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Attachment B 

Memorandum To Institutional Review Board Requesting a Waiver of Authorization to Release Medical Records or Health Information

Stratton VAMC Albany, NY
TO:  Institutional Review Board (Identify with Specificity)

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 information in the conduct of this research study under a waiver of authorization.  The identifiable information being requested is: (list with specificity- refer to the “HIPAA 18 Identifiers” list on the Research web site as necessary) 

The identifiable information will be used or disclosed only by members of the research team and the following persons (identify with specificity and justify the need to disclose the information to any one outside the VHA).

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 (discuss the timeframe or the reasons the identifiers must be retained, including health or research justifications or any legal requirement to retain them)
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:
____________________________ (Signature of PI)

Following a review of the information above, it has been determined that a waiver of authorization is appropriate.
_________________________________


        ___________
                   FOIA/Privacy Officer




     Date

HIPPA Waiver/Alteration Documentation Checklist
Stratton VAMC Albany, NY

For an IRB or Privacy Board to approve a waiver of HIPAA authorization a determination must be made that the following criteria have been met as required by 45 CFR 164.512(i).  

1. Does the use or disclosure of the protected health information  involve no more than minimum risk to the privacy of individuals under criteria specified by the Privacy Rule?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

a. Is there and adequate plan to protect the identifiers from improper use and 

disclosure?  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No


b. Is there and adequate plan to destroy the identifiers at the earliest opportunity 
consistent with the conduct of the research?   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No




(i) If “no” is there a health or research justification for retaining the 


identifiers or 
retention is required by law?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 




(ii)If ‘yes’, please explain justification:     

c. Are there adequate written assurances that the protected health information 
will not be reused or disclosed to any other person ore entity, except as required 
by law? FORMCHECKBOX 
 Yes  FORMCHECKBOX 
No

2. Could the research be practicably conducted without the waiver or alteration?  FORMCHECKBOX 
Yes  FORMCHECKBOX 
 No

3. Could the research practicably be conducted without access to and use of the protected health information?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
4.  Give a brief description of the protected health information for which use or access has been is requested and to which the waiver would apply.

5.  IRB determination to be filled out by a voting member of the IRB.

 FORMCHECKBOX 
  It has been determined that the waiver of authorization

 FORMCHECKBOX 
 has met the above criteria. 

 FORMCHECKBOX 
 has NOT meet the above criteria.

 Note: to meet all required criteria  Question 1, 1a, 1b and 1c must be answered yes and Questions 2 and 3 must be answered no.

6.  The waiver has been approved by:

 FORMCHECKBOX 
 Full Board Review

 FORMCHECKBOX 
 Expedited Board Review

​​_____________________________________

Signature of IRB Chair or voting member of IRB

Date of approval ______________
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