INTERNATIONAL ISO
STANDARD 8669-2

Second edition
1996-12-15

Urine collection bags —

Part 2:
Requirements and test methods

Poches de recueil d'urine —

Partie 2: Prescriptions et méthodes d'essai

=\ — Reference number
e —————— 1ISO 8669-2:1996(E)


https://standardsiso.com/api/?name=fc2b3b57ec748d316ffaa0b42ab46746

ISO 8669-2:1996(E)

Contents Page
1 S Yot o= IS 1
2 Normalive reference .........cccoeeeceeeeeiieccie s 1
3 DEfiNIHIONS ....evveeeeeee e ettt 1
4 ReqUIBMENES ..coceeiiiiiiiiiie et 2
5 General test conditions .........coovceeeiiiciiiiiiii 2
6  Test MEthOdS. ..o 3
T TeStIEPOMS . 13
Annex

A Dimengions of urine collection bags.........ccccccvviiiiiiiiiiinnnnn, 14
© 1SO 1996

All rights reserved. Unless otherwise specified, no part of this publication may be reproduced
or utilized in any form or by any means, electronic or mechanical, including photocopying and
microfilm, without permission in writing from the publisher.

International Organization for Standardization

Case postale 56 « CH-1211 Genéve 20 « Switzerland

Internet:  central @isocs.iso.ch

X.400: c=ch; a=400net; p=iso; o=isocs; s=central
Printed in Switzerland


https://standardsiso.com/api/?name=fc2b3b57ec748d316ffaa0b42ab46746

© SO 1ISO 8669-2:1996(E)
Foreword

1SS (thc intermationat CIBGII;LGt;UII tor—Stat .dqrdizatiur‘.) 5 worldwide
federation of national standards bodies (ISO member bodijes);| The work of

preparing International Standards is normally carriedCout fhrough ISO

technical committees. Each member body interested.in a subj
a technical committee has been established has the right to be
on that committee. International organizations;-government
governmental, in liaison with 1SO, also take “part in the
collaborates closely with the International, Electrotechnical
(IEC) on all matters of electrotechnical standardization.

Draft International Standards adopted by the technical con
circulated to the member bodies.for voting. Publication as an

bet for which
represented
bl and non-
work. 1SO
Commission

hmittees are
International

Standard requires approval by-atleast 75 % of the member bgdies casting

a vote.

International Standard ISO 8669-2 was prepared by Technicgl Committee

ISO/TC 173, Technical systems and aids for disabled or
persons, Subcommittee SC 3, Aids for ostomy and incontinend

This second “edition cancels and replaces the first
ISO 8669-2:1988, SO 8669-3:1990 and 1SO 8669-4:1990,
been technically revised.

ISO'8669 consists of the following parts, under the gener
collection bags:

Part 1: Vocabulary

Part 2: Requirements and test methods

Annex A forms an integral part of this part of ISO 8669.

handicapped
e.

editions of
which have

bl title Urine

iii
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Introduction

Users of fhlmW
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third-party dertification of product conformity with this part of ISO 8669,
based on testing and continuing surveillance, which may be coupled with
assessment| of a supplier's quality system against the appropriate
standards in| the ISO 9000 series.



https://standardsiso.com/api/?name=fc2b3b57ec748d316ffaa0b42ab46746

INTERN

ATIONAL STANDARD ©ISO ISO 8669-2:1996(E)

Urine collection bags —

Part 2:

Requirements and test methods

1 Scope

This part

urine coll

gction bags of the following types:

a) urine|collection bags intended to be worn on the body (body-worn bags);

b) urine[collection bags intended to be used with a hanger or a floor stand (non-body-worn bags).

It does ndt apply to urostomy bags, urimeters and urine bags intended specifically for paediatric use.

2 Normative reference

The following standard contains provisions which;-through reference in this text, constitute provisions
ISO 8669. At the time of publication, the edition indicated was valid. All standards are subject to

parties to

of 1SO 8669 specifies performance requirements and test methods_for-open-ended and dlosed-ended

pf this part of
revision, and

agreements based on this part of 4SO 8669 are encouraged to investigate the possibility off applying the

most recént edition of the standard indi¢atéd below. Members of IEC and ISO maintain registers of qurrently valid
International Standards.

ISO 8669-1:1988, Urine collection bags — Part 1: Vocabulary.

3 Defi

Forthe p

3.1 clo

hitions

irposes:of this part of ISO 8669, the definitions given in ISO 8669-1 and the following definitions apply.

éd-ended urine collection bag: Flexible container for collecting urine, without an opening for drainage of

the contents:

3.2 open-ended urine collection bag: Flexible container for collecting urine, with an opening for drainage of the
contents.

3.3 rated volume: Capacity of the bag, expressed in millilitres, as stated by the manufacturer.

3.4 test volume: That volume on which is based the volume of liquid added, or the force applied, to a urine
collection bag when performing tests to verify the strength and leakage resistance of the bag assembly (see 6.1).
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4 Requirements

4.1 Rated

volume

© SO

When measured by the method given in 6.1, the bag shall have a rated volume not larger than the test volume.

4.2 Freedom from leakage without load

When tested

by the method given in 6.2, the bag shall not leak.

4.3 Freedom from leakage under load

When tested

4.4 Freedpm from leakage under impact

When tested

4.5 Nonrdturn valve

If a nonretur

4.6 Strength of the attachment system

When the a
attachment

When the at
6.7, none of

When bags

suspensory

4.7 Stren
When tested

4.8 Press

When testeq
filling rate sh

by the method given in 6.3, the bag shall not leak.

by the method given in 6.4, the bag shall not leak.

) valve is fitted, when tested by the method given in 6.5, the refluX.flowrate shall not exceed 1

tachment system of bags provided with cutouts is tested by the method given in 6.6, ng
oints shall fail to support the bag.

achment system of bags provided with a button and buttonhole system is tested by the methd
the buttons and buttonholes shall fail to support the bag.

system shall fail to support the bag.

gth of attachment of the inlet tubing

by the method given.in 6.9, the inlet tubing shall not become detached from the bag.

ure/time required to initiate flow into the bag and filling rate

by thexmethod given in 6.10, the water shall start flowing into the bag within 1 min and th
all be not less than 10 ml/s.

D ml/min.

ne of the

d given in

pbrovided with integral suspensory systems are tested by the mehod given in 6.8, no part of the integral

b average

4.9 Dimensions

If dimensions are given, they shall be measured in accordance with annex A.

5 General test conditions

5.1 Temperature

The standard temperature for testing (atmosphere and reagent) shall be 23 °C + 2 °C.
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5.2 Test samples

Testing shall be carried out on product samples as supplied to the end user.

6 Test methods
6.1 Test volume
6.1.1 Principle

The urine collection bag is filled with water and the volume of water within the bag is measured.

6.1.2 Relagent
6.1.2.1 Tap water

6.1.3 Apparatus

6.1.3.1 Graduated cylinders, of capacities to suit the bags being tested and having>a measurement accuracy of
12 %.

6.1.3.2 Filling system, of arrangement and dimensions shown in figure 1.

To maintgin a constant hydrostatic head, the rate of flow into the reservoir of the fillling system shall be higher than
the rate df the filling of the bag.

6.1.3.3 Btopwatch, or similar timing device.

6.1.4 Procedure

6.1.4.1 (ut the inlet tubing so that the reservoir tap is positioned as close as possible to the bag.
NOTE — | For bags having extensible tubing, these should be drawn out to their maximum length before cutting.
6.1.4.2 Remove as much air as possible fromthe bag. Close the drainage tap afterwards.

NOTE — | Most bags have a drainage tapithrough which air can be squeezed out.

6.1.4.3 Measure the distance between bottom and top of the bag (I4 in figure A.1) and mark a horjzontal line at
0,75 14, measuring from the bottom of the bag.

6.1.4.4 Buspend a non-body-worn bag using the manufacturer's recommended suspension system. Suspend a
body-wofn bag freely imawertical position, so that the volume of the bag is not restricted.

6.1.4.5 Using théfilling system (6.1.3.2), ensure that the reservoir tap is closed, turn on the water sypply (6.1.2.1)
and adjupt theshydrostatic head to 500 mm + 5 mm. Connect the reservoir tap to the inlet tubing of the pag.

6.1.4.6 [Open the reservoir tap and allow water to enter the bag, ensuring that no air is entrained.

6.1.4.7 When the water level inside the bag has risen to the 0,75 I4 line, start the stopwatch (6.1.3.3).
6.1.4.8 After 1 min but before 1 min 10 s, close the reservoir tap.

6.1.4.9 Visually inspect the bag to determine whether or not leakage has occurred. If leakage has occurred, deem
the test invalid and repeat it, using a fresh bag if necessary.

6.1.4.10 Clamp the inlet tubing as close to the filling top surface of the bag as possible. Remove the bag from the
filing system and empty the water from the bag into a graduated cylinder (6.1.3.1). Measure the volume, in
millilitres, and record it as the test volume to an accuracy of + 2 %.
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6.1.5 Test report

The test report shall contain the general information specified in clause 7, together with the test volume.

Dimensions in millimetres

Water inflow — @ d (inside diameter)

= -

{ — Overflow

PRI
Reservoir with AN

baffles fo eliminate —_—
vortex ’\

-
500 =5

Reservoir tap

| Urine collection bag

NOTE — d # largest internal diameter of.inlet tubing of bag.

Figure 1~ Filling system for determination of test volume

6.2 Freedpm from leakage without load
6.2.1 Princjple

The urine cqllection-bag is filled with coloured water, positioned horizontally and examined for leakage/| It is then
suspended Vertically-and again inspected visually for leakage.

6.2.2 Reagents
6.2.2.1 Tap water

6.2.2.2 Coloured water, comprising tap water coloured by the addition of 0,3 g/l of erythrosin (E 127).

6.2.2.3 Absorbent material, white.

6.2.3 Apparatus
6.2.3.1 Graduated cylinder, as specified in 6.1.3.1.

6.2.3.2 Filling system, of arrangement and dimensions shown in figure 2.
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7T

\ Plan view of reservoir
’ showing vertical dividers

to eliminate vortex

Dimensions in millimetres

)
A\ 4

(
|/

~1 Dimensions sufficient
for reservoir to contain
150 +2 liquid volume equal

tothat of the largest
bag to be tested

Reservoir \

10° +5°

Reservoir tap

Intet tubing

150 +5 (b)
500 +5 (a)

AR

/-— Urine collection bag

\

|18

Figure 2 — Filling system for freedom of leakage test (a) and measurement of filling rate (b)

6.2.4 Procedure

6.2.4.1 Suspend a non-body-worn bag using the manufacturer's recommended suspension system. Suspend a
body-worn bag freely, so that the volume of the bag is not restricted.

6.2.4.2 If the bag is fitted with a drainage tap, add a small volume of the water (6.2.2.1) into the bag, open the
drainage tap and allow the bag to drain, and then fully open and close the drainage tap ten times. Empty the bag
and close the tap.
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6.2.4.3 Using the graduated cylinder and the fiIIing system in figure 2 with a distance of 500 mm + 5 mm between

tha ol of o (8 000\
the top of the bag and the bottom of the reservoir, add to the bag a volume of coloured water (6.2.2.2) equal to 75 %

of the test volume (6.1.4.10), ensuring that no air is entrained.

[+,]

.2.4.4 Seal the iniet tubing and, if present, the air vent.

6.2.4.5 Place the absorbent material (6.2.2.3) on a flat surface. Remove the bag from the suspension system and
place it horizontally on the absorbent material.

6.2.46 |eave the han undisturbed for 17 h+ 1 h and then \neunll\/ inspect the hnn and absorbent material for

STV U QUSUIUTH

staining caused by Ieakage If staining is observed, the urine collectlon bag under test |s deemed to have failed.

6.2.4.7 Repesiti } ical-positi } H-6-2-4- ~ A rial.

6.2.4.8 Leaye the bag undisturbed for4h+1 h then visually inspect the bag and absorbent material fqr staining

LVAUST (913 Isdeemeg ion

6.2.5 Test report

The test report shall contain the general information specified in clause 7, together with a statement as tp whether
or not !ea_k_arp was observed and, if so, from where the !pa_kama occurred and at which orientation of the bag.

> LT ol al =2, cosulic anit a

6.3 Freedpm from leakage under load

6.3.1 Princjple
Coloured wgter is added to the uring collection bag under test, which is then subjected to a compregsive load
between twoj|parallel plates. The bag is then visually inspected forleakage.

6.3.2 Reagent
6.3.2.1 Colpured water, as specified in 6.2.2.2.

6.3.2.2 Absgorbent material, white.

6.3.3 Apparatus

6.3.3.1 Graduated cylinder, as specified in 6.1.3.1.
6.3.3.2 Filling system, of arrangement and dimensions shown in figure 2.
6.3.3.3 Flat, rigid plate;of length and width not less than those of the bag being tested.

6.3.3.4 Restraints; capable of allowing the plate to move freely in a vertical direction whilst remaining horizontal
within a tolerfncé of + 5°.

6.3.3.5 Weights, or other means of loading the plate, to produce total downward force of 200 N * 10 N on the bag.

6.3.3.6 Stopwatch, or similar timing device.

6.3.4 Procedure
6.3.4.1 Add coloured water (6.3.2.1) to the bag, as specified in 6.2.4.3.

6.3.4.2 Seal the inlet tubing and, if present, the air vent.

6.3.4.3 Place the absorbent material (6.3.2.2) on a horizontal, flat rigid surface. Place the bag horizontally on the
absorbent material.
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6.3.4.4 Place the flat, rigid plate (6.3.3.3) on the top of the bag, position the restraints (6.3.3.4) and load the plate
gently with the weights (6.3.3.5) so that a total force of 200 N + 10 N is imposed on the bag.

6.3.4.5 Allow the force to act on the bag at least 1 min but not longer than 1 min 10 s. Remove the force and
visually inspect the bag and the white absorbent material for staining caused by leakage. If staining is observed, the

urine coll

ection bag under test is deemed to have failed.

6.3.5 Test report

The test report shall contain the general information specified in clause 7, together with a statement as to whether
leakage was observed, and if so, from where.

6.4 Freledom from leakage under impact

6.4.1 Prjinciple

Water is

added to the urine collection bag, which is then dropped on to a smooth, rigid-surface. Th

visually inspected for leakage.

6.4.2 Reagent

6.4.2.1

Tap water.

6.4.3 Apparatus

6.4.3.1

6.4.3.2

6.4.3.3

Graduated cylinder, as specified in 6.1.3.1.
Filling system, of arrangement and dimensions shown in figure 2.

Bmooth, rigid surface, for instance a ceramic.floor or a heavy steel plate.

6.4.4 Procedure

6.4.4.1
between

Jsing the graduated cylinder (6.4.3:1) and the filling system in figure 2 with a distance of 50
the top of the bag and the bottom of the reservoir, add to the bag a volume of water (6.4.2.1)

of the test volume (see 6.1.4.10), enéuring that no air is entrained.

6.4.4.2

6.4.4.3
(6.4.3.3),

6.4.4.4

6.4.4.5

Seal the inlet tubing and,)if present, the air vent.

Hold the bag so-that the lowest edge is a distance of 500 mm + 10 mm above the smooth,
and then drop)the bag so that it strikes the surface with the bottom of the bag.

Visually inspect the bag for leakage.

Repeat 6.4.4.1 to 6.4.4.4 twice more, using a fresh bag each time, dropping them so that one

b bag is then

D mm £ 5 mm
equal to 50 %

rigid surface

a) strikes the surface with one face of the bag

and the other

b) strikes the surface with one side edge of the bag.

6.4.5 Testreport

The test report shall contain the general information specified in clause 7, together with a statement as to whether
leakage was observed on any bag, and if so, which drop attitude caused the damage and where the leakage

occurred
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6.5 Nonreturn valve
6.5.1 Principle

Water is added to the urine collection bag, which is then subjected to a compressive load, and the reflux through the
nonreturn valve is measured.

6.5.2 Reagent
6.5.2.1 Tap water.

6.5.3 Apparatus

6.5.3.1 Grafuated cylinders, of capacities to suit the bags being tested and the volume passing ¢he’honreturn
valve, and having a measurement accuracy of + 2 %.

6.5.3.2 Flat, rigid plate, of length and width not less than those of the bag being tested.

6.5.3.3 Resftraints, capable of allowing the plate to move freely in a vertical direction whilst remaining horizontal
within a tolergnce of + 5°.

6.5.3.4 Weights, or other means of loading the plate to produce a total downwards force of 100 N + 5N on the
bag.

6.5.3.5 Stopwatch, or similar timing device.

6.5.4 Procedure

6.5.4.1 I[f the inlet tubing of the bag is longer than 50 mm, cut.it to a length of 50 mm £ 10 mm.
For bags haying extensible tubing, the tubes shall be drawnout to maximum length before cutting.

Some bags |incorporate the nonreturn valve in theinlet tubing. Ensure that such a valve is not comprpmised or
damaged when cutting.

6.5.4.2 Addq water to the bag as specified in6:4.4.1.

6.5.4.3 Plage the bag on a flat, rigid and horizontal surface, with the inlet tubing draining over the edge of this
surface.

6.5.4.4 Plage the flat, rigid plate (6.5.3.2) on the top of the bag, position the restraints (6.5.3.3) and load the plate
gently with the weights (6.5:3.4) so that a total force of 100 N =+ 5 N is imposed on the bag.

6.5.4.5 Allow the forceto act on the bag for at least 5 min but no longer than 5 min 10 s. Using the graduated
cylinders (6.5.3.1), colléct and measure the quantity of water that emerges from the inlet tubing during that time to
an accuracy| of £ 2'ml, ignoring any flow occurring before the force is imposed. Calculate the rate of leakage past
the nonreturh ¢alve in millilitres per minute.

6.5.5 Test report

The test report shall contain the general information specified in clause 7, together with the rate of leakage past the
nonreturn valve, expressed in millilitres per minute.

6.6 Strength of the attachment system of bags provided with cutouts

6.6.1 Principle

The urine collection is suspended on a rod passed through the cutouts and a weight is attached to the bottom of the
bag. The bag is then visually inspected for damage.
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6.6.2 Apparatus

6.6.2.1 Rigid rod of 6 mm = 0,1 mm diameter, with a means to support it in a horizontal attitude.

6.6.2.2 Suitable clamp, which will grip across the full width of the bottom of the bag, having means by which a
weight can be attached.

6.6.2.3 Selection of weights, each having a means of attachment to the clamp, the combined mass of the
weights and clamp being equal to 1,5 times the mass of the test volume of the bag to be tested.

6.6.3 Procedure

6.6.3.1 ass the rod (6.6 2 1) through the minimum number of attachment cutouts inthe top-of the-bag, as shown
in figure 3, following the manufacturer's instructions.

6.6.3.2 Mount the rod in a horizontal attitude so that the bag hangs freely on the rod.
6.6.3.3 Attach the clamp (6.6.2.2) to the bottom of the bag as shown in figure 3. If the bag has an oltlet device at
the bottom which interferes with the fitting of the clamp, cut off the outlet device so that:a-smooth ared of the bag is
available [to accept the clamp.

6.6.3.4 Attach the appropriate weight (6.6.2.3) to the clamp so that the combined mass of the weight and the
clamp is equal to 1,5 times the mass of the test volume (see 6.1.4.10) of the bag.

6.6.3.5 Allow the force to act on the bag for 24 h + 1 h. Visually inspectfithe attachment cutouts.

:5“94”

Nl
1S

Dimension$ in millimetres

/ Urine bag

/ Clamp

L D\ £ J

Weight

Figure 3 — Schematic of test for strength of attachment system of bags provided with cutouts
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6.6.4 Test report

©1SO

The test report shall contain the general information specified in clause 7, together with a statement as to whether
any of the attachment cutouts has broken through to the outside of the bag.

6.7 Strength of the attachment system of bags provided with a button and buttonhole system

6.7.1 Princ

iple

The urine collection bag is suspended, buttoned to test pieces of strap, and a weight is attached to the bottom of the
bag. The bag is then visually inspected for damage.

6.7.2 App
6.7.21 Tw

6.7.2.2 Sui

aratus

l

at one end o

f each piece, and a means for attaching the straps to a fixed, horizontal surface.

able clamp, as specified in 6.6.2.2.

6.7.2.3 Selection of weights, as specified in 6.6.2.3.

6.7.3 Procedure

6.7.3.1 Moy
attachment

bag being te

6.7.3.2 Att3

6.7.3.3 Attg

6.7.3.4 Atte

6.7.3.5 Allo
buttonholes.

6.7.4 Test

The test rep

nt the two lengths of strap (6.7.2.1) to a fixed horizontal support so that a line drawn be
oints is horizontal and the distance between them is the same as that of the attachment po
sted.

ch the bag to the straps by the button and buttonholes; as shown in figure 4.

ch the clamp (6.7.2.2) as specified in 6.6.3.3.

ch the appropriate weight (6.7.2.3) as specified in 6.6.3.4.

w the force to act on the bag for24 h+1 h. Visually inspect the condition of the bu

report

port shall contain the, general information specified in clause 7 together with a statement as t

any of the biittons or buttonholes has failed to support the bag.

6.8 Stren
6.8.1 Prind

The urine cdg

gth of integral suspensory systems

iple

lleCtion bag is suspended by means of its integral system and a weight is attached to the bot

lengths of strap, of the same type as that supplied with the bag to be tested, with attachme

nt means

ween the
nts of the

ttons and

0 whether

om of the

bag. The bag system is then visually inspected for damage.

6.8.2 Apparatus

6.8.2.1 Suitable support, which will allow the bag to be suspended according to the manufacturer's instructions.

6.8.2.2 Suitable clamp, as specified in 6.6.2.2.

6.8.2.3 Selection of weights, as specified in 6.6.2.3.

10
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6.8.3 Pr
6.8.3.1
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8 )

e

/— Urine bag

/ Clamp
~|

Weight

re 4 — Schematic of test for strength of attachment system of bags provided with butt
buttonholes

ocedure

buspend the-bag by means of its integral suspensory system to a suitable support (6.8.2.1),

manufacturer's insfructions.

6.8.3.2

\ttach'the clamp (6.8.2.2) as specified in 6.6.3.3.

bns and

following the

6.8.3.3

Attacih the appropriate weight (6.8.2.3) as speciiied in 6.6.3.4.

6.8.3.4 Allow the force to act on the bag for 24 h + 1 h. Visually inspect the system.

6.8.4 Test report

The test report shall contain the general information specified in clause 7, together with a statement as to whether
any part of the integral suspensory system has failed to support the bag.

11
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6.9 Strength of attachment of the inlet tubing
6.9.1 Principle

A tensile force is applied between the urine collection bag and the inlet tubing in an attempt to separate the
component from the bag.

6.9.2 Apparatus

6.9.2.1 Clamp, or similar device, for suspending the bag.

6.9.2.2 Weight, with a means of attaching it to the inlet tubing, having a total mass to exert a gravitational force
equal to 40 N=2=—-N-

6.9.2.3 Stopwatch, or similar timing device.

6.9.3 Procqdure

6.9.3.1 Suspend the bag, using the clamp (6.9.2.1), with the inlet tubing downwards.
6.9.3.2 Attach the weight (6.9.2.2) to the lower end of the inlet tubing.

6.9.3.3 Lower the weight without imposing a shockload until it is freely suspended and allow it to hang unsupported
for at least 1|min but no longer than 1 min 10 s as measured with the timing.dévice (6.9.2.3).

6.9.3.4 Visyally inspect the connection of the inlet tubing to the bag.

6.9.4 Test report

The test repprt shall contain the general information specifiedin clause 7, together with a statement as tp whether
the inlet tubipg has become detached from the bag.

6.10 PresEure/time required to initiate flow into the bag and filling rate
6.10.1 Pringiple

A hydrostati¢ head is applied to the urine_collection bag to verify that water will enter the bag and, if so, tHe time for
50 % of the fest volume of water to enter the bag is measured and the average filling rate is calculated.

6.10.2 Reagent
6.10.2.1 Tap water.

6.10.3 Appparatus
6.10.3.1 GIduated cylinders, as specified in 6.1.3.1.

6.10.3.2 Filling system, of arrangement and dimensions shown in figure 2.

6.10.3.3 Stopwatch, or similar timing device.

6.10.4 Procedure
6.10.4.1 Remove as much air as possible from the bag. Close the drainage tap afterwards.

NOTE — Most bags have a drainage tap through which air can be squeezed out.

12
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