Florida State University

IRB/Privacy Board

Certification for Use of Protected Health Information

Preparatory To Research

1.
Principal Investigator Contact Information

Name: _______________________________________
Position: _____________________________________

Department: __________________________________

      E-mail:_______________________________________
Phone: _______________________________________





In accordance with the HIPAA Privacy Rule, the FSU Covered Component (Thagard Center, FSU Speech and Hearing Clinic) may use or disclose Protected Health Information (PHI) for the purpose of ‘Reviews Preparatory to Research’ (RPR), wherein a researcher  uses/reviews PHI for the purpose of developing a research protocol; formulating a research hypothesis; or to screen for study eligibility.
Under the ‘Reviews Preparatory to Research’ (RPR) mechanism, the FSU Covered Component may release PHI to a Researcher without an individual’s HIPAA Authorization or a Waiver of HIPAA Authorization granted by the Privacy Board.  However, the law requires that the FSU Covered Component obtain from the Researcher the attached Certification to ensure privacy and confidentiality of the PHI being released.   

Please Note:
Researchers who are members of the FSU Covered Component may utilize PHI of the FSU Covered Component obtained through the RPR to contact patients for recruitment activities, but only after IRB approval of the study has been obtained.
Researchers who are not members of the FSU Covered Component may utilize the PHI of the FSU Covered Component obtained through the RPR for recruitment only upon obtaining IRB approval of the study and obtaining a HIPAA Waiver of Authorization from the IRB/ Privacy Board.
CERTIFICATION:

The Principal Investigator hereby certifies:

1. I am preparing/considering a research protocol on: (briefly describe the proposed protocol in a way that sufficiently justifies preparatory access to PHI)
2. In order to prepare or determine the feasibility of the above proposed protocol, I require access to the following PHI:  (please describe, with as much specificity as possible, the source of patient records, data elements needed, etc. that the Principal Investigator will access pursuant to this certification).
3. The above information is necessary to prepare for the particular research.
4. The extent of PHI sought is limited to only that which is essential to conduct activity related to preparation of the proposed protocol.
5. In addition to myself, only the following individuals of my research group will be reviewing the information being sought through RPR:

6.  I will at no time during my review preparatory to research remove from the FSU Covered Component premises or record any PHI obtained through this RPR. 
7. As this is a review preparatory to research only, neither I, nor my staff, will contact patients about the proposed study or conduct any research until I submit and receive approval for a human subject research protocol from the FSU-IRB.

8. This Certification for review of PHI for research will commence on the below-noted date of approval and expire on __________.  After that date, I shall no longer access the above sought PHI for research preparation.  If needed as part of an approved research protocol from the FSU-IRB, I will retain the RPR information in accordance with the policies on human subject research.  If no longer needed, I shall ensure such information is destroyed (e.g., paper copies are shredded and electronic files deleted) to protect the privacy and confidentiality rights of such information. 
___________________________________


_____________

Signature of Principal Investigator



Date
Submit completed form signed by the Principal Investigator to:  
FSU

Office of Research 

IRB/Privacy Board

P O Box 3062742

Tallahassee, FL 32306-2742
Telephone:  (850) 644-7900

Fax:  (850) 644-4392
e-mail:  jth5898@fsu.edu
Once this form has been approved and returned to the Principal Investigator, the approved form must be presented to the Custodian of the PHI being sought. 







