting this form, I assure that I agree to the following:
· Information disclosed to me or by me for the purpose of research will be tracked as required by the Carle IRB.
· No PHI will be removed from the covered entity in the course of the review.  I understand that I am only able to contact potential research subjects whose records I review pursuant to this form to recruit them into a research study if I am employed by or a workforce member of the covered entity who granted me access to these records.
· I am aware of the legal, regulatory and ethical requirements to protect human subjects, including without limitation, protection of their personal privacy and the privacy of all information identifying and/or relating to them, and agree to comply with all such human subject protections.

· I will carry out the proposed data review and/or collection in compliance with the principles stated above.

FOR IRB OFFICE USE ONLY

The IRB Chair or designee has reviewed the Preparatory to Research filing and made the following determination:
 FORMCHECKBOX 

Accepted
 FORMCHECKBOX 

Denied
 FORMCHECKBOX 
  
Additional information is required.

 Comments: 

_____________________________________________        ______________________

Signature of IRB Chair or designee                                           Date
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