- ‘ : Informal document No. 9
(85! GRSG, 21-24 Octob
/;;"r o M H RA W‘ 2003 agenda item 3.)c -
»
e mgp Lynch

~ ifeze] of Wheeled Mobility and

eagtig GCentre Blackpool
-

Chalrmian ordniternational (ISO), European (CEN),
BrtisA (BS1) Standards Groups

ror Wiheelchairs and Seating

30 JUNE 2003
GSRG (Ad-hoc) Group




Ll J
¥ 4

i
‘ 1

Dn 1"April 2003
joined with
A (Medicines Controls Agency)
D become the MHRA

(Medicines and Healthcare products
" Regulatory Agency)

MHRA is an Executive Agency of the
Department of Health
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eS) Is the primary source of
In the UK Department of Health for
relating to the safety, quality and
e of all medical devices.
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Also on ghalf«of the UK Secretary of State for

Health MHRA (Devices) is the UK Competent

Authority for the European Medical Devices
Directive (CE marking).
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RA (Devices) workload:-

B

Incident Investigations

Advice dance
European Affairs
Standards Activity

Product Evaluation
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“There are over 17600,000 wheelchair users in the
pusands of vehicle journeys are
completea every day with few reported problems.

However, a small number of injuries and fatalities
have been reported.




" mpted to raise awareness and
@ ng for alleencerned by producing two

nts on the Safe Transportation

idance on the Safe Transportation of
nairs MDA DB 2001(03) June 2001

ance on the Safe Use of Wheelchairs
and Vehicle-mounted Passenger Lifts MDA
DB 2003(03) March 2003

The documents are available as a download from
MHRA website www.mhra.gov.uk and in paper
form from MHRA.
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ﬁr UK MedicalPDevice Regulations 2002

The Disability Discrimination Act 1995

pean Union Directives on Vehicle
onstruction

anual Handling Regulations

Intefnational Standards

All have implications for wheelchair users, carers,
prescribers, transport providers, vehicle and
equipment manufacturers/suppliers.
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| . e safety of wheelchair users in
vehicles s ouId compare with other vehicle users.

Whensa wheelchair user is travelling in a vehicle

where other seated passengers have an occupant
restraint and/or headrest then an occupant

restraint and/or headrest should be provided for
the wheelchair user.
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| ir CE.marking process manufacturers of
heelchairs must:

1. Undertake a risk analysis.

P F hat the device meets all
the re uirements of the relevant
directives.

3. Make a declaration of conformity.




ARDS WMPLES (Wheelchairs)
_ scription of the intended user
'hen identify M‘i‘ﬁtended usage

- ds both from and to :-

i

*r, environment, construction
erials, transport,

maintenance/repairs, electrical
safety, fire retardency,
biocompatibility, hygiene,

any other potential hazards




MINIMISE OR REMOVE RISKS

P

onsider:-

Sification/design of equipment
Instructions/Warnings
Labelling
Training




- Insome tandards can be used by manufacturers
to shn‘w they have reduced risks and met some of

the essential requirements of the Medical Device

Regulations.




ﬁ p—
rtation elements of their risk

, many wheelchair and seating
nan facturers look towards the available issued
or draft) standards.

Sta (or draft standards) are available for
the dynamic impact testing of,

- wheelchairs

- wheelchair tie down and occupant
restraint systems (WTORS)

- seating units




| Jility Devices for Use in Motor Vehicles

P

0542 Parts 1 to 5
: gdown and Occupant Restraint Systems (WTORS)

.(issued)Par Géneral Requirements
(issued* 2° Four Point Strap Type Tie-downs

(draft) Part 3 Docking Tie-down Systems
(draft) Part4 Clamping Tie-down Systems
(draft) Part5 WTORS for Specific Wheelchairs

ISO 16840 Part 4
(draft) Wheelchair Seating for Use in Motor Vehicles
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ESE STANDARDS INCLUDE

ard facing impact simulation at
48km/h @ 20qg.

A lap and diagonal belt restraint for the
" hair occupant with an above
oulder ‘B’ pillar mounting or guide.

A tie-down system for the wheelchair.

Pass/fail criteria and design/labelling for
the equipment itself.

NOTE: Only ISO 10542 Part 5 specifically
includes children at this time.




ﬁr irds concentrate on equipment
™ . |
co

_ movement and the possibility of

the vehicle structure or other vehicle
yassengers.

They do notiat present include any form of injury
leve surement for a wheelchair user.

The wheelchair could pass whilst the dummy
occupant had been subject to high impact loading
as confirmed by some of the TRL and other test
results in this subject.
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strai ts provided by the WTORS

P ad

oth pelvic and upper torso belts designed to
apply for D the occupant’s skeletal regions

i

L

0 functAlependently of the wheelchair, such that
the restraint belts anchor to either the vehicle or
wheelchair tiedown components so that occupant-
restraint loads are not transmitted through the
wheelchair

have belt restraints that can be adjusted in length

without the use of tools
MHRAW\-




r;/ _.-*, je of fequired angles for pelvic belts and

ﬂ Ons Of pelvié belt anchor points
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‘ S Include structural components for
ant of Upper anchorages or guides for upper
pelts, locations for the upper anchor points shall be
pro At are:
o |

o adjus“n height so they can be positioned at or

above theshoulder level of the intended user(s), or
that are

e |ocated at least 1 100mm above the wheelchair
ground plane




.,,. ' } 8s for Wheelchair seated occupants
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of warning label illustrating improper
iNg of occupant restraint belts

RESTRAINTS SHOULD
NOT BE HELD AWAY FROM
BODY BY WHEELCHAIR
COMPONENTS SUCH
AS ARMRESTS
OR WHEELS




Illustration of proper belt fit

PELVIC RESTRAINTS SHOULD
MAKE FULL CONTACT
ACROSS THE FRONT OF
THE BODY NEAR
THE JUNCTION OF
THE THIGH
AND PELVIS

=
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: ori of wheelchairs and WTORS now
)eing sold the UK have been tested against
andards.

i

Older wheelchairs have not been tested, but
reports received so far do not reveal any major
problem trends in the field when used with
appropriate WTORS.
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Test Certificate” for a wheelchair based
one of these standards does not mean it is
nsafe in all situations.

p. |
Comy' _

A Test Certificate does not mean it is totally safe
for the wheelchair user in all situations.
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ﬂf air manufa;turer should give

it I|ty for use in vehicles transport

any limitations

)le should give information on how
ransport it safely

Also the WTORS manufacturer should give
information on:

0 compatibility
° how to use safely

o any limitations in use




- FUTURE

ards are still evolving.
e .

e inclusion of children into these
standards will start soon (only 10542 Part 5
includes children at the moment).

- Rearfacing in a frontal impact and forward
facing in'a rear impact are also under

consideration. (Incorporating information obtained so
far from provisional ISO Working Group tests plus the
TRL research work.)

- Rear facing will probably be covered by a
WTORS standard.




- { 2l oncernmg wheelchair users

- rtecljo MHRA.

can be reported on-line or by completing
. paper copies of adverse incident forms obtained

from - Jage at:

~ www.mhra.gov.uk

All adverse incident reports are registered on the
MHRA (Devices) database for investigation or
trending.




A a.go.uk

‘5
g ‘“@ downloading safety warnings or
-

L

gotoD evices

go to publications/safety warnings
o *e Device Bulletins to download further

Ies of the Device Bulletins

choos_eWSafety Notices to download earlier
Safety Warnings

choose Device Alerts for Safety Warnings
after December 2002)
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}f ® _ 0ld MDA Web page
/;( ledical-devices.gov.uk

New MHRA Web page

www.mhra.gov.uk

‘Ied Mobility and Seating Centre

E-mall bav@mhra.gsi.gov.uk

Tel no: 01253 596000
Fax No: 01253 596177




