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NOTICE AND DISCLAIMER

The information in this publication was considered technically sound by the consensus of persons
engaged in the development and approval of the document at the time it was developed. Consensus
does not necessarily mean that there is unanimous agreement among every person participating in the
development of this document.

NEMA standards and guideline publications, of which the document contained herein is one, are
developed through a voluntary consensus standards development process. This process brings together
volunteers and/or seeks out the views of persons who have an interest in the topic covered by this
publication. While NEMA administers the process and establishes rules to promote fairness. in the
development of consensus, it does not write the document and it does not independently test, ~va.ate,
or verify the accuracy or completeness of any information or the soundness of any judgments_co. tair.2d
in its standards and guideline publications. NEMA disclaims liability for any personal injury. prcherwy, or
other damages of any nature whatsoever, whether special, indirect, consequential, o1 <orn nensatory,
directly or indirectly resulting from the publication, use of, application, or reliance on this document.

NEMA disclaims and makes no guaranty or warranty, express or implied, as-to the accuracy or
completeness of any information published herein, and disclaims and makes no warranty that the
information in this document will fulfill any of your particular purposes or ~eens. NEMA does not
undertake to guarantee the performance of any individual manufacturer ¢. selie”’s products or services by
virtue of this standard or guide.

In publishing and making this document available, NEMA is not ux¢ =*aking to render professional or
other services for or on behalf of any person or entity, nor is NEMA uncartaking to perform any duty owed
by any person or entity to someone else. Anyone using this ¢>curaent should rely on his or her own
independent judgment or, as appropriate, seek the advice «f a ~ompetent professional in determining the
exercise of reasonable care in any given circumstancez: Ini>rmation and other standards on the topic
covered by this publication may be available from othe: souces, which the user may wish to consult for
additional views or information not covered by this publicauun.

NEMA has no power, nor does it undertake ‘. uolice or enforce compliance with the contents of this
document. NEMA does not certify, test, or ii.znuct products, designs, or installations for safety or health
purposes. Any certification or other statenier. ot compliance with any health- or safety-related information
in this document shall not be attributakle i : N":MA and is solely the responsibility of the certifier or maker
of the statement.
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Foreword

This Standard is intended to be used by medical imaging device manufacturers in the design and manufacture

of CT scanner equipment.

This Standard was developed by the CT Group of the X-Ray Imaging Section of the Medical Imaging &
Technology Alliance (MITA), a division of NEMA. Inquiries, comments, and proposed or recommended
revisions should be submitted to the X-Ray Imaging Section by contacting:

Executive Director
MITA

1300 North 17th Street
Suite 900

Rosslyn, Virginia 22209

Member Company List

At the time of the approval of the Standard, the CT Group was composed of the following me!abers: GE

Healthcare

Hitachi Medical Systems America, Inc.
NeuroLogica, a subsidiary of Samsung Electronics
Neusoft Medical Systems, USA, Inc.

Philips Healthcare

Planmed

Siemens Healthineers

Toshiba America Medical Systems

United Imaging Healthcare

Xoran Technologies, LLC

At the time of the approval of the Standard, the X ko

members:

Agfa HealthCare

Canon Healthcare Solutions

CurveBeam LLC

EIZO Corporation

EOS imaging

FUJIFILM Medical Syster. s U.S.A,, Inc.
GE Healthcare

Hitachi Healthoare Americas

Hologic In=.

Koriiza i."invlta Medical Imaging USA, Inc.

La"ekxc.
Liebe!-Flarsheim a wholly owned subsidiary of
Gucrbet Group

N.EDIAN Technologies, Inc.

 Imaging Section was composed of the following

Medotronic, Inc.

Modus Medical Devices Inc.
NeuroLogica A Subsidiary of Samsung Electronics
Neusoft Medical Systems, USA, Inc.
Philips

Planmed

Samsung Medical Devices
Shimadzu Medical Systems USA
Siemens Healthineers

Swissray International, Inc.

Toshiba America Medical Systems

United Imaging Healthcare
Ziehm Imaging, Inc.
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History

This is the second edition of this Standard. Changes from the first edition include:

a. An accommodation is incorporated to the dose alert feature such that the alert triggers only
once for procedures deemed interventional by the user or manufacturer.

1.

There are two options for this accommodation: a pre-determined protocol element or
protocol element group that is identified for CT guided interventional procedures or a
user-activated feature that indicates a CT guided interventional procedure.
While the dose alert only goes off only one time, a passive alert continues.

In interventional mode, the Z position of the highest dose and the associat: C i Ziy
value is displayed.
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Section 1
Overview

11 Scope

This Standard applies to particular dose-related notification and alert messages appearing on the
operating consoles of CT scanners.

This Standard is not intended to define all notification, alert, or other messages resident on any CT
scanner.

1.2 Rationale

This Standard intends to notify and alert the operating personnel, generally technologists that pronai»
and set the scan parameters—prior to starting a scan—whether the estimated dose index s ahove the
value defined and set by the operating group, practice, or organization (hereafter referred c as
“institution”) to warrant notification to the operator.

In order to accommodate a range of different operational and QA-related features adapi: 1 from a variety
of technological advances in current and prospective scanner models, dose me=sag.s to :he operator are
not limited to those specified in this Standard.

The IEC 60601-2-44 Ed. 3.1 (Particular requirements for the basic safety ana :ssential performance of
X-ray equipment for computed tomography) Standard currently spe ifics dose notifications and alerts that
were included in the first edition of NEMA XR 25. This edition incornoi 'tes the portions of IEC 60601-2-44
that contain dose notifications and alert information. However, ct ang~s made in this edition of XR 25

are not included in the current IEC 60601-2-44 Ed. 3.1.

1.3 References

1.3.1 Normative References

The following normative documents contain provis ans; which through reference in this text, constitute
provisions of this Standards publication. By refe e« 2 herein these publications are adopted, in whole or
in part as indicated, in this Standards publizctior. For updated references, the latest edition of the
publication referred to applies (including ¢ »eniiments).

Interna.ion.l Electrotechnical Commission
3, rue de Varembé
Case postale 131
CH-1211 Geneva 20
Switzerland

IEC 60601-2-44 Ed. 3.1 r rticular requirements for the basic safety and essential performance of x-ray
equipment for ca np.:ited tornography

International Organization for Standardization (ISO)
1, rue de Varembé
Case postale 56
CH-1211 Geneva 20
Switzerland
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