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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.

The National Electrical Manufacturers Association (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 ana
establishes rules to promote fairness in the development of consensus, it does not write the doccment
and it does not independently test, evaluate, or verify the accuracy or completeness of any informatior. or
the soundness of any judgments contained in its standards and guideline publications.

NEMA disclaims liability for any personal injury, property, or other damages of any naturc. whatsoever,
whether special, indirect, consequential, or compensatory, directly or indirectly <esulting from the
publication, use of, application, or reliance on this document. NEMA disclaims and-mak=s no guaranty or
warranty, express or implied, as to the accuracy or completeness of any information ( ublished herein,
and disclaims and makes no warranty that the information in this document will . Ufill cnyof your particular
purposes or needs. NEMA does not undertake to guarantee the ‘neiic:mance of any individual
manufacturer or seller’s products or services by virtue of this standard or gu.e.

In publishing and making this document available, NEMA is not uncertaking to render professional or
other services for or on behalf of any person or entity, nor is NEM.A und'aertaking to perform any duty owed
by any person or entity to someone else. Anyone using tiis ¢acuiient should rely on his or her own
independent judgment or, as appropriate, seek the advice >f a ~onpetent professional in determining the
exercise of reasonable care in any given circumstances. Inarmiation and other standards on the topic
covered by this publication may be available from othe. sources, which the user may wish to consult for
additional views or information not covered by this publica.zn.

NEMA has no power, nor does it undertake *n palice or enforce compliance with the contents of this
document. NEMA does not certify, test, or inspocy products, designs, or installations for safety or health
purposes. Any certification or other stater.ei: o1 compliance with any health or safety—related information
in this document shall not be attributable .~ NF.MA and is solely the responsibility of the certifier or maker
of the statement.
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Foreword

This first edition of 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

Medical Imaging & Technology Alliance (MITA)
Rosslyn, Virginia 22209
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Section 1
Overview

1.1 Scope

This standard identifies uniform and standardized manufacturer’s information provided to users of a CT
scanner. Users include people designated through an Access Control system to operate a CT scanner
according to the manufacturer’s user instructions, to authorize protocols in the facility where the scanner
is housed, and to perform recommended quality control testing on the CT scanner. This user information
pertains to perfusion scanning, use of Automatic Exposure Control (AEC), organization of dose-related
information, and a requirement for listing reference protocols shipped on the CT system. This usar
information also requires pre-populating the NEMA XR-25

Dose Check “Alert” value at a CTDIyo| value not to exceed 1 Gy (1000 mGy), as well as svstem 1.:ncu.on

when switching between a manual mA control mode and automatic exposure control.

This standard is established to collect the standardized responses and resolutions to F)A’s November 8,
2010 “Letter to the Medical Imaging Technology Alliance Regarding CT Recommenczaticns.” (See
Appendix D.)

This standard provides supplementary requirements to those already in p.ace 1t inlormation provided to
the user from other normative documents (see Section 1.3, references).

1.2 Rationale

This standard is intended to provide instructions to manufacturers suc n that users are provided with
uniform information. This is accomplished by the use of stai dar.'ized language as well as templates in
the Appendices. This language has been reviewed by sta!izhc'ders outside MITA. There are sections
within the standard where manufacturer/model specific i.xforrhation should be added.

It is important that CT scanners have a pre-populcted Dose Check Alert value entered by the
manufacturer prior to turnover to the customer..Thic acuan ensures Dose Check is set at an initial
established Alert value.

In the transition from manual mA contral tc «ro’n Automatic Exposure Control the operator must pay close
attention to how scan parameters ma ’ be affected. This standard sets out options for system functionality
to address this transition.

1.3 References

1.3.1 Normative Refzre. ces

By reference herein the foi.2wing normative documents are adopted, in whole or in part as indicated, in
this technica! putilica:ion.

National Electrical Manufacturers Association
Medical Imaging & Technology Alliance
Rosslyn, Virginia 22209
MEMAXR 25-2010 Computed Tomography Dose Check

1'EMA XR 26-2012 Access Controls for Computed Tomography: Identification, Interlocks, and Logs
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