INTERNATIONAL IEC
STANDARD 60601-2-44

2001

AMENDMENT 1
2002-09

(N

N0

Amendment 1

Medical electrical eqx

Part 2-44:
Particula

léres de sécurité pour les equipements
ent X de tomodensitométrie

[0 IEC 2002 Droits de reproduction réservés [0 Copyright - all rights reserved

International Electrotechnical Commission, 3, rue de Varembé, PO Box 131, CH-1211 Geneva 20, Switzerland
Telephone: +41 22 91902 11 Telefax: +41 22919 03 00 E-mail: inmail@iec.ch Web: www.iec.ch

PRICE CODE G

Commission Electrotechnique Internationale
International Electrotechnical Commission

MexayHapoaHas 3nekTpoTexHuyeckaa Komuccusa For price, see current catalogue



https://standards.iteh.ai/catalog/standards/iec/d81fe2dc-9ed3-4734-8694-a2a3e6229b81/iec-60601-2-44-2001-amd1-2002

-2 - 60601-2-44 Amend. 1 O IEC:2002(E)

FOREWORD

This amendment has been prepared by subcommittee 62B: Diagnostic imaging equipment, of
IEC technical committee 62: Electrical equipment in medical practice.

The text of this amendment is based on the following documents:

FDIS Report on voting
62B/472/FDIS 62B/478/RVD

Full information on the voting for the approval of this amendment can be
on voting indicated in the above table.

nd in the report

The committee has decided that the contents of the base publicati
remain unchanged until 2004-06. At this date, the publication wi

* reconfirmed;

* withdrawn;

+ replaced by a revised edition, or
*+ amended.

The contents of the corrigendum of A ded’in this copy.

first edition. Thesé s
scientific publicat
definitions and adds
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2 Tern

Replace the ex definitions 2.101 and 2.106 to 2.110 by the following:

2.101

CT SCANNER

X-RAY EQUIPMENT for COMPUTED TOMOGRAPHY (CT)

diagnostic X-ray system intended to generate cross-sectional images of the body by computer
reconstruction of X-ray transmission data obtained at different angles. This generic type of
device may include signal analysis and display equipment, PATIENT SUPPORT, support parts
and ACCESSORIES

NOTE Secondary imaging processing is not included in the scope of this standard.

2.106

COMPUTED TOMOGRAPHY DOSE INDEX 100 (CTD/, ()

integral of the DOSE PROFILE produced in a single axial scan along a line perpendicular to
the TOMOGRAPHIC PLANE from —50 mm to +50 mm, divided by the product of the number of
TOMOGRAPHIC SECTIONS N and the NOMINAL TOMOGRAPHIC SECTION THICKNESS T:
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+50 mm
D (z
CTDlHoo= N—>i7)'dz

=50 mm

where

D(z) is the DOSE PROFILE along a line z perpendicular to the TOMOGRAPHIC PLANE, where
dose is reported as ABSORBED DOSE to air;

N is the number of TOMOGRAPHIC SECTIONS produced in a single axial scan of the X-RAY
SOURCE;
T is the NOMINAL TOMOGRAPHIC SECTION THICKNESS.

NOTE 1 The term CTDI/ g has been introduced as a more representative value for doSe\than_the traditional CTD/

integrated from —7T to +7T as defined by the FDA in 21 CFR 1020.33 ".

air within a PMMA dosimetry PHANTOM is well approximated by
ionization chamber in the PHANTOM.

2.107
CT PITCH FACTOR
in helical scanning the ratio of the PATIE

where Q

Ad is the PATIE

2.108
TOMOGRAPHIC SE
volume over which TRANSMISSION data of X-RADIATION are collected in a single axial scan

NOTE In a CT SCANNER with multiple detector elements along the z-axis, it is the volume over which data are
collected by a single acquisition channel (selected grouping of elements) and not the total volume irradiated.

2.109

TOMOGRAPHIC SECTION THICKNESS

FULL WIDTH AT HALF MAXIMUM of the SENSITIVITY PROFILE taken at the iso-centre of a
TOMOGRAPHIC SECTION

2.110

NOMINAL TOMOGRAPHIC SECTION THICKNESS

in CT SCANNERS the TOMOGRAPHIC SECTION THICKNESS which is selected and indicated on the
CONTROL PANEL

1 See bibliography
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NOTE In helical scanning the thickness of a reconstructed image depends on the helical reconstruction algorithm
and pitch, and hence this thickness may not equal the NOMINAL TOMOGRAPHIC SECTION THICKNESS. The thickness of
the reconstructed image may be indicated or selected prior to the helical scan.
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6.8.101 Reference to ACCOMPANYING DOCUMENTS
Delete the following lines:

FrequencCy Of SUPPLY MAINS ... ittt et e et et e e e e e e eneenas

P OW T N PUL ...
Add the following line:

Protection against STRAY RADIATION .....uiuiiiieiiii i eeeee e eeaeeeans

Page 19

29.1.101.2 Limitation of RADIATION output

Page 20

29.1.101.3 ConnectiQ
Replace the exis@

riterventional procedure may cause an additional risk to the
should therefore only be applied when unavoidable, e.g. when

29.1.102.1 Dose statements

Replace the existing text of item a) by the following:

a) The CTDIl,oq and the corresponding CT CONDITIONS OF OPERATION at the following
locations in the dosimetry PHANTOM specified in 29.1.102.2:
1) Along the axis of rotation of the PHANTOM (CTD! g centre))-

2) Along a line parallel to the axis of rotation and 10 mm interior to the surface of the
PHANTOM, with the PHANTOM positioned so that the CTD/,, is the maximum obtainable
at this depth.
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