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This Technical Report provides a common understanding of post-market surveillance, or
PMS facilitating international cooperation in this area. The Technical Report is intended for
use by manufacturers of medical devices. With PMS, the manufacturers can collect,
evaluate, and analyze experience gained with their devices after placing on the market. The
resulting information can be used for, among others, improvement of the devices. The
Technical Report aims to describe a comprehensive data collection process and activities
that allow characterization of the behavior of the devices as used in practice, and identify
necessary and/or possible actions. PMS information may include material that requires
reporting to Regulatory Authorities. The Technical Report does not provide information for
such reporting, nor for achieving compliance with any other (PMS) requirement by
Regulatory Authorities. Market surveillance by national authorities, as well as actions legally
required to be performed by manufacturers as part of PMS or vigilance are outside the scope
of the Technical Report. The document is not intended to replace or change national or
regional legislation on PMS.
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AAMI Technical Information Report

A technical information report (TIR) is a publication of the Association for the Advancement of Medical
Instrumentation (AAMI) Standards Board that addresses a particular aspect of medical technology.

Although the material presented in a TIR may need further evaluation by experts, releasing the information
is valuable because the industry and the professions have an immediate need for it.

A TIR differs markedly from a standard or recommended practice, and readers should understand the
differences between these documents.

Standards and recommended practices are subject to a formal process of committee approval, public review,
and resolution of all comments. This process of consensus is supervised by the AAMI Standards Board and,
in the case of American National Standards, by the American National Standards Institute.

A TIR is not subject to the same formal approval process as a standard. However, a TIR is approved for
distribution by a technical committee and the AAMI Standards Board.

Another difference is that, although both standards and TIRs are periodically reviewed, a standard must be
acted on—reaffirmed, revised, or withdrawn—and the action formally approved usually every five years but
at least every 10 years. A TIR must be acted on and the action formally approved usually every three years.

A TIR may be developed because it is more responsive to underlying safety or performance issues than a
standard or recommended practice, or because achieving consensus is extremely difficult or unlikely. Unlike
a standard, a TIR permits the inclusion of differing viewpoints on technical issues.

CAUTION NOTICE: This AAMI TIR may be revised or withdrawn at any time. Because it addresses a rapidly
evolving field or technology, readers are cautioned to ensure that they have also considered information that
may be more recent than this document.

All standards, recommended practices, technical information reports, and other types of technical documents
developed by AAMI are voluntary, and their application is solely within the discretion and professional
judgment of the user of the document. Occasionally, voluntary technical documents are adopted by
government regulatory agencies or procurement authorities, in which case the adopting agency is
responsible for enforcement of its rules and regulations.

Comments on this technical information report are invited and should be sent to AAMI, Attn: Standards
Department, 901 N. Glebe Road, Suite 300, Arlington, VA 22203.

ANSI Registration

Publication of this Technical Report that has been registered with ANSI has been approved by the Accredited
Standards Developer (AAMI, 901 N. Glebe Road, Suite 300, Arlington, VA 22203). This document is
registered as a Technical Report according to the Procedures for the Registration of Technical Reports with
ANSI. This document is not an American National Standard and the material contained herein is not
normative in nature.

Comments on this technical information report are invited and should be sent to AAMI, Attn: Standards
Department, 901 N. Glebe Road, Suite 300, Arlington, VA 22203.
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Committee representation

Association for the Advancement of Medical Instrumentation

Application of post market surveillance systems to medical devices Working Group

The adoption of AAMI/ISO TIR 20416/Ed.1, Medical devices - Post-market surveillance for manufacturers
as an AAMI Technical Information Report was initiated by the AAMI QM/WGO06 Application of post market
surveillance systems to medical devices Working Group. AAMI QM/WGO06 provides input to the Quality
management and corresponding general aspects for medical devices Committee which is the responsible
group for providing the U.S. input to the relevant group in the International Organization for Standardization
(1ISO). U.S. representatives from the Application of post market surveillance systems to medical devices
Working Group and the TAG played an active part in developing the ISO document.

At the time this document was published, the AAMI Application of post market surveillance systems to
medical devices Working Group had the following members:

Cochairs: Mark Swanson
Marc-Henri Winter

Members: Jahan Azizi, Healthmark Industries Company Inc
Tim Croft, Hill-Rom Holdings
John DeFoggi, Business Process & Technology Management LLC (BPTM)
Hugo Felix, Owlet Baby Care
Christine Krenc, KTA Compliance Consulting
Brian Markey, Baxter Healthcare Corporation
Estee Orani, Becton Dickinson & Company
Marcia Orozco, Alcon Laboratories Inc
B Park, Christine Park & Associates
Donald Powers, Powers Consulting Services
Karen Rittle Leigh, 3M Health Care
Jacob Severns, Amgen Inc
Mark Swanson, H&M Consulting Group LLC
Rachael Tienhaara, Baxter Healthcare Corporation
Marc-Henri Winter, FDA/CDRH
Johannah Zalomski, WL Gore & Associates Inc
Nicole Zuk, Siemens Healthineers

Alternates: Gennevieve Douglas, Amgen Inc
Todd Gatto, Northgate Technologies
Susumu Nozawa, Siemens Healthineers
Kevin Randall, ComplianceAcuity Inc

NOTE—Participation by federal agency representatives in the development of this document does not
constitute endorsement by the federal government or any of its agencies.
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