HIPAA Request for Full Waiver of Authorization 

The Christ Hospital Institutional Review Board (IRB)

For Retrospective Chart Abstraction Research Studies

This form is to request a Waiver of Authorization to use and/or disclose individually identifiable health information, i.e., protected health information (PHI). Health information is individually identifiable when it is labeled with one or more of the 18 HIPAA identifiers or derivative(s) thereof (such as initials). A full list of the 18 HIPAA identifiers can be found in The Christ Hospital HIPAA policy.
IRB #_______

Principal Investigator:__________________________________________
Study Title:____________________________________________________________________
1) Please describe in detail all PHI for which you are seeking a waiver of authorization:


2) Please explain why this PHI is the minimum necessary to accomplish the research objectives:

    (NOTE: Under the federal regulations, investigators may obtain only the minimum necessary PHI to achieve the

      goals of the research.)


3) What is the plan to protect subjects from improper use/disclosure of their identifiers? Check

     all that apply.

 ⁮ Confidentiality agreements with study staff

⁮ Other:___________________________________
 ⁮ Policies and procedures relating to privacy and confidentiality

 ⁮ Initial and continuing staff education on the HIPAA Privacy Rule and/or subject privacy & confidentiality.
4) Identifiers must be destroyed at the earliest opportunity. When and how will identifiers of 

    Subjects be destroyed? (NOTE: If identifiers will not be destroyed at the earliest possible time, Please

    provide a justification)


5) What steps have been taken to ensure that PHI will not be reused or disclosed to any other 

     Person or entity? Check all that apply:

⁮ Limited access to only individuals who need to know the information. Please explain how this 

    is accomplished:______________________________________________________________

⁮ Electronic safeguards(e.g. password protection) where only study staff has access to electronic
    study information. Please describe the electronic safeguards in place:____________________

    ___________________________________________________________________________

⁮ Physical safeguards(e.g. locked cabinets) where only study staff has access to areas with study

    Information. Please describe the physical safeguards in place: __________________________

    ____________________________________________________________________________

⁮ Other_______________________________________________________________________

6) Please explain why it is not practicable to conduct the study without access to and use of PHI:


[image: image1]
7) Please explain why it is not practicable to conduct the study without a waiver of authorization:

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 
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