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Foreword

[SO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out through
ISO technical committees. Each member body interested in a subject for which a technical committee
has been established has the right to be represented on that committee. International organizations,
governmental and non-governmental, in liaison with ISO, also take part in the work. ISO collaborates closely
with the International Electrotechnical Commission (IEC) on all matters of electrotechnical standardization.

The procedures used to develop this document and those intended for its further maintenance are described
in the ISO/IEC Directives, Part 1. In particular, the different approval criteria needed for the different types
of ISO document should be noted. This document was drafted in accordance with the editorial rules of the
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International Standard

ISO 8600-1:

2025(en)

Endoscopes — Medical endoscopes and endotherapy
devices —

Part 1:
Gener

al requirements

1 Scop

This document gives definitions of terms and requirements for endoscopes and endotherapy devi

the practic

W

e of medicine.

2 Normative references

The followling documents are referred to in the text in such a way that some'or all of their content ¢
requirements of this document. For dated references, only the edition€ited applies. For undated 1
the latest ¢dition of the referenced document (including any amendients) applies.

ISO 8600-B, Endoscopes — Medical endoscopes and endotherapy~devices — Part 3: Determination

view and

ISO 8600-
width of in

[ISO 10993
manageme

[SO 14971
IEC 60601

essential p
3 Tern

For the pu
ISO and IE

— ISO Online browsing platform: available at https://www.iso.org/obp

irection of view of endoscopes with optics

l, Endoscopes — Medical endoscopes and endotherapy devices — Part 4: Determination of
Kertion portion

-1, Biological evaluation of medical deyices — Part 1: Evaluation and testing wit
nt process

Medical devices — Application of risk management to medical devices

-2-18, Medical electric equipiment — Part 2-18: Particular requirements for the basic
erformance of endoscopic.equipment

s and definitions

Fposes of thisydocument, the following terms and definitions apply.

C maintainterminology databases for use in standardization at the following addresses:

res used in

onstitutes
eferences,

of field of

Fmaximum

hin a risk

safety and

[EC Ell

3.1
French

Fr
measure o

f the size of certain circular or non-circular cross-section endoscopes defined as

Fr=3u/z

where u is

the perimeter of the cross-section, expressed in millimetres
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3.2
distal

ISO 8600-1:2025(en)

any location of that portion of an endoscope or endotherapy device which is farther from the user than some
referenced point

3.3
proximal

any location of that portion of an endoscope or endotherapy device which is closer to the user than some
referenced point

3.4

instrument channel

portion of
intended t

Note 1 to entry: See also ISO 8600-6.

3.5

insertion
portion of
created bd
or endothe

Note 1 to enmtry: See also ISO 8600-6.

3.6

maximunj insertion portion width

maximum
portion (3]

Note 1 to 6
considered
variable inj

3.7
minimum
minimum

3.8
working 1
length of t

39
field of vi
view of an

Note 1 to enptry: The-fiéld of view is not appropriate when the endoscope is intended to be in contact with t

Note 2 to e

an endoscope or endotherapy device through which an endoscope or an endotherap

device is

b pass

portion
an endoscope or endotherapy device which is intended to be inserted ihte a natural or
dy opening or which is intended to be inserted into the instrument ¢hannel (3.4) of an
rapy device

external width of an endoscope or endotherapy device throughout the length of th
5) to be inserted

ntry: The maximum width of any expandable ofttransformable portion of the insertion po

as a maximum insertion portion width, such.a$é balloons, controllable parts, jaws and the
ertion portion widths.

instrument channel width
nternal width of an instrument channel (3.4)

ength
he insertion portion (3.5) stated in the instruction manual

W
endoscopewith optics as stated by the manufacturer or distributor

htry:‘For non-circular images, the field of view may be the largest visible circle. (If the endosc

the definiti

surgically
endoscope

b [nsertion

rtion is not
like having

he object.

pe rotates,

bndoesn’t change because of vertical and horizontal symmetry)
(=] 4 A

Note 3 to entry: See Figure 1.
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Key

ISO 8600-1:2025(en)

field o
visible
visible

BwWw N R

non-vi

3.10

direction
location of
(in degree

Note 1 to entry: See Figure 2.

Key
1
2
3

endos(
directi
centra

3.11

view

area of a circular image

area of a non-circular image
Kible area of a non-circular image

Figure 1 — Field of view

of view
the centre of the object field relative to the normal axis®f'the endoscope, expressed a
5) between the normal axis of the endoscope (0°) and the central axis of the field of view

ope normal axis
pn of view
axis of field of view

Figure 2 — Direction of view

hla otz onn

5 the angle
(39)

controlla

TCTPUTTIULY

part of the insertion portion (3.5) of an endoscope or endotherapy device whose motion is intended to be
remotely controlled by the user

Note 1 to entry: See also ISO 8600-6.

3.12

fitting/connector for liquid or gaseous media
port for input/injection or output/suction of liquid or gaseous media on endoscopes or endotherapy devices

© IS0 2025 - All rights reserved
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3.13
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angle of deflection

a

angle between the centre line of the straightened insertion portion (3.5) and the centre line of the deflected
distal (3.2) tip when deflection control system is operated

Note 1 to entry: See Figure 3.

Key

a  angle g

4 Requ

4.1 Genleral

Design an
requiremd

4.2 Suri

Endoscopq
any unintg

The surfaq
tooling ag¢

4.3 Max

The maximum insertion portion ‘width shall not be larger than that stated in the instructi

[see Claus

f deflection

Figure 3 — Angle of deflection

irements

d construction of endoscopes and endotherapy devices shall comply with the
nts.

face and edges

s and endotherapy devices shall be designed in such a way that their intended use will
ntional injuries.

es of all endoscopes and endotherapy devices shall be free of pores, cracks, and remn
Pnts.

[imum insertion portion width

e 7 €) 3)].

4.4 Mi

The min
[see Claus

i

mum instrument channel width

um instriment channel width shall not be smaller than that stated in the instructi
b 7 e)4)].

following

not lead to

ainders of

n manual

bn manual

4.5 Fiel

Tof view

If not otherwise specified by the manufacturer, the deviation of the field of view of an endoscope with optics
from the value stated by the manufacturer or distributor shall not be greater than 15 %.

NOTE

This requirement is not considered as measurement accuracy.

4.6 Direction of view

If not otherwise specified by the manufacturer, the deviation of the direction of view of a rigid endoscope
with optics from the value stated in the instruction manual shall not be greater than 10°.

NOTE

This requirement is not considered as measurement accuracy.

© IS0 2025 - All rights reserved
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4.7 Safety

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

4.8 Biological compatibility

Materials used for the outer surface of the insertion portion shall be evaluated for biological compatibility in
accordance with ISO 10993-1.

4.9 Fittings/connectors for liquid or gaseous media

For endoscopes and endotherapy devices connectors for liquids and gases according to ISO 80369-7 should

be used. ]
following

if othd

in cas
medic

if the ¢

Guidelines
informatid

4.10 Def]

4.10.1 Ge

If the endd
the hand W
of view), t

!

the generat cases a riskmanagement process siiatt ensure there 13 o unacceptabte ri3K:
fonsidering

I connectors are USEd,

e of endoscopes and endotherapy devices that is intended to remain at the\patient aff
h] procedure, and

endoscope has several connectors with different purpose.

on the application of risk management to endoscopic system connectors are given in A
n.

ection control system for the controllable portion

neral

scope has a hand wheel (knob type) deflection control system for the controllable por
heel(s) are located on the right hand side of'the proximal part/control body (from the u
en the deflection control system shall.fuilfil the conditions given in 4.10.2 to 4.10.5.

Especially

er a single

nnex A for

tion and if
ser’s point

If the endgscope has a deflection control system other than what is described below, the endodcope shall
have labelling indicating the direction in which the controller moves and the corresponding diredtion of the
deflection|of the controllable portion.

NOTE Hand wheel deflection control system means a deflection control system with a knob type wheel rotated
by the user|s hand.

4.10.2 De¢flection up and’down

When the [insertion pértion is in a straight position and the hand wheel for up-down deflection is moved
anticlockwise, the goritrollable portion shall be deflected up, and vice versa. See Figure 4 a).

4.10.3 De¢flection right and left

When the Tnsertion portion {51 a straight position and the hand wheel for right-teft deftection is moved

anticlockwise, the controllable portion shall be deflected to the left, and vice versa. See Figure 4 b).

4.10.4 Arrangement of the hand wheels

If the hand wheels for up-down deflection and right-left deflection are arranged on a common axis, the hand
wheel for right-left deflection shall be positioned on the far side from the control body. See Figure 4 c).

4.10.5 Maximum angle of deflection

When the insertion portion is in a straight position, the angle of deflection when the control system is
operated maximally shall not deviate more than 15° from the value stated in the instruction manual.

© IS0 2025 - All rights reserved
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c) Arrangement of hand wheels for up-down deflection and right-left deflection

Key

1  contro| body 6 left

2 hand wheel 7  right

3  distal ¢nd 8 up/down
4 up 9  right/left
5 down a Far side.

Figure 4 — Hand wheels for up-down deflection and right-left deflection

5 Testing

5.1 General

All tests described in this document are type tests.

© IS0 2025 - All rights reserved
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5.2 Surface and edges

ISO 8600-1:2025(en)

The conformity of an endoscope or endotherapy device with the requirements of 4.2 shall be judged visually

and subjectively, without magnifying aids and with sufficient illumination.

5.3 Maximum insertion portion width

The maximum insertion portion width shall be determined in accordance with ISO 8600-4.

5.4 Minimum instrument channel width

For the determination of minimum instrument channel width, a resolution of measuring instruments shall

be better tjtanm 0,01 mm.

5.5 Field of view

The field

5.6 Dir¢

The direct

6 MarkK

6.1 Minimum marking

Each indiv

a) model
manu

b) maxinmum insertion portion width, minimim instrument channel width, working length, fig
" direction of view where such identification is necessary for the intended use of the
Jlotherapy device. The insertion portion width and instrument channel width units
etres. The insertion portion‘width and instrument channel width can also be marked
defined in 3.1, shown by/leither “Fr” or an encircled number;

and/o
or eng
milliny
size as

c¢) whersd
shall b

6.2 Man

The marking shall\remain legible over the lifetime of the device when the endoscope or endother
anedydisinfected, sterilized and stored in accordance with the instruction manual.

is used, cle

view of an endoscope with optics shall be determined in accordance with ISO 8600-3.

(ing

acturer;

pction of view

king legibility

ion of view of an endoscope with optics shall be determined in accordance with ISO 86

idual endoscope or endotherapy device shall have the following minimum marking:

number and/or other mark sufficient to identify the endoscope or endotherapy dev

ver reasonable and ptacticable, the endoscope or endotherapy device and detachable corj
e identified in term®of lot numbers or serial numbers, etc.

0-3.

ce and its

Id of view,
endoscope
thall be in

in French

hponent(s)

Apy device

6.3 Ma

kinmgexceptions

When marking on the endoscope or endotherapy device or detachable component(s) 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.

© IS0 2025 - All rights reserved
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7 Instruction manual

The instruction manual for endoscopes or endotherapy devices shall contain at least the following
information:

a)

f)
g)

h)

k)

D)

identification, including the following:

1) manufacturer’s or distributor’s name and address;

2) model number and name;

statement of the intended uses;

instru

tions on the functions and proper use;

annot

hted illustration, as appropriate, to permit the user to identify pertinent parts and-chan
are referenced in the instruction manual, and are consistent with Clause 3;

cations, including the following:

direction of view;

ld of view, if specified;

paximum insertion portion width and working length; the follewing precaution shall i

tHe instruction manual, if necessary: “There is no guarantee-that instruments selected s
paximum insertion portion width and working length will be’compatible in combination|

which

specif]

1)

2) fig

3) m
m

4) m

inimum instrument channel width; the following precaution shall be given in the i

mpnual, if necessary: “There is no guarantee that instruments selected solely using this

I

trument channel width will be compatible in cembination.”;

remote controls and associated controllable portién positions available to the user;

instr

tions as required for assembling for its'intended use, and for the disassembling and regd

after dleaning, disinfection, and/or sterilization processes;

preca
electr
the en

1) a

nq

2) pi

insped
arein

tions and instructions applicable to the intended use, including those related to
bnic, electro-optical, electrotmedical, or electro-acoustical apparatus intended to be
doscope or endotherapy device and in conformance with IEC 60601-2-18;

y permitted liquids/ntended to be used with the endoscope, e.g. contrast medium,

therapy medium, lubri¢ant and anaesthetic medium, and warnings concerning the usagg

t mentioned here;
ecautions foruse in flammable atmospheres;

tion inStructions to provide reasonable assurance that the endoscope and endother
working order;

Acteristics

e given in
blely using

»,
’

nstruction

minimum

ssembling

electrical,
used with

sclerosing
 of liquids

hpy device

instr

ctions for the cleaning of reusable endoscopes and endotherapy devices and identifica

[ion of any

specific cleaning tools or equipment;

instructions for the specific disinfection and sterilization environments in which the equipment can
survive;

recommended procedures for storage prior to use and, for reusable equipment, procedures for storage

betwe

en uses;

identification of any user-replaceable parts and instructions for their replacement;

identification of where the user can obtain authorized service.

© IS0 2025 - All rights reserved
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8 Packaging

The manufacturer should package the endoscope or endotherapy device so as to protect the endoscope or
endotherapy device from damage by the adverse effects of storage and shipping environments.

© IS0 2025 - All rights reserved
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Annex A
(informative)

Guidelines on the application of risk management to endoscopic

system connector

A.1 As stated in 4.9, the manufacturer of the endoscope or endotherapy device w111 have to carry out a

medical d¢

connectior

The purpo
of such n
accordanc
potential
intended u
or endothe

This Anne
intended f
connector
with relev

A.2 Aso

two compo¢nents:

— proba

conse

Where po

there is n¢ such data, then a qualitative approach should be taken, commonly involving the pr

probabilit)

The sever

four leveld.

The accepf
a) broad
b) aslow

geverity of harm for the patient. Where relevant standards exist for,connectors that

Lvices 1ntended for connectlon to endoscopes or endotherapy devices to non- endosco
1S (e.g. intravenous applications).

se of the risk management procedure is to assess both the physical possibility of a misq
nedical devices to non-endoscopic patient connections, particularly te:Luer con
e with ISO 80369-7, and the probability of occurrence of such a misconnéction, togethg

se of the endoscope, endotherapy device or medical device intended-for connection to e
rapy devices, these should be used unless contra-indicated by the ¥isk management pr

ik provides guidance for manufacturers of endoscopes, endgtherapy devices and medi
br connection to endoscopes and endotherapy devices in assessing the level of risk assoq
5 in endoscopy systems related to their intended usey;where specific connectors in g
hnt standards do not exist.

utlined in ISO 14971, risk estimation for medical devices should be accomplished by

bility of occurrence of harm, i.e. how often the harm can occur;
Juences of that harm, i.e. how severe€ it can be.

ksible, the estimation of probability of occurrence should be based on quantitative d

F using analytical or simulation techniques, and/or the use of expert judgement.

ty of harm will generally be easier to quantify, perhaps distinguishing between onl

ability of riskiis/generally recognized to fall into three categories:
y acceptable;
asredsonably possible (ALARP);

intole

9

cabie:

nection of
bic patient

onnection
hectors in
r with the
match the
ndoscopes
cedure.

ral devices
iated with
ccordance

combining

ata, but if
bdiction of

y three or

A.3 When considering endoscopy system connectors, the manufacturer’s risk analysis should include
consideration of “probability” and “severity” of at least the following factors:

a) cross-
b)
9
d) securi
e)

connection within the endoscopy system;

misconnection to unrelated patient connections;

misconnection to unrelated medical equipment;

ty of connection under normal and single-fault conditions;

intended use of connector (e.g. dedicated or multi-use);

© IS0 2025 - All rights reserved
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