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addresses the structure of the program, documentation requirements, staffing, and
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Committee representation

Association for the Advancement of Medical Instrumentation
Equipment Management Committee

This recommended practice was developed by the AAMI Equipment Management Committee. Committee
approval of the recommended practice does not necessarily imply that all committee members voted for its
approval.

The AAMI Medical Equipment Management Committee has the following members:

Cochairs: Ethan Hertz, PE, CCE, Duke University Health System, Durham, NC
Martin Freeman, Washington Hospital Center, Washington, DC*

Members: Stuart Albert, CBET, CHSP, Society of Biomedical Equipment Technicians
Joseph Bagnell, Hill-Rom Air-Shields
Bruce Barkalow, CCE, PhD; PE, Consultant, Newago, Ml
Robert Borushko, Tecumseh, M|
Mark Brody, CCE, representing the American;College of Clinical Engineering
William Burdick, FDA/CDRH

David D'?'ﬁ%yrs%%%\)\ém%%&empgﬂmF%{dance document and is
Michael Duckett, Steris &Orpration asers to evaluate the content of the
Jeffrey EgglestoncMSsValeydabilng.a purchasing decision.

Martin Freeman, Washington Hospital Center, Washington, DC*

Ethan Hertz, PE,FCCE; DukettniversityhHealth 1 Systenm;Durham, NC
Julio Huerta, MSEE, MPHaNarth/Cardling Menioral Hospital, Chapel Hill, NC
Alfred Jakniunas, Howard UniversityvHospitalh Washington, DC
Rufus Johnson, Dale Medical Center, Ozark, AL

Paul Kelley, Santa Clara Valley Medical Center, San Jose, CA
George Mills, American Hospital Association**

Manik Rane, MS, MBA, Medtronic Physiocontrol***

Michael Riggins, CBET, CCE, Pro-Tech Services Inc.

Dean Samet, CHSP, JCAHO

Douglas Sharp, CBET, Miami Valley Hospital, Dayton, OH

James Smith, EQ2, Burlington, VT

Maj. Timothy Smith, USAF, Defense Medical Standardization

James Stewardson, Gambro Health care

Robert Stiefel, CCE, Johns Hopkins Hospital, Baltimore, MD

John Storch, West Allis Memorial Hospital, Milwaukee, WI

Ron Van Vliet, Royal Alexandra Hospital, Edmonton, AB, Canada
Rex Young, CBET, St. Patrick Hospital, Missoula, MT

Robert Zdon, CBET, Allina CES

* At the time this American National Standard was in development, Mr. Freeman was employed by ISS.

** At the time this American National Standard was in development, the American Hospital Association was
represented by Britton Berek.

***At the time this American National Standard was in development, Mr. Rane was employed by Spacelabs
Medical, Inc.

NOTE3%: Participation by federal agency representatives in the development of this recommended practice
does not constitute endorsement by the federal government or any of its agencies.
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Foreword

This recommended practice was developed by the AAMI Equipment Management Committee. This
recommended practice specifies the minimum required characteristics for a management program designed
to minimize certain risks associated with equipment that is used during routine care of patients in a health
care organization. The document addresses the structure of the program, the documentation that must be
produced by the program, and the staffing and resources allocated to those responsible for maintaining the
medical equipment.

This recommended practice should be considered flexible and dynamic. As technology advances and new
data are brought forward, the recommended practice will be reviewed and, if necessary, revised. Within the
context of this recommended practice, “shall” indicates requirements strictly to be followed in order to
conform to the recommended practice; “should” indicates that among several possibilities one is
recommended as particularly suitable, without mentioning or excluding others, or that a certain course of
action is preferred but not necessarily required, or that (in the negative form) a certain possibility or course of
action should be avoided but is not prohibited; ‘may” is wsed to indicate that a course of action is
permissible within the limits of the recommended /practice; and “can” is used as a statement of possibility
and capability. “Must” is used only to describe “unavoidahle” situations, including those mandated by
government regulation.

Suggestions for improving this recommended practice are invited. Comments and suggested revisions

should be sent to AAMI, 33B0IWashirigtonBollevard/ Slite)400) &l EVAI2P201-4598.
intended to allow potential purchasers to evaluate the content of the

document before making a purchasing decision.

NOTE¥ This foreword does not eontaimvrppovisions of tthe AAAMIcRecemmended Practice, Recommended
practices for an equipment managementcprogram: ((AAMKERQRS6:1999), but it does provide important
information about the development and intendedslisevof thierdocuiment.

© 1999 Association for the Advancement of Medical Instrumentation B ANSI/AAMI EQ56:1999 Y



Introduction

Medical equipment is an essential part of health care. Appropriate management of equipment maintenance
is vital for ensuring that medical equipment remains safe for its intended use, that equipment life is
maximized, and that total lifetime costs are minimized. In addition, an equipment management program is
required by accrediting and licensing agencies. Accrediting agencies include the Joint Commission on
Accreditation of Healthcare Organizations and the American Osteopathic Association. Licensing agencies
include the Federal Health Care Financing Agency, as well as state departments of health and other
licensing bodies.

This recommended practice has been developed by experts in the field of health care equipment
management: clinical engineers, biomedical engineers, biomedical equipment technicians, and medical
equipment manufacturing engineers. This recommended practice defines the minimal components of an
equipment management program. Many existing programs exceed these standards by very wide margins. It
is hoped that this recommended practice will help provide a clear understanding of the minimal expectations
for an equipment management program and the resgurees negessary to achieve those expectations.

It is our intention that this recommended practice be used as a haseline to inspire other programs to exceed
these standards.

This is a preview edition of an AAMI guidance document and is
intended to allow potential purchasers to evaluate the content of the
document before making a purchasing decision.

For a complete copy of this AAMI document,

contact AAMI at (877) 249-8226
or visit www.aami.org.

Vi © 1999 Association for the Advancement of Medical Instrumentation B ANSI/AAMI EQ56:1999



American National Standard ANSI/AAMI EQ56: 1999/(R)2008

Recommended practice for a medical equipment
management program

1 Scope
1.1 General

This AAMI Recommended Practice applies to any entity responsible for the management of medical
equipment used as part of the routine care of patients, including health care organizations as a whole,
divisions and departments within health care organizations, and eutside vendors such as medical equipment
manufacturers, shared service providers, and/indepéendent.service organizations.

1.2 Inclusions

This AAMI Recommended Practice specifies required characteristics for a management program designed

to minimize certain risks associated-with equipment,that is used.in- ahealthcarg erganization during routine
care of patients. The dogumentiaddresses:the structure eftsuch a-programythe documentation that must be
produced by the program, program staffing;fandniesourees thai-shouletbe @allocated to those responsible for
maintaining medical equipment. Definitions of terms and normative references are also included, as are

notes and rationale that expand theoprovisionsiof the docusmentt!l document,
contact AAMI at (877) 249-8226

1.3 Exclusions or visit www.aami.org.

This AAMI Recommended Practice does not cover training needs of equipment users, nor does it cover
competency assessment of the users of equipment included in the equipment management program.

Rationale: This recommended practice focuses on medical equipment acquisition and maintenance, but
consideration of other aspects of equipment management is also a requisite for a complete program. In
most health care organizations, however, clinical engineers and biomedical equipment technicians are
directly involved in equipment acquisition and maintenance, while the responsibility for other activities, such
as training in the use of equipment, is delegated to others within the health care organization.

The expertise of the members of the AAMI Equipment Management Committee was primarily in the
acquisition and maintenance of medical equipment. While some members had much broader experience,
the Committee as a whole did not feel comfortable identifying requirements for other aspects of a complete
equipment management program.

2 Normative reference

The following document contains provisions that, through reference in the text, constitute provisions of this
recommended practice. At the time of publication, the edition indicated was valid.

Safe Medical Devices Act of 1990, implementing regulations

Medical Device User Facility and Manufacturer Reporting, Certification and Registration; Delegations of
Authority; Medical Device Reporting Procedures: Final Rules; Department of Health and Human Services,
Food and Drug Administration, 21 CFR Parts 803 and 807, as published in the Federal Register: December
11, 1995 (Volume 60, Number 237), pages 63577-63606."

! At the time of the publication of this American National Standard, the pamphlet, Medical Device Reporting for User
Eacilities, was available from the FDA's website at http://www.fda.gov.

© 1999 Association for the Advancement of Medical Instrumentation B ANSI/AAMI EQ56:1999 1
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