INTERNATIONAL 1ISO
STANDARD 11199-2

First edition
1999-09-01

Walking aids manipulated by both arms —
Requirements and test methods —

Part 2:
Rollators

Aides a la marche manipulées avec les deux bras — Exigences|et
méthodes d'essai —

Partie 2: Déambulateurs

\@/ Reference number

ISO 11199-2:1999(E)


https://standardsiso.com/api/?name=aa48f3f539342208fdd52c47559cc086

ISO 11199-2:1999(E)

Contents

S Yo 1< 1
2 NOIMALIVE TEIEIEINCES ...ttt r e st e n et sn e e s r et e aree aheeesreeaaneeennneeaneeennreennnes 1
3 Terms angdefinitions 1
LT 01T (=T ' =SSP PPRRRRI =\ B 6
B TSt MELHOUS. ..ot sneenneeenn tenrneennee s e dyfnnnennnene s e 7
6 Marking g@nd 1aDeIIING ......cccoiiiiieiec e e e e e e e e e s e snrnnnrnees g Teeennrrnnrereee s e e 11
A 1= 0 ] 0L R U 12
Annex A (ifformative) ReCOMMENALIONS .......cccieeiiiiiiiiiiieee e e e e sssiereree e e Seeee e e e e s s ssnnree e e e e e e s snnnnneedeeeeen 13
© IS0 1999

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  iso@iso.ch

Printed in Switzerland


https://standardsiso.com/api/?name=aa48f3f539342208fdd52c47559cc086

©1SO

Forewo

ISO 11199-2:1999(E)

rd

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
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1: Walking frames
2: Rollators

of this part of ISO 11199 is for information only,

5 for voting.
) a vote.

ystems and

bth arms —



https://standardsiso.com/api/?name=aa48f3f539342208fdd52c47559cc086



https://standardsiso.com/api/?name=aa48f3f539342208fdd52c47559cc086

INTERN

ATIONAL STANDARD ©ISO ISO 11199

-2:1999(E)

Walking aids manipulated using both arms — Requirements and
test methods —

Part 2:

Rolla

Qrs

1 Scoq

This part
of rollato
the requi

The requ

mass of not less than 35 kg.

NOTE Rg

2 Nornmative references

The follo
this part
do not a
possibilit
referencq
registers

ISO 9994

ISO 1094

3 Term
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of 1ISO 11199 specifies requirements and methods of testing the fatigue,-static load capacity
s without accessories, unless specified in the particular test procedure- This part of ISO 1119
ements relating to safety, ergonomics, performance, marking and labelling.

and stability
D also gives

irements and tests are based on everyday usage of rollators_@s walking aids, manufactured for a user

commendations further to the requirements given in this part of 1SO11199 are given in annex A.

ving normative documents contain provisions which, through reference in this text, constitute g
Df ISO 11199. For dated references, subseguent amendments to, or revisions of, any of these
pply. However, parties to agreementsdased on this part of ISO 11199 are encouraged to inv

of applying the most recent gdijtions of the normative documents indicated below. H
s, the latest edition of the normative document referred to applies. Members of ISO and IE
of currently valid International.Standards.

:1998, Technical aids fordisabled persons — Classification.

3-1, Biological evaluation of medical devices — Part 1:Evaluation and testing.

s and definitions

urpose-of this part of ISO 11199, the following terms and definitions apply (see also Figures 1, ?

rovisions of
publications
estigate the
or undated
FC maintain

P and 3).

3.1

folded dimensions
height, width and length of the rollator measured with the rollator folded together without the use of tools, the height
adjustment at its minimum height and handles positioned as specified in 5.1

3.2

front handgrip reference point
that point on the upper surface of the handgrip located 30 mm from the front end of the handgrip length

See Figu

3.3
handgrip

re 2.

that part of the rollator which is normally held by the hand when the rollator is in use
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3.4

handgrip length
dimension of the handgrip measured longitudinally where the hand rests

See Figure

2.

©1SO

NOTE Where the front end or the rear end of the handgrip is not clear, the full length of the handgrip that can support the

weight of the

35
handgrip wi

user is defined as the handgrip length.

dth

outside dim
See Figure

3.6
handle

that part of

3.7
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P.

he rollator to which the handgrip is attached

maximum lgngth

maximum d
direction of

See Figure

3.8
maximum W

maximum g
right angles

See Figure

3.9

utside dimension of a rollator when the height adjustment is at its maXximum, measured para
Imovement when the rollator is in normal use

3.
idth
utside dimension of a rollator when the height adjustment is at its maximum, measured horiz

to the direction of movement when the rollator is;in normal use

3.

rear handgiip reference point

that point o

See Figure
NOTE If the

3.10
rollator

walking aid

NOTE Class

N the upper surface of the handgrip located 30 mm from the rear end of the handgrip length
D,

grip protrudes further than‘the handle, the measurement is made from the end of the handle.

with wheelsyto be pushed forward by the hands

ification.No. 12 06 06 in accordance with ISO 9999:1998.

3.11

lel to the

ontally at

rollator height
vertical distance from the rear handgrip reference point to the ground

See Figure
3.12

tips

those parts

3.

of a two-wheeled rollator's rear supporting points which are in contact with the ground

NOTE Tips are also used as pressure brakes on some four-wheeled rollators.
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3.13

turning diameter

diameter of the largest circle described by a rollator when its height adjustment is at maximum and the rollator is
turned through 360° about its own central vertical axis

See Figure 3.
3.14

user weight
body mass of the person using the product as a walking aid

NOTE Standard user weight is 100 kg for adults and 35 kg for children.

Key
Rear
Brake handle

Heightadjostmentmechanism
Folding mechanism
Handle/handgrip

Resting seat

Front

Bracing member

Wheels

© 0N O O~ WN P

Figure 1 — Example of a rollator
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dgrip reference point
dgrip reference point
length

width

Figure 2 — Details of a handgrip

Dimensions in npilliimetres
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Key
Turning-egfarmeter

Width between handles
Tip

Length

Width

Height

o O~ WDN P

Figure 3 — Dimensions of a rollator
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4 Requirements

4.1 Mechanical durability

When tested according to the fatigue test (5.3), no part of the rollator shall crack or break.

When tested according to the static loading test (5.4), no part of the rollator shall crack or break.

4.2 Stability

When teste

d ar‘r‘nrding to the fornward thiliry test (R R), the anglp of the planp at the pninf aof rollator tilting shall be

not less thah 15,0° from the horizontal.

When testefd according to the backward stability test (5.6), the angle of the plane at the point of rollator tilting shall
be not less than 7,0° from the horizontal.

When testef according to the sideways stability test (5.7), the angle of the plane at the point of rollator tilting shall
be not less than 3,5° from the horizontal.

4.3 Manoguvrability

The front wheel diameter shall be not less than 75 mm.

The front wheel diameter of rollators manufactured for outdoor use shallge not less than 180 mm.

The wheel idth of rollators manufactured for outdoor use shall be not’less than 28 mm.

The maximyim width of rollators manufactured for use in private homes shall be not more than 650 mm.

4.4 Handgrip

The handgrp width shall be not less than 20 mm and-not more than 50 mm.

NOTE This fequirement does not apply to anatomic_handgrips.

The handgrp shall be replaceable or easy:to clean.

4.5 Leg sgection and tip

Where therg¢ is no wheel, thedeg-Section shall end in a tip of a design which will prevent the leg section fromy piercing
through it when used as intended by the manufacturer. See 4.1.

Where ther

Where ther

e is no wheel, the tip shall be replaceable.

b is_ nowheel, the tip shall not cause discolouring of the walking surface, as verified by visual ingpection.

fi

the tin that contantc tha vyyalleinay ane.

shall be

That part o

cifaca chall b
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verified by visual inspection.
4.6 Brakes

All rollators with more than two wheels shall have brakes which are easy to operate by the user when the rollator is
in motion.

All rollators with more than two wheels and which have a resting seat or are designed for outdoor use shall have
parking brakes, which may be integrated with the brakes operated by the user when the rollator is in motion.
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4.7 Adjusting devices

Each of the height adjustments shall be clearly marked with its maximum allowable elongation.

After the fatigue test (5.3), the adjustment/folding mechanisms shall operate as intended by the manufacturer.
Folding rollators shall lock into working position when unfolded.

4.8 Materials and finish

Taking into account the intended use and contact by those involved in user care or transportation and storage of the

product, follator materials which come into contact with the human body shall be assessed for biocompatibility using
the guidgnce given in ISO 10993-1.

The rollajor materials shall not cause discolouring of skin or clothing when the rollator is in normal use.

All parts fof the rollator shall be free from burrs, sharp edges or projections that could cause damage tg clothing or
discomfort to the user.

5 Test|methods

5.1 General

Rollators|are grouped into six sizes, as given in Table A.1.

All tests, lunless otherwise specified, shall be performed at an ambient temperature of 21°C + 5°C.
If not otherwise specified, all tests shall be performed withithe height adjustments at their maximum and swivelling
wheels iT the least stable position. The handles shall\be positioned at their maximum angles as spegified by the
manufactiurer relative to the direction of motion. When the longitudinal centreline of the handle and the|direction of

forward motion are parallel, the angle is 0°. The.angle shall always be recorded.

During the stability tests, the rollator shall bé prevented from sliding or rolling before tilting occurs. The rgsults of the
tests shall not be influenced by the means used.

5.2 Sampling and inspection

One rollagtor shall be tested. The-sequence of the tests shall be as follows: stability, static load and fatigu

[

Immediately before testing;-the rollator shall be inspected to check compliance with this part of ISO[11199. Any
apparent|defects shalkbe noted so that they shall not later be recorded as having been caused by the tegts.

5.3 Fat|gue test

5.3.1 Lagading geometry

The height adjustment and the handles shall be positioned as given in 5.1.

The loading force shall be applied vertically to the rollator as shown in Figure 4. The loading line shall pass through
the midpoint of the line joining the rear handgrip reference points of the two handgrips.

5.3.2 Testing surface

The rollator shall be placed with its wheels on a surface travelling at a speed not less than 0,4 m/loading cycle, and
with its tips on a horizontal stationary surface.
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5.3.3 Loading force

A cyclic force of 800 N + 2 % shall be applied. If the maximum user weight specified for the rollator deviates from
the standard maximum user weight of 100 kg, a force of 8,0 N per kilogram of maximum user weight £ 2 % shall be
applied. The load shall be not less than 280 N + 2 %.

5.3.4 Loading frequency

The frequency of the cyclic loading shall not exceed 1 Hz.

5.3.5 Loading cycles

The numbef of cycles shall be 200 000.

5.4 Static|loading test

5.4.1 Loading geometry

A vertical lgading force shall be applied to the rollator as specified in 5.3.1 and as shown'in Figure 4.
5.4.2 Testihg surface

The rollator{shall be placed with its wheels and tips on a horizontal stationary surface.

K N=/

Key
1 Load
2 Rear handgrip reference point

Figure 4 — Loading geometry for fatigue and static loading tests
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5.4.3 Loading force

The loading force shall be 1 200 N £ 2 %. If the maximum user weight specified for the rollator deviates from the
standard maximum user weight of 100 kg, a force of 12,0 N per kilogram of maximum user weight = 2 % shall be
applied. The load shall be not less than 420 N £ 2 %.

5.4.4 Loading time

The loading force shall be gradually applied over a minimum period of 2 s up to maximum force. This maximum
force shall be applied for a minimum of 5 s.

5.5 Forward stability test

5.5.1 Lagading geometry

Height ajjustment, swivelling wheels and handles of the rollator shall be positioned as specifiedlin 5.1.

The rollator shall be placed with its wheels and/or tips on a plane which can be tilted fram-the horizoftal with the
centreling of the hinges parallel to the line joining the axes of the front wheels, and at right angles to| the normal
direction|of movement when the rollator is in use (Figure 5). The loading force shall be applied vert|cally to the
rollator. The loading line shall remain vertical and pass through the midpoint of the line joining the frgnt handgrip
reference points on the two handgrips.

5.5.2 Prpcedure

A static fprce of 250 N * 2 % shall be applied. The plane is tilted and the'maximum angle of the plane at|the point of
rollator tilting is recorded and rounded down to the nearest 0,1°.

[~

3 O

Key

1 Load

2 Front handgrip reference point
3 Tiltangle

Figure 5 — Loading geometry for forward stability test
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5.6 Backwards stability test

5.6.1 Loading geometry

Height adjustment and handles of the rollator shall be positioned as specified in 5.1. Swivelling rear wheels shall be
positioned as though the rollator is reversing.

The rollator shall be placed with its wheels and/or tips on a plane which can be tilted from the horizontal with the
centreline of the hinges parallel to the line joining the axes of the rear wheels or tips of the rear legs, and at right
angles to the normal direction of movement when the rollator is in use (Figure 6). The loading force shall be applied
vertically to the rollator. The loading line shall be vertical and pass through the midpoint of the line joining the rear
handgrip reference points on the two handgrips.

5.6.2 Procedure

A static forge of 250 N + 2% shall be applied. The plane is tilted and the maximum angle of the, plane at the point of
rollator tilting is recorded and rounded down to the nearest 0,1°.

Key

1 Load
2 Rear handgrip reference point
3 Tiltangle

Figure 6 — Loading geometry for backwards stability test

5.7 Sideways stability test
5.7.1 Loading geometry.

Height adjustment, swivelling wheels and handles of the rollator shall be positioned as specified in 5.1.

10
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The rollator shall be placed with its wheels and/or tips on a plane which can be tilted from the horizontal with the
centreline of the hinges parallel to the line through the centre of the area of contact between the surface of the plane
and the wheels or tips on the same side of the rollator as is the loaded handgrip (see Figure 7). The loading force
shall be applied vertically to the rollator through a point half way between the front and the rear reference points of
that handgrip nearest to the hinges of the tilting plane.

5.7.2 Procedure

A static force of 250 N + 2 % shall be applied. The plane is tilted and the maximum angle of the plane at the point of
rollator tilting is recorded to + 0,1°. Sideways stability shall be tested on both handgrips in this manner, and the
lower value found shall be rounded down to the nearest 0,1° and recorded as the sideways stability of the rollator.

1

Key
1 Load
2 Tiltanp

e
Figure 7 — Loading geometry for sideways stability test

6 Marking.and labelling

E h “-\ ¥ all PN hraondiadalibbh oo ol Aaantlh thhao fallavan o o aa-atiain-
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a) maximum user weight;

b) maximum allowed angle between the longitudinal centreline of the handle and the direction of motion, if the
handles are sideways adjustable;

c) manufacturer's name or tradename and address;
d) manufacturer's model identification name and/or number;
e) month and year of manufacture;

f)  maximum extension of the height adjustment, marked on the adjusting members.

11
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7 Test report

The test report shall contain the following information:

a)
b)
<)
d)
e)

f)

9)
h)
)
)
K)

1)

12

name and address of the manufacturer;

name and address of the supplier;

name and address of the testing institution;

classifi

cation code and name in accordance with ISO 9999:

©1SO

maxim

maxim
handle

manufa
supplie
photog
month

whethg

diamet

im user weight;

im allowed angle between the longitudinal centreline of the handle and the direction,of moti
5 are sideways adjustable;

cturer's type and model identification name and/or number;

r's type and model identification name and/or number;

raph of the rollator;

hnd year when the test was performed,;

r or not the product complies with the requirements of this part of ISO 11199;

br of that part of the tip which is in contact with the walking surface.

on, if the
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