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T 1553 2005 

Foreword 

This translation has been made based on the original Japanese Industrial Standard 
revised by the Minister of Health, Labour and  Welfare and  the Minister of Economy, 
Trade and  Industry through deliberations a t  the Japanese Industrial Standards 
Committee as the result of proposal for revision of Japanese Industrial Standard 
submitted by Japan Medical-optical equipment Industrial Association 
(JMOIA)/Japanese Standards Association (JSA) with the draft being attached, based on 
the provision of Article 12 Clause 1 of the Industrial Standardization Law applicable to 
the case of revision by the provision of Article 14. 

Consequently JIS T 1553 : 1984 is replaced with this Standard. 

This Standard has been made based on IS0 8600-1 : 1997 Optics and optical instruments 
Medical endoscopes and endoscopic accessories-Part 1 : General requirements, IS0 8600-3 
1997 Optics and optical instruments-Medical endoscopes and endoscopic accessories-Part 3 : 
Determination of’eZd of view and direction of view of endoscopes with optics and IS0 8600-4 : 
1997 Optics and optical instruments -Medical endoscopes and certain accessories -Part 4 : 
Determination of maximum width of insertion portion for the purposes of making it easier to 
compare this Standard with International Standard; to prepare Japanese Industrial 
Standard conforming with International Standard; and to propose a draft of an  
International Standard which is based on Japanese Industrial Standard. 

Attention is drawn to the possibility that some parts of this Standard may conflict with 
a patent right, application for a patent after opening to the public, utility model right or  
application for registration of utility model after opening to the public which have 
technical properties. The relevant Minister and the Japanese Industrial Standards 
Committee are not responsible for identifying the patent right, application for a patent 
after opening to the public, utility model right or application for registration of utility 
model after opening to the public which have the said technical properties. 

Date of Establishment: 1984-11-15 

Date of Revision: 2005-03-25 

Date of Public Notice in Official Gazette: 

Investigated by: 

2005-03-25 

Japanese Industrial Standards Committee 

Standards Board 

Technical Committee on Medical Equipment 

JIS T 1553 : 2005, First English edition published in 2005-08 

Translated and published by: Japanese Standards Association 
4-1-24, Altasaka, Minato-la, Tokyo, 107-8440 JAPAN 

In the event of any doubts arising as to the contents, 
the original JIS is to be the final authority. 
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All rights reserved. Uiiless otherwise specified, no part of this publication may be reproduced or utilized 
iii aiiy form or by any ineaiis, electroiuc or mechanical, including photocopying and inicrofilm, without 
permission in writing from the publisher. 
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JAPANESE INDUSTRIAL STANDARD JIS T 1553 : 2005 

Optics and optical instruments - 
Medical endoscopes and endotherapy devices 

Introduction This Japanese Industrial Standard has been prepared based on the first 
edition of IS0 8600- 1 Optics and optical instruments -Medical endoscopes and endoscopic 
accessories -Part 1: General requir-ements, IS0 8600-3 Optics and optical instruments -Medical 
endoscopes and endoscopic accessories -Part 3: Determination of jìeld of view and direction of 
view of endoscopes with optics and IS0 8600-4 Optics and optical instruments -Medical 
endoscopes and certain accessories -Part 4: Determination of maximum width of insertion portion 
published in 199'7 with some modifications of the technical contents. 

The portions underlined with dots are the matters not stated in or modified from the 
orginal International Standard. A list of modificaiotns with the explanations is given in 
annex 3 (informative). 

1 
and endotherapy d-evlc-es used in the practice of medicine. 

Scope This Standard gives definitions of terms and requirements for endoscopes 

Remarks The International Standard corresponding to this Standard is as 
follows. 

In addition, symbols which denote the degree of correspondence in 
the contents between the relevant International Standard and JIS are 
IDT (identical), MOD (modified), and NEQ (not equivalent) according 
to ISO/IEC Guide 21. 

IS0 8600-1 1 1997 Optics and optical instruments -Medical endoscopes and 
endoscopic accessories -Part 1 : General requirements (MOD) 

IS0 8600-3 : 1997 Optics arzd optical instruments -Medical endoscopes and 
endoscopic accessories -Part 3 : Determination ofjìeld of view and direction of 
view of endoscopes with optics (MOD) 

IS0 8600-4 1997 Optics arzd optical instruments -Medical endoscopes and 
certain accessories -Part 4 : Determination of maximum width of insertion 
portion (MOD) 

2 Normative references The following standard contain provisions which, through 
reference in this Standard, constitute provisions of this Standard. The most recent 
editions of the standards (including amendments) indicated below shall be applied. 

JIS T 0993- 1 

Remarks : 

Biological evaluation of medical devices -Part 1 : Evaluation and testing 

IS0 10993- 1 
and testing is identical with the said standard. 

Biological evaluation of medical devices -Part 1: Evaluation 

IS0 8600-3 Optics and optical instmments -Medical endoscopes and endoscopic accessories 
-Part 3: Determination offield of view and direction of view of endoscopes with 

optics. 
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2 
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IS0 8600-3lAmd. 1 Optics and optical instruments - Medica2 endoscopes and endoscopic 
accessories -Part 3: Determination o f je ld  of view and direction of view of 
endoscopes with optics AMENDMENT 1. 

IS0 8600-4 Optics and optical instruments -Medical endoscopes and certain accessories -Part 
4: Determination of maximum width of insertion portion. 

IEC 60601-2-18 Medical elecirical equipment -Part 2: Particular requirements for the safety of 
endoscopic equipment 

3 Definitions 

3.1 endoscope medical instrument having viewing means, with or without optics, 
introduced into a body cavity through a natural or surgically created body opening for 
examination, diagnosis or therapy 

For the purposes of this Standard, the following definitions apply: 

NOTE : Endoscopes may be of rigid or flexible type; all types may have different 
image pick-up systems (e.g. via lenses or ultrasonic sensors) and different 
image-transmitting systems (e.g. optical, via lenses or fibre bundles, or 
e lec trical). 

3.2 endothe~aPY~be~:lce~~~~me~dical~i~nstl:ume~~tInserf;ed.':nt.o..a.n.at~~a'.ox.s~xg"lJ!.cre.ated 
b0dY .we ning. dxough- which. - an - endQ8-coP-e- .is. inserted;. . or. a. m.e.dical. ins tr.ume nt . inserte d 
thy.ougho-with-a-n-endo-scoge-fo~-eexa-mination,. d1.a.gnos.s .or .the.r.a.Py. 

NOTE--: _ _ _ _  Endothl:ae~-devlces--i-nclude-th-e. .instl:ument. thxough. which. .an. e.ndo8.c.QP.e. .ox 
endothera P g -  bevi-ce -':s-i..sek.te-d,. such. as. a .  guide. tub-e,. .t.rocar. tube. .or. .sliding 
tube,..e.f;c,..E-ndothe~a~~--devlces. .inciude. .th.e.. d.e.vice.s. .t.o.. ??.e.. i.nsexte.d. .thxough 
the.-oy!enings-othei.-than-the-oP-e.ning .for: .an. .e.ndosc.we .te .e.ne.ure. .the. .safety. .of 
Lhe devices! .for -the .intended -use. u.nder .the. .e.ndoscr?eic .view: 

3.3 rigid endoscope (endotheraen.--dev~ce) endoscoope (endotherapy de-vice) whose 
insertion portion is intended to be unyielding to natural or surgically created body cavities 
or instrument channels 

Eemaxksi _ _ _ _  - The.--rl~d--_dosope--fok.-. uri:narJ!. . .o!E3ns.. .satisfies.. . the.. .funda.me.ntal 
functi.Q.ns. if. used. in. collbin-atio.on.w;th--a--tel-e-scoee*--s-heat-h--and--wor-kin~ 
elem.e.nts,. etc.. .T.her.efor.e,. .the-se.-s-heath-a-nd-workrnng-elem-e-nls-a~e-P-art-of 
t.he..endoscoy!e: 

3.4 flexible endoscope (.en-dothe-r-ap~..de'e) endoscope (endotherapy device) whose 
insertion portion is intended to conform to natural or surgically created body cavities or 
instrument channels 

3.5 French (Charrière) fi a measure of the size of certain circular or non-circular 
cross-section endoscopes, defined as: 

where, u : the perimeter of the cross-section (mm) 

3.6 distal 
farther from 

any location of that portion of an  endoscope or endotherapy .de.vice. which is 
the user than some referenced point 
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3.7 proximal 
is closer to the user than some referenced point 

any location of that portion of a n  endoscope or endotherapy device which 

3.8 instrument channel 
an  endoscope or an  endotherapy device is intended to pass 

3.9 that portion of an  endoscope or endotherapy devi-ce which is 
intended to be inserted into a natural or surgically created body opening; or which is 
intended to be inserted into the instrument channel of an  endoscope or endotherapy device 

3.10 
endotherapy device at-insei.ti-o-n throughout the length of the insertion portion 

3.11 
channel 

3.12 working length maximum length of the insertion portion 

3.13 size of the object field viewed through an  optical endoscope, expressed 
as the vertex angle (in degrees) of the cone whose vertex is a t  the distal window surface of 
the endoscope (see figure 1) 

a portion of an  endoscope or endotherapy .device through which 

insertion portion 

maximum insertion portion width maximum external width of a n  endoscope or 

minimum instrument channel width minimum internal width of a n  instrument 

field of view 

NOTE The field of view is not appropriate when the endoscope is intended to be in 
contact with the object. 

. . 
* .. 

Central axis of field of view 

Distal wiudow surface of endoscope 

Figure 1 Field of view 

3.14 location of the centre of the object field relative to the normal 
axis of the endoscope, expressed as the angle (in degrees) between the normal axis of the 
endoscope (Oo ) and the central axis of the field of view (see figure 2) 

direction of view 
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Centrai axis of field of view 
Direction of view 

Endoscope normal axis 

Figure 2 Direction of view 

3.15 controllable portion that part of the insertion portion of a n  endoscope or 
endotherapy device whose motion is intended to be remotely controlled by the user 

4 Requirements 
comply with the following requirements. 

4.1 
way that their intended use will not lead to any unintentional injuries. 

Design and construction of endoscopes and endotherapy devi-ces shall 

Surface and edges Endoscopes and endotherapy devices shall be designed in such a 

The surfaces of endoscopes and endotherapy devices shall be free of pores, cracks and 
remainders of tooling agents. 

4.2 
be larger than that stated in.the-:'nstructlon-m.anu.al [see clause 7 d) 311. 

Maximum insertion portion width The maximum insertion portion width shall not 

4.3 Minimum instrument channel width As..fo~..en.doscolles..a.nb..end.othe'.ally...de.vlc.e.s 
with..channel, the minimum instrument channel width shall not be smaller than that 
stated i~n.t~he~~in~str.uct~On~ma~nua1. [see clause 7 d) 8)  1 
4.4 Field of view If not otherwise specified by the manufacturer, the deviation of the 
field of view of an  endoscope with optics from the nominal value stated..by.the.lnst~~.ction 
m-a-nua1 .shall not be greater than 15 %. In catalogues, manuals, etc., the declaration of the 
field of view is not imperative. 

4.5 If not otherwise specified by the manufacturer, the deviation of 
the direction of view of a rigid endoscope with optics from the nominal value..state.d.by.the 
lnstwcti-o-n .ma-nual .shall not be greater than 1 O". 

4.6 

4.7 
shall be evaluated for biological compatibility in accordance with JIS T 0993-1. 

4.8 Environmental requirements The en-do-scopes. .and. .en.doth.exapy.. d.e.vlc.e.s shall meet 
the requirements of IEC 60601-2-18. 

Direction of view 

Safety Endoscopes and endotherapy devices shall conform to IEC 60601-2-18. 

Biological compatibility Materials used for the outer surface of the insertion portion 

5 

5.1 The compliance of a n  instrument with the requirements of 4.1 
shall be judged visually and subjectively, without magnifying aids and with sufficient 
illumination. 

Testing All tests described in this Standard are type tests. 

Surface and edges 
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5.2 Maximum insertion portion width 
determined in accordance with .a-nnex-Z.. 
5.3 Minimum instrument channel width For the determination of minimum instru- 
ment channel width, the measuring instrument shall have a n  accuracy of greater than 
0.01 mm. 

5.4 Field of view 
accordance with an-neX.1. 

5.5 Direction of view The direction of view of a n  endoscope with optics shall be 
determined in accordance with .a-nnex-.l.. 

6 Marking 

6.1 
the following minimum marking: 

The maximum insertion portion width shall be 

The field of view of an  endoscope with optics shall be determined in 

Minimum marking Each individual endoscope and endotherapy de-vlc-e. shall have 

a) 

b) 

C) 

catalogue number and/or other mark sufficient to identi& 1h.e.. . e.ndosc.op.e.. . and 
end-otherapy..de-vice. and its manufacture; 

maximum insertion portion width, minimum instrument channel width, working 
length, field of view and/or direction of view where such identification is necessary for 
the intended use of the endoscope or endotherapy d.e.vlc.e.. The insertion portion width 
and instrument channel width units shall be in millimetres. The insertion portion 
width and instrument channel width can also be marked in French size as defined in 
3.5, shown by either F r o r  and encircled number; 

wherever reasonable and practicable, 1h.e.. .endosc.oP.e.e.. md.. enb.ot_raPY. .devices and 
detachable components or detachable semiassembled components shall be identified in 
terms of lot numbers or serial numbers, etc. 

6.2 Marking legibility The marking shall remain legible when the...e.ndosc.op.e.s...and 
end-otherapy..de-vic-e-s are used, cleaned, disinfected, sterilized and stored in accordance 
with the ~-nstructlo-n.man_l. 
6.3 Marking exceptions When marking on the. .end.o.scol?es. .and. .e.ndother:al?s.. d.e.vic.es, 
detachable components and detachable semiassembled components is impossible to 
achieve due to size or configuration, the required marking shall be part of the packaging 
or part of the accompanying instruction manual. 

7 Instruction manual The user shall be provided with a n  instruction manual 
containing a t  least the following information: 

a) a statement of the intended uses of-the.e.n.boscor!eE!.an.d.e.nciotheral?y..de.vices;. 
b) instructions on the functions and proper use of the...e.ndosc.op.e.s...and...eesndotherapy 

devicesi 
a n  annotated illustration of the.en~do~s~copes..a.nd.e.ndothe.~.ap~.devlces as appropriate to 
permit the user to identi& pertinent parts and characteristics of the..en.dos.copeS..and 
en-dot-herapyde-vices- which a re  referenced in  the instruction manual, and are 

c) 
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