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Foreword

ISO (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
ical standardization.
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Introduction

This International Standard specifies dimensions and other requirements for oropharyngeal airways.

Airway size is designated by length, which is important when selecting an oropharyngeal airway to
hold forward the base of the tongue to prevent obstruction of the airway by the soft tissues.

Airway size is indicated by a legible marking and by a colour code, which are important to allow rapid
identification and selection in emergencies.
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INTERNATIONAL STANDARD ISO 5364:2016(E)

Anaesthetic and respiratory equipment —
Oropharyngeal airways

1 Scope

This International Standard specifies requirements for oropharyngeal airways of plastics materials

and/cr rnh]’\nr’ inh]llding those with a reinforcement insert made of p]acfir‘c materials and/or metal.

This |nternational Standard is not applicable to metal oropharyngeal airways, nor.te 1lequirements
concgrning flammability of oropharyngeal airways.

Flammability of oropharyngeal airways, for example, if flammable anaestheti¢s,’electrostirgical units,
or laders are used, is a well-recognized hazard. It is addressed by approptiate clinical jnanagement,
whicl} is outside the scope of this International Standard.

This International Standard is not applicable to supralaryngeal airways without an intefnal, integral
sealirjg mechanism.

2 Normative references

The fpllowing documents, in whole or in part, are normatively referenced in this docurhent and are
indispensable for its application. For dated references, only the edition cited applies. |[For undated
refer¢nces, the latest edition of the referenced doectiment (including any amendments) applies.

ISO 7900, Graphical symbols for use on equipment — Registered symbols

ISO 10993-1, Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk
manaygement process

ISO 101607-1, Packaging for terminally sterilized medical devices — Part 1: Requirements for materials,
steril¢ barrier systems and packaging systems

ISO 15223-1, Medical devicesy— Symbols to be used with medical device labels, labelling and ifformation to
be supplied — Part 1: General requirements

EN 556-1:2001, Sterilization of medical devices — Requirements for medical devices to He designated
“STERILE” — Part.1: Requirements for terminally sterilized medical devices

EN 1441, Inferniation supplied by the manufacturer with medical devices

3 'I rmcand doefinitionc
TSt aCIiarcrons

For the purposes of this document, the following terms and definitions apply.

31
oropharyngeal airway
device intended to maintain a gas pathway through the oral cavity and pharynx

[SOURCE: ISO 4135:2001, 6.1.1]

3.2
pharyngeal end
that end of an oropharyngeal airway (3.1) which is intended to be inserted into a patient’s oropharynx

[SOURCE: ISO 4135:2001, 6.1.1.2]
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3.3

flanged end

that end of an oropharyngeal airway (3.1) which is flanged and is intended to be external to the
teeth or gums

[SOURCE: ISO 4135:2001, 6.1.1.1]

4 Size designation and dimensions

4.1 Size designation

The size of oropharyngeal airways shall be designated by the nominal length (see [, Figure 1) exprlessed
in centimetres, in accordance with Table 1.

NOTE The manufacturer’s own size designation may additionally be given, but this is not re¢cémmended.

1

il

4 J
I
1
/
2
3

4
Key
1  buccal poftion
2 reinforcement insert, if provided
3 position fpr measuring minimiimn inside dimension (see Table 1)
4  flanged end

NOTE For [, see 4.1z/and 4.2.1.

Figure 1 — Dimensions for size designation of oropharyngeal airways

2 © IS0 2016 - All rights reserved
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Table 1 — Size designation of oropharyngeal airways — Dimensions and tolerances

4.2

4.2.1

4.2.2
thats

NOTE

Designated size Minimum inside
(nominal length) Length and tolerance dimension
cm mm mm
3 3025 2,5
3,5 3525 3,0
4 40 £ 2,5 3,0
4,5 45+2,5 3,0
5 50+2,5 3,5
5,5 55+2,5 3,5
6 60+ 2,5 4,0
6,5 65+2,5 4,0
7 70 32 440
8 80+5,0 4,5
9 90+5,0 4,5
10 100 +5,0 5,0
11 110+ 5,0 5,5
12 120+ 5,0 55

Dimensions

The length (see I, Figure 1) shall be in accerdance with Table 1.

The minimum inside dimension at-dny point along the length of the airway shall be

pecified in Table 1.

This dimension is relevant to the ability to pass other devices, e.g. a suction catheter, throy

5

aterials

not less than

gh the airway.

Oroplaryngeal airwaysyin their ready-for-use state after any preparation for use recommiended by the

manuffacturer, shall@atisfy appropriate biological safety testing, as indicated in ISO 10993

6

Edgeg arid.corners intended to come into contact with the patients tissues shall have a min

esign

of curivature of 0,5 mm.

7 Performance requirements

1.

imum radius

7.1 Resistance to collapse of the buccal portion

When tested in accordance with Annex B, the minimum inside dimension of the buccal portion of the
airway shall be not less than 75 % of that given in Table 1 for the size of the airway being tested.

7.2

Patency of lumen

When tested in accordance with Annex C, the patency of the oropharyngeal airway lumen shall be
maintained.

© ISO 2016 - All rights reserved
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8 Sterility assurance

Oropharyngeal airways supplied and marked “STERILE” shall satisfy the requirements of EN 556-

1:2001, 4.1.

9 Packaging of oropharyngeal airways supplied sterile

9.1 Each oropharyngeal airway supplied and marked “STERILE” shall be contained in an individual pack.

9.2 The pack shall serve as an effective barrier to the penetration of microorganisms and particulate

material in a

tcordance with ISO 11607-1.

9.3 The pack shall permit the aseptic extraction of the contents and shall not be capable’of re-closure

without cleafly revealing that it has been opened.

9.4 The dgsignated size of the airway shall be apparent on visual examination of the intac

container.

9.5 Individual packs shall be contained within a shelf or multi-unit pack

10 Marking

10.1 Genenal

Marking of ofopharyngeal airways, of unit packs and of'shelf or multi-unit packs and information
supplied by the manufacturer should comply with EN-1041.

10.2 Use of symbols

The requirethents of 10.4 and 10.5 may be met by use of appropriate symbols as given in ISO 7(

ISO 15223-1.

10.3 Marking of oropharyngéal ‘airways

10.3.1 The flanged end of the-oropharyngeal airway shall be marked with the following:

a) the designated size\(tominal length, in centimetres) in accordance with 4.1 (see Figure 2);

b) the nam

c) anindication of the presence of natural rubber (latex), if present in the device.

e andy/or trademark of the manufacturer and/or supplier (see Figure 2);

L unit

to be

00 or

© ISO 2016 - All rights reserved
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1
2

==Y

NOTE
airwa

10.3.

neces

ChecK

10.3.

10.3.

bsignated size

hme and/or trademark of manufacturer or supplier

The designs shown in Figures 1 and 2 are intended to illustrate common. ty:pes of qropharyngeal
 for the purpose of size designation and marking, but are for example only.

Figure 2 — Typical marking locations on flanged end of oropharyngeal airways

P *Markings in accordance with a) and b) shall be clearly legible from the flanged end when viewed
at a diistance of 500 mm #* 10 mm at an illuminance of 215 Ix%&' 15 Ix using normal vision |(corrected, if

sary).

compliance by visual inspection.

B *Oropharyngeal airways shall be colour coded by size in accordance with Table 2.

i Colour code shall be visible from the‘flanged end.

Table 2 — Oropharyngeal airway colour code

Designated size Colour
3 Lilac
3,5 Light green
4 Pink
4,5 Cream
5 Blue
5,5 Grey
6 Black
6,5 Brown
7 White
8 Green
Yellow
10 Red
11 Orange
12 Purple
10.4 Marking of unit packs

The marking of individual packs or a package insert shall include the following:

a) the word “STERILE”, if appropriate (it is recommended that the method of sterilization be given);

© ISO 2016 - All rights reserved
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b) for oropharyngeal airways not intended for re-use, the words “single use” or equivalent;

<)

an indication of the presence of natural rubber (latex), if present in the device.

10.5 Marking of shelf or multi-unit packs

The marking of shelf or multi-unit packs shall include the following:

a)
b)
‘)
d)
e)
f)

It is strongly

11 Inform

11.1 Unless
shall recomnend methods of cleaning and disinfection or sterilization.

11.2 The ma

a description of contents;

the designated size in accordance with 4.1;

the nam

the batch number;

the word

for orop

b and/or trademark and address of the manufacturer and/or supplier;

“STERILE”, if appropriate (it is recommended that the method of sterilization be given);
naryngeal airways not intended for re-use, the words “single use” or equivalent.

recommended that the “use by” date be given.

ation to be supplied by the manufacturer

the oropharyngeal airway is intended and marked asbeing for single use, the manufagturer

inufacturer shall indicate the presence of natdral rubber (latex), if present in the devige.
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D

gibility requirement is adapted from EN 980:2008, 4.2.5
i

ubcommittee agreed that a unique colour for each designated size was importan
fication and selection of the proper size\for the patient very difficult and confus;

bped. The colours mandated in thiststandard were then selected by determining
only used by manufacturers withyan aim to reduce the burden of change by the m
reduce confusion by the users who have become accustomed to the current colour d

5 A.1 and A.2 compare size-colour code identified in the survey of 13 airway manufad
plour code selected for thisInternational Standard.

intended for use by those who are familiar with the subject of this International Stang
hot participated in its development. An understanding of the reasons for the main 1

lard, but who
equirements
technologies
sions of this

nternational

t for patient

. The subcommittee was aware that existing:colour codes vary by manufacturer, making rapid
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Table A.1 — Size colour code identified in a survey of 13 airway manufacturers

SIZE
3 3.5 4 4.5 5 5.5 6.5 7 9 11 12
A | Pink q Blue Yellow Light Blue
B White Blue Black White
C Pink Blue Black White Yellow
2 D Blue JR3EW White
%J E Pink Blue Black White
E F | Clear Pink Blue Black White
% G Pink Blue Black White Yellow
=y | Gtem Pk Btre Black Wite —ettom
S Blue Black White
< Blue Black White
K lear Pink Blue Black White
L Blue
M Pink Blue | Grey

3.5 4 4.5 5
é.ight Pink | Cream| Blue
reen
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Annex B
(normative)

Test method for resistance to collapse of the buccal portion

Principle

lo compression.

Apparatus

Means of conditioning the oropharyngeal airway at (34 +.2))°C and carrying

Means of applying a force of either (100 + 10) N or (200_* 20) N, as appropriate.

Means of measuring the minimum inside dimension of the buccal portion during

Test procedure

Condition the oropharyngeal airwaj.at (34 + 2) °C for 1 h and carry out the test un
fions.

Compress the middle of ¢he buccal portion (see Figure 1) of the oropharyngeal
5 with a (60 = 2)° included angle and radius of curvature of (1,0 * 0,5) mm to the m3
width at least as great as-that of the buccal portion of the airway being tested (see Fig|

For oropharyngeal airways of designated size 5,5 or smaller, apply a force of (100
ain that force fon3 min while measuring the minimum dimension.

For oropharyngeal airways of designated size 6,0 or larger, apply a force of (200
ain thatforce for 3 min while measuring the minimum dimension.

bsistance of the buccal portion to collapse is tested by measuring the minimum insi(lie dimension

out the test

Compression,

der the same

pirway using
ting surfaces
ure B.1).

+10) N and

+ 20) N and

EXpression o1 result

Express the minimum inside dimension of the buccal portion during compression as a percentage of
that value specified in Table 1 for the size of airway being tested.

© ISO 2016 - All rights reserved
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Dimensions in millimetres

60" +2°

Key
1  compresgive force applied as in B.3.3 or B.3.4

X width of Blocks as great as buccal portion of airway being tested
R block tip radius of curvature of (1 + 0,5) mm

Figure B.1 — Apparatus for testing resistance to collapse of the buccal portion

10 © IS0 2016 - All rights reserved
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Annex C
(normative)

Test method for patency of lumen

Principle

The p
force

C.2

Cc.2.1
undel

C.2.2
C.2.3

C24
Table

C3

C.3.1
condi

C.3.2
of (5,

C.3.3

C4

Recor

atency of the oropharyngeal airway lumen is tested by clamping the buccal portio
to the pharyngeal end, and passing a steel ball through the lumen of the orophdryngg

Apparatus

Means of conditioning the oropharyngeal airway at (34 +.2))°C and carrying
the same conditions.

Clamp, for suspending the oropharyngeal airway.
Means of applying a force of (5,0 + 0,5) N.

Steel ball, of diameter 75 % of the minimuminside dimension of the oropharyngeg
1).

Test procedure

Condition the oropharyngeal aitway at (34 + 2) °C for 1 h and carry out the test un
Fions.

Clamp the buccal pertion of the oropharyngeal airway so that it does not move and
+0,5) N to the pharyrigeal end, maintaining this force for not less than 1 min (see Fig

Pass a steehball (C.2.4) through the lumen while the force is being applied.

Expression of results

diwhether or not the steel ball passes freely through the tube.

h, applying a
bal airway.

out the test

l airway (see

der the same

apply a force
ure C.1).
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