LOS ANGELES COUNTY – DEPARTMENT OF PUBLIC HEALTH

INSTITUTIONAL REVIEW BOARD

HIPAA WAIVER OR ALTERATION OF AUTHORIZATION REQUEST

Principal Investigator:___________________________


IRB #:______________________

Protocol Title:________________________________________

The IRB may waive or alter the requirement to obtain authorization from Human Subjects in order to use or disclose their Protected Health Information, provided that the investigator justifies, and the IRB agrees, that specific criteria have been met.  Please explain how your study meets the criteria by answering the following questions.

Does this investigation use Protected Health Information (PHI)
?

· 
Yes – If yes, complete questions 1 – 8, sign form and submit to the IRB.

· 
No – If no, sign form and submit to the IRB.

1.
Describe how the use or disclosure of Protected Health Information (PHI) involves no more than minimal risk to the privacy of individuals.

2.
Describe how the study could not practicably be conducted without waiver or alteration.

3.
Describe how the study could not practicably be conducted without access to and use of the PHI.

4.
Include a detailed list of the PHI to be collected and a list of the source(s) used/accessed for the PHI.

5.
Describe the plan to protect identifiers from improper use and disclosure.  Indicate where PHI will be stored and who will have access (investigators must list all entities that might have access to the study’s PHI such as sponsors, FDA data safety monitoring boards).

6.
Describe the plan to destroy the identifiers at the earliest opportunity.  This must be done unless there is a health or clinical justification for retaining the identifiers or such retention is otherwise required by law.

7.
Describe how the uses and disclosures of PHI pursuant to this waiver of authorization will be limited to the “minimum necessary”
 to achieve the purpose(s) of the clinical investigation.  [Describe the selection criteria for the records required (e.g., all asthmatics seen in the Asthma Clinic), the dates of the records required (e.g., clinic visits from July 1, 1998 through December 31, 2000), and the data fields required for the investigation.]

8.
Describe written assurance that the PHI will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the investigation, or for other investigation for which the use or disclosure of PHI would be permitted by the HIPAA Privacy Rule.

The information listed in the waiver application is accurate and all investigation staff will comply with the HIPAA Privacy Rule and the waiver criteria.  I assure that the information I obtain as part of this study will not be reused or disclosed to any other person or entity other than those listed in this form, except as required by law.  I will seek prospective IRB approval if at anytime I want to reuse this information for other purposes or disclose the information to other individuals or entity. 

_________________________________________

_____________________-

Principal Investigator Signature


Date

� “Protected Health Information” (PHI) means individually identifiable health information transmitted or maintained in any form (electronic means, on paper, or through oral communications) that relates to the past, present or future physical or mental health or conditions of an individual.  Since all of DPH is a “covered entity” for HIPAA purposes, PHI includes any data collected by or under the auspices of DPH staff or programs that includes in the record or data base any of the covered 18 types of identifying information about the person, e.g. last 2 digits of ZIP Code, birth date or even just birth month and day, telephone number, e-mail address, etc.


� “Minimum necessary” means when using or disclosing PHI or when requesting PHI form another covered entity, the investigator must make reasonable efforts to limit PHI to the minimum necessary to accomplish the intended purpose of the use, disclosure or request.
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