KENTUCKY CABINET FOR HEALTH AND FAMILY SERVICES
APPLICATION FOR WAIVER OF AUTHORIZATION OR MODIFICATION OF AUTHORIZATION UNDER 

HIPAA PRIVACY RULE

Purpose 

The HIPAA Privacy Rule permits a researcher to seek a waiver or a modification of the HIPAA Privacy Rule requirements concerning participant authorizations from the Cabinet for Health and Family Services Institutional Review Board (IRB). This application form is necessary if the Principal Investigator needs to obtain, use or disclose “protected health information” (PHI) for research studies when (a) a full patient authorization to use and disclose PHI cannot be obtained or (b) a researcher needs to modify or waive some of the elements required in the authorization. 
Principal Investigator      
Protocol Title      
IRB Ref. #      
A.
This application is to request the following (check all that apply): 


 FORMCHECKBOX 

Modified authorization (attach a copy of your modified authorization form to this application)


 FORMCHECKBOX 

Full waiver of authorization (for all uses or disclosures of PHI)


 FORMCHECKBOX 

Partial waiver of authorization (e.g., for purposes preparatory to research)

Please describe the parts of your study or the specific activities for which you are requesting a modification or a partial waiver of authorization (e.g., identification of potential subjects)



     

B.
Required Information

1.
What protected health information (PHI) will be obtained, used or disclosed for the research? 

     
2. What is the source of the PHI? Identify the covered entity or covered component that will release or disclose PHI to the researcher.

     
3.
Does the use or disclosure of the PHI involve any risk to the privacy of individuals?  Describe.


     
4.
Identify anyone outside of the university or institution of the Principal Investigator who will use or receive PHI.  This section should include the names of any entities or individuals outside the Principal Investigator’s university or institution, who will receive PHI collected for the study (e.g., researchers from other institutions collaborating on this research, research sponsors).

     
5. Identify the physical and technical security measures and plan that will be implemented by your research group (and others) to safeguard the PHI from unauthorized use or disclosure.


     
(a) Describe the plan to destroy the PHI at the earliest opportunity (before or at the conclusion of the research project).

     
(b) In the alternative, provide a health or research justification for any long-term or permanent retention of the PHI. In particular, address the destruction of sensitive PHI and include information regarding how such PHI will be destroyed.  If longer term or permanent retention is requested, such as long term maintenance of a database, specify the security measures you will use to protect the PHI.



     
6.
Explain why the research cannot practicably be conducted without the waiver, partial waiver, or modification of authorization, or why the research cannot be conducted by using a “limited data set.” 

     
7.
Explain why the research cannot practicably be conducted without access to and use of the PHI described above.

     
C. Researcher Assurances.

As Principal Investigator of the research described above, I make the following assurances to the Cabinet for Health and Family Services IRB regarding use and disclosure of PHI in connection with this research:

The investigators and research staff who use or obtain PHI in connection with this research will not reuse the PHI or disclose it to any person or entity other than those authorized to receive it, except: 1) as required by law, 2) for authorized oversight of the research, or 3) in connection with other research for which the use or disclosure of that PHI is permitted by the HIPAA Privacy Rule.

____________________________


___________________
Signature of Principal Investigator


Date

____________________________


___________________

Signature of Co-Principal Investigator

Date

(If applicable)
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