NATIONAL INSTITUTE ON AGING (NIA) DATA USE AGREEMENT (DUA)
REQUEST MATERIALS

Requirements for Institutional Review Board (IRB) Review
and HIPAA Waiver Documentation for RIF DUA Request
Submissions

CMS must ensure that all research requests for identifiable (RIF) data have IRB
documentation to satisfy the requirements of the Common Rule and the Health
Insurance Portability and Accountability Act (HIPAA). This article describes the
requirements and presents examples of acceptable IRB documentation.

The IRB documentation must indicate that there was a review that satisfies the following
two requirements:

1. Informed consent for human subjects participation in research or waiver of
informed consent

CMS requires IRB review of each research study that proposes to use RIF data,
regardless of whether the participants are actively involved (e.g. a survey or clinical trial)

or if you are only using existing data (e.g. CMS data) about the subjects.

The IRB may approve your study, or it may exempt it from review. Either outcome is
acceptable for the RIF DUA request.

The IRB will review the study with regard to the requirements of the Common Rule:

. The Common Rule is a federal policy that covers the protection of human
subjects in research.

. The Common Rule requires that researchers obtain informed consent from each
human subject for their participation in the research, OR

. If certain conditions are met, the IRB may waive the Common Rule requirement

to obtain informed consent. The waiver is also implied if the IRB exempts the
study from review (or exempts the study from the Common Rule).

VERSION 1.0 2023-01-05 1



2. Individual authorization for release of health data or waiver of authorization
(HIPAA waiver)

The IRB will also review the study with regard to the requirements of the HIPAA Privacy
Rule:

. The Privacy Rule is a part of HIPAA (Health Information Portability and
Accountability Act), the federal policy that covers the protection of health

information.

. The HIPAA Privacy Rule allows CMS to release protected health information for
research either with individual authorization, or

. If a researcher has not obtained individual authorization, a researcher must

provide documentation that an IRB has approved a waiver of the research
subjects' authorization for disclosure of information about them for research
purposes.

CMS requires documentation of the IRB review results and waivers.

There isn't one specific form or format, but there are some basic IRB documentation
requirements:

a. Name of the IRB and contact information (preferably via letterhead)

b. Date of review or approval and expiration date (some exemptions may not
expire)

C. Study title must be the exact same study title as on your documents

d. Principal Investigator (PI) name: Must be the same as the Pl name on your
documents

e. Determination of IRB approval or exemption, and brief explanation

f. Name/signature of the authorized IRB representative

There isn't one specific wording required, but it must include language about the
waivers:

Waiver of informed consent, or the IRB may exempt the study from review
Language indicating that a HIPAA waiver is included (may indicate waiver of the
Privacy Rule requirements, waiver of release of information authorization, or
reference the specific statute)

=@

If you are obtaining informed consent and/or individual authorization, then the IRB
documentation should state that.
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Still have questions? Please refer to ResDAC's IRB FAQs.

Content sourced from: Koper, J. (2020, January 1) Requirements for Institutional Review
Board (IRB) Review and HIPAA Waiver Documentation for Rif DUA Request Submissions:
Guidance Portal. Requirements for Institutional Review Board (IRB) Review and HIPAA
Waiver Documentation for RIF DUA Request Submissions | Guidance Portal.
https://www.hhs.gov/guidance/document/requirements-institutional-review-board-irb-
review-and-hipaa-waiver-documentation-rif-
dua#.~:text=CMS%20requires%20IRB%20review%200f may%20exempt%20it%20from%
20review.
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