HIPAA Request for Partial Waiver to Individual Authorization 

The Christ Hospital Institutional Review Board (IRB)

For Purposes of Patient Recruitment into Research Studies

The HIPAA Privacy Rule establishes the conditions under which protected health information (PHI) may be used or disclosed by covered entities for research purposes, without specific patient authorization.  In order to recruit individuals into research studies using PHI from The Christ Hospital, and contact the patient to seek informed consent and authorization for use and disclosure of PHI, the principal researcher must obtain partial waiver to Individual Authorization from the IRB. 

IRB Study #:

Study Title:  

1. Describe your plan to protect the PHI from improper use and disclosure: 

2.  What is your plan to safeguard PHI that is disclosed to you?  How will you destroy PHI of individuals who do not authorize use and disclosure of their PHI? 

3.  Expiration of waiver authorization (describe expiration date or event, i.e., end of the research study):  

I assure The Christ Hospital IRB that the information I provided in this application is accurate and complete.  The PHI disclosed to me by The Christ Hospital for patient recruitment into this research study will not be used or disclosed to any other person or entity, except as required by law, for authorized oversight to the research project, or for other research for which the use or disclosure of PHI would be permitted by 45 CFR 164.512(i).

__________________________________________

______________________________

Signature: Principal Investigator 



Date

__________________________________________

______________________________

Signature:  Department Head



Date

**********************************************

FOR IRB USE ONLY:

The Christ Hospital IRB has determined that the waiver of authorization satisfies the three criteria listed in 45 CFR 164.512(i)(2)(ii) to access the following PHI:

__________________________________________________________________________________________________________________________________________________________________________________________________

The three criteria listed in 45 CFR 164.512(i)(2)(ii) are:

1. The use or disclosure of the PHI involves no more than a minimal risk to the privacy of the individuals, based on, at least, the presence of the elements listed above in 1,2, and 3.

2. The research could not practicably be conducted without the waiver or alteration; and

3. The research could not practicably be conducted without access to and use of the PHI.

This partial waiver of authorization has been reviewed and approved under:   

 FORMCHECKBOX 
 Expedited review, or    FORMCHECKBOX 
 Full board review

____________________________________________ 
______________________________

Signature:  IRB Chairman                                           

Date 

Version 2

07/12/10

(II.6.A, II.6.B)


