Emory University IRB 

Request for Approval of HIPAA Privacy Rule

Waiver/Alteration of Patient Authorization 

45 CFR 164.512

IRB File #:

Study Title:

Principal Investigator:

Applicant for Waiver/Alteration (if not PI):

Covered Entity:

Protected Health Information (PHI) Requested (attach complete description if necessary):

Request for 
( Waiver of patient authorization



( Alteration of patient authorization (“partial waiver”) (describe):

Non-research use or disclosure, if applicable:

This section for IRB use only:

Mode of Review:

( Normal (convened meeting) under 45 CFR 46.108(b), date of meeting: _______________

or 

( Expedited under 45 CFR 46.110.

This section for Applicant to use and/or attach documentation addressing requirements A – C.

The IRB, sitting as a privacy board, is asked to approve a waiver or alteration of patient authorization for the use of disclosure of PHI.  In order to grant this waiver, the IRB must review enough information, to be provided by the Applicant, to determine that the alteration or waiver of authorization satisfies all of the following criteria:

(A) That the use of disclosure of PHI involves no more than a minimal risk to the privacy of individuals, based on, at least, the presence of the following elements:

i. An adequate plan to protect the identifiers from improper use and 

disclosure;

ii. An adequate plan to destroy the identifiers at the earliest opportunity consistent with conduct of the research, unless there is a health or research justification for retaining the identifiers or such retention is otherwise required by law; and

iii. Adequate written assurances that the PHI will not be reused or disclosed to any other person or entity, except as required by law, or for authorized oversight of the research study, or for other research for which the use or disclosure of PHI would be permitted by this subpart;

(B) That the research could not practicably be conducted without the waiver or alteration; and

(C) That the research could not practicably be conducted without access to and use of the protected health information.

This section for IRB use only:

(A) Minimal risk: ( No, risk level determined to be: _______________

( Yes, based on:

i. Security plan: ( Adequate   ( Need more:

ii. Destruction plan: ( Adequate   ( Need more:

iii. Assurances for pass-through: ( Adequate   ( Need more:

       (B) Practical necessity of waiver/alteration: ( Adequate   ( Need more:

       (C) Practical necessity of PHI: ( Adequate   ( Need more:

( Approved

( Denied

Initials of Chair or designated IRB member: ________

Date of review/approval/denial:  _________________

Other comments:
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