ACTIVITIES PREPARATORY TO RESEARCH – REQUEST FOR WAIVER OF AUTHORIZATION
Principal Investigator ______________________________________




(Please print or type)

Department/Unit __________________________________________

Contact information at work:

Office location _______________________________






Telephone number ____________________________






E-mail address ______________________________

I acknowledge that the Health Insurance Portability and Accountability Act (HIPAA) Privacy Rule imposes the following restrictions [45 CFR 164.512(i)(1)(ii)] on the use of protected health information (PHI) in activities preparatory to research, defined as:


•the development of research questions;


•the development of eligibility (inclusion and exclusion) criteria; and 

•the determination of study feasibility and design (in terms of the available number and eligibility of potential study participants).

I therefore agree that:

1.
I will engage in preparatory to research activities only when necessary.
2.
I will review only the PHI that is necessary to prepare a research protocol for grant preparation or IRB review or for those preparatory to research activities listed above.
3.
I will not remove any PHI, abstracted in the course of my review of PHI, from the Covered Entity or Covered Component.    Furthermore, I will not disclose the abstracted PHI under any circumstances to anyone outside of the Covered Entity or Covered Component.

4.
I will apply the above conditions to PHI maintained by the Covered Entity or Covered Component ___________________________________________________________.





Name and Address of Covered Entity or Covered Component

___________________________________

__________________

Principal Investigator Signature


Date

APPROVED by Covered Entity or Covered Component: 

_____________________________________________________

Authorized Signature


Printed


Date

cc:  Purdue University IRB





Revised June 6, 2003


