Sample Letter for
IRB Approval of Waiver of Research Participants’ Authorization
The Lawrence Livermore National Laboratory IRB1 has reviewed and approved the Waiver of Authorization for use of protected health information (PHI) for research purposes for the following study.

IRB #

Principal Investigator

IRB Title

Date of Approval

The following PHI for which use or access is requested has been determined to be necessary for the conduct of the study by the IRB:

[Insert the patient information to be used or disclosed, or attach documentation of the information.]
In approving this Waiver of Authorization, the IRB has made the following determinations:

1. The use or disclosure of PHI involves no more than minimal risk.
· Granting of waiver will not adversely affect privacy rights and welfare of the individuals whose records will be used.

· The project could not practicably be conducted without a waiver.

· The project could not practicably be conducted without use of PHI.

· The privacy risks are reasonable relative to the anticipated benefits of research.

· An adequate plan to protect identifiers from improper use and disclosure is included in the research proposal.

· An adequate plan to destroy the identifiers at the earliest opportunity, or justification for retaining identifiers, is included in the research proposal.

· The project plan includes written assurances that PHI will not be re-used or disclosed for other purposes.

· Whenever appropriate, the subjects will be provided with additional pertinent information after participation.

In making this determination the IRB has followed the requirements of the Common Rule using [insert either Full Board or Expedited Review] procedures. 

Signature of the IRB Chair or Designee




Date

1Lawrence Livermore National Laboratory’s IRB is an Institutional Review Board (IRB), established in accordance with 7 CFR lc.107, 10 CFR 745.107, 14 CFR 1230.107, 15 CFR 27.107, 16 CFR 1028.107, 21 CFR 56.107, 22 CFR 225.107, 24 CFR 60.107, 28 CFR46.107, 32 CFR 219.107, 34 CFR 97.107, 38 CFR 16.107, 40 CFR 26.107, 45CFR 46.107, 45 CFR 690.107, or 49 CFR 11.107.
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