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Provisions for review of patient records prior to design of research study ("Preparatory to Research"):

Under the HIPAA Privacy Rule, the activity covered by this guidance is NOT yet considered research.  The purpose is to allow investigators to review as many records as necessary (using the minimum necessary standard) in order to design or determine the feasibility of a research study, but may only record data from 25 records per LLU policy.  No more information than is allowed in a Limited Data Set may be recorded from these 25 records.  This means that no direct identifiers (name, medical record number, etc.) may be recorded from this information.  No attempt may be made to identify or contact research participants using this information.  

By signing the certification below, you are agreeing to these terms.  IRB approval must be obtained for recording data from more than 25 records or for recording any information about the patient other than what is allowed in a Limited Data Set.   

Instructions:

1. Download and complete a Data Request Form (see also instructions) for the Certified Data Release Department (CDRD) responsible for the data to be reviewed.  Thus, where the Data Request Form asks about Purpose, check "Other" and write in "Preparatory to Research."  (Do not check "Research.")  Refer to the Data Request Form instructions with any questions.

2. Complete, sign, and date the Certification
 below and attach to the back of the Data Request Form.  
3. Make copies of both forms and submit to the Office of Sponsored Research (558-4531, or extension 44531).  Submit the original forms to the appropriate Certified Data Release Department in order to obtain access to the data needed preparatory to research. 

Certification: 

I hereby certify:

The use or disclosure of the data requested on the attached Data Request Form is solely to review protected health information as necessary to prepare a research protocol or for similar purposes preparatory to research;

No protected health information is to be removed from the covered entity by me or those under my direction in the course of the review; and

The protected health information for which use or access is sought is necessary for the research purposes. 

Title of Proposed Research Project _______________________________________________________

Signed ________________________________________________
Date ___________________

Print name of person requesting data ______________________________________________________

         Institutional Review Board
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� This Certification should be signed by the faculty member or physician who will likely act as Principal Investigator on the proposed research project, even if the request is being submitted by someone else (e.g. student, resident, clinical coordinator, etc). 





