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Attachment B 

Memorandum
Request for Waiver of Authorization to Release Medical Records or Health Information

TO:  VA New Jersey Health Care System Institutional Review Board 

FROM: ____________________, Principal Investigator

Date:                     
Subject: Request for Waiver of Authorization to Release Medical Records or Health Information for Study ___________________ (Identify by number and title)
This is a request to use identifiable protected health information in the conduct of this research study under a waiver of authorization.  The identifiable protected health information being requested is: (Briefly describe the health information to be used and or disclosed by you and list with specificity identifiers to be used- refer to the “HIPAA 18 Identifiers” list on the Research web site as necessary and include the anticipated data location, i.e. CMS, WRIISC).
The identifiable information will be used or disclosed only by members of the research team and the following persons (Identify with specificity each person and organization by name and justify the need to disclose the information to any one outside the VHA. Examples include research sponsor, PI, research staff, and research monitors).

The proposed study poses minimal risk to the privacy of the subjects because:

a. The identifiable information will be protected from improper use or disclosure by: (Detail how this will be accomplished including limitations of physical or electronic access to the information and other protections) 

b. The identifiers will be destroyed at the earliest opportunity consistent with the research. (Describe the plan for destruction including the following issues)
1. ALL the identifiers will be destroyed as permitted by VA regulations. 
Check:  Yes ____    NO____  
(If NO, specify the identifiers to be retained, the reasons the identifiers must be retained and the format the identifiers will be retained in.  Include health or research justifications or any legal requirements for retention of the identifiers.)
2. The time frame for planned destruction is:
(If the identifiers are to be destroyed use the following text)
The time frame for destruction of identifiers will be determined following the release of VA regulations on retention of research records.  All research records must be kept (not destroyed) until that time.  Research records, including identifiers will be securely maintained and will be destroyed following requirements provided in the VHA Records Control Schedule 10-1.  Any destruction of research data, including identifiers, will take place no less than six years after study closure.
c. The identifiable information will not be reused or disclosed to any other person or entity outside the VHA other than those identified in the protocol, except as required by law, for authorized oversight of this research study, or as specifically approved for use in another study by an IRB.

The proposed study cannot be practicably conducted without a waiver of authorization because: (Discuss reasons why it would not be possible to obtain authorization from individual subjects)
The proposed study cannot be done without the specified identifiable information because: (Discuss reasons why it would not be possible to conduct the research without the identifiable information being requested)
Briefly describe how the information is to be used:
Briefly explain the type of study:
In accordance with 38 USC 7332 (Applicable to Drug Abuse, Alcohol Abuse, HIV Infection, and Sickle Cell Anemia Records)
This study will obtain subject data related to:

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

Drug Abuse

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

Alcohol Abuse

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

HIV Infection

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

Sickle Cell Anemia

If any of the 4 categories above are checked Yes, I hereby provide my assurance that the purpose of the data is to conduct scientific research and that no personnel involved in the study may identify, directly or indirectly, any individual patient or subject in any report of such research or otherwise disclose patient or subject identities in any manner.
 FORMCHECKBOX 
 I so attest

 FORMCHECKBOX 
 Not Applicable
____________________________ (Signature of PI)
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