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Abstract The research was conducted with the purpose of providing effective safety and quality control system for
assistive products for handicapped those are used extensively. Assistive products couldn’t be classified independently
due to collision with the act of medical device and lack in legal basis. The issues about safety and quality have been
solved by other legal frames on a case by case basis. We couldn’t find any abroad case of independent safety and
quality control policy. For the practical solution, this article suggested hybrid classification system mixed with existing
policies. Each classified branches are allocated to the appropriate policy of safety and quality control so those are
ease of understanding and prospect. And also a delicacy process was suggested not to leave off any assistive products.
Through these suggests of the improvement it is expected that blind areas of safety and quality control for assistive
products for handicapped could be solved and identity of assistive products could be established to provide product
safety for handicapped and boost relevant industries.

Keywords : Assistive Technology, Assistive Products, Consumer Products for the Handicapped, Safety Regulation,
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Table 1. Assistive Products Classification

Assistive Products Classification

(Article 2 of "Enforcement rule of the act on the support
for assistive products for persons with disabilities, older perso
ns, etc. And promotion of use thereof, )

(D Assistive products for personal medical treatment

@ Assistive products for training in skills

@ Orthoses and prostheses

@ Assistive products for personal care and protection

(® Assistive products for personal mobility

Assistive products for housekeeping

(D Furnishings and adaptations to homes and other premises

® Assistive products for communication and information

© Assistive products for handling objects and devices

@0 Assistive products for environmental improvement and
assessment

@D Assistive products for employment and vocational training

@ Assistive products for recreation

@ Kinds of assistive products determined and notified by
minister of health and welfare as machinery-
device-equipment for persons with disability according
to other laws and regulations (article 2 of enforcement
rule of the act on the support for assistive devices for
persons with disabilities, older persons, etc. and promotion
of use thereof))
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Table 2. Certification systems of the leading country

Certification system Objects
FDA(Food and Drug Administration) Medical devices, Food, Drug
US.A. receiver-transmitter, information appliance
FCC(Federal C ication C issi ’ ’
Magdatory (Federal Communication Commission) broadcast
Certification
Japan PSE(Product Safety Electrical) electric products
Europe CE, MDR(Medical Devices Regulation) Medical devices
UL(Underwriters Laboratories) Medical devices and Assistive products of
—NRTL(Nationally Recognized Testing Laboratories) info-communications
US.A. ETL(Electrical Testing Lab) elecltrl‘cal electronics products of
Assistive products
ANSI(American National Standards Institute) scooters(ANSI/RESNA)[15]
Voluntary JIS(Japanese Industrial Standards) Assistive products
Certification Japan baby products, furniture/home electronic kitchen
SG-Mark(Safety Good Mark) products, sports leisure products,
senior products, etc.
GS Mark(Geprueft Sicherheit Mark) -
Germany DIN(Deutsches Institute fuer Normung) -
TUV(Technischer Uberwachungs Verine.e.V) -
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HEo] x4l F4#eE dahr] Hslx= olv Table 3. Examples of Assistive Products Safety Quality
ZAE Awrt T2 o] 9 dul TAET o ar]7] Management by National Rehabilitation Center
ZRY B2 F5ES EYAAk gt 5 viekH Ttem Name Quality Standard
Q FEREFIL Hojof k. ANt B2I7|E Fat gj:i:ve Products for Acoustic Nav| y - Certificate*
¥, AAB717], Xk mET] Sol B Ao gl Sle] Voice Clock KCC Certificate
of A AFAl WHEFARY F it AAI R ke A A7) Indicators with Visual Signals KCC Certificate
8]—7] 01%1:]— Oﬂ% =3 X]‘—;L”]—X] 9157] 7]i T‘%E]% s Vibrating Clock KCC Certificate
5] 0‘___]1-‘% 15—7] 7]—‘\:‘ 9]5217] 7]9} 15—7] 7] = 3]']4'01]?} Assistive Products for walking, man I
2= 3 E R . =] =] = ipulated by both arms Voluntary Safety Criteria
Eallok sl A8l A "k gEr|712 & #est i Y
o o 75]_?_01] }'?_}_7] 7]E O]%ﬁﬁ}ﬂ Zﬂ@}ﬁ]—% %7‘%% Headphone (Sound Amplifier) KCC Certificate
27} 9 2717)2 Wo} BT Aol v S WmaAe)l e TEs e SSem A kee cerfieae
o] ¥= AMo|7|% 3k Reading Materials with Audible Out| \ (.

=a4Ql AU E oW JRsIAY 4F -

Korea Senior Products A
oJekEAA ol Foh= 7]3e] MER glofof dh= Al Bath Chair ssociation Collective Sta
% glek olF 918 WA s)uke mujsin ndard

WA vlge] A, BAHA FABUZ AAT o e book Readen | KCC Certiicate
S TRl 2771, Al10Ze} Al tE A4z, o Crutches, Walking Frames, Pressure
T e EFvre e MATATE EHilol Rsivhe A Sore Preventing Cushion, Orthopedi |\ 1 Repabilitation C

¢ Shoes, Special Sitting Furniture, 4
olt}. Standing Frames and Support for g¢| CMer Arbitrary Standard

EA, AT A4z Ase] «Aa} Gofl Begm  nding Walking Aids
T AEEF oA GofQlGol AHEE7ol ehdstal A f:‘eEeatz‘;h;’iZs’D‘;is;?:;e \f;’c‘i“%joi National Rehabilitation C
ot SUAANGEIAA CANFA G P K Voiee Amplifier cnter Random Testing
o] Q1A= Ae» SO «EAa] A} EHo] o] B * Electromagnetic Wave Conformity Authentication. Now it is i

! ntegrated into KC.
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Table 4. Modified Classification System for Assistive Products

o] Ehg3l19] Fug s, o o cug s
o AzEgd g °] T Aotk o] FEEL FHEF AU
5 r AEEF

Modified Classification System for Assistive Products

(Dominantly)

! Medical Devices

@ Assistive products for personal medical treatment
@ Assistive products for personal care and protection(part)

2 Orthoses-Prostheses

@ Orthoses and prostheses

3 Consumer Products

@ Assistive products for training in skills

@ Assistive products for personal care and protection(part)

® Assistive products for personal mobility

® Assistive products for housekeeping

@ Furnishings and adaptations to homes and other premises

® Assistive products for communication and information

@ Assistive products for handling objects and devices

10 Assistive products for environmental improvement and assessment
@ Assistive products for employment and vocational training

@ Assistive products for recreation
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Table 5. Examples of Safety Quality Management for Assistive Products for Seniors by SeniorFriendly Industry

Promotion Act

Item Name

Safety & Quality Standard

Manual Wheelchairs

A Notification of Medical Devices
AKS P 6113

Pressure Sore Preventing Cushion

A Approval of Medical Devices
AKS P 0236

Pressure Sore Preventing Mattress

A Approval of Medical Devices
AKS P 0234

Beds with Manual Adjustment

A Notification of Medical Devices
AKS P 0387

Beds with Powered Adjustment

A Notification of Medical Devices
AKS P 0388

Rollators, Walking Frames

Notification of Voluntary Safety Confirmation
according to "Electrical Appliances and Consumer
Products Safety Control Act,

Walking Sticks, Wandering Detector (GPS type)

A Safety-Quality Labelling Standard according to
TElectrical Appliances and Consumer Products
Safety Control Act,
A Safety-Quality Labelling Standard Annex 2
Position Tracking Device for Seniors according to
TRadio Waves Act,

Commode Chair, Toilet Seats, Safety Handrail, Bath Chair, Turning Aids, Bath Lift,
Portable Bath, Shoes for Elderly, Hair Washer, Automatic Toileting Aid System,
Diaper for Seniors (Adult), Wandering Detector, Step Difference Resolution Device,
Clothes for Seniors (Nursing Home Gowns), Non-slip Products for the home,
Pressure Sore Preventing Cushion (Non Air Type), Apron for Seniors, Height

Adjustable Wash Basins, Bed Mattress for Seniors (For Medical Care)

Collective Standard Mark according to Industrial
Standardization Act

Table 6, Safety & Quality Control of Assistive Products

Safety & Quality Control of Assistive Products

(Mainly)

Medical Devices Control as the Medical Devices

Control as Customized
(Direct, Indirect)

Orthoses -
Prostheses

KC, KS, Group Standard,
Consumer o
3 Product Nongovernmental Certification,
oducts Guideline, Usability Testing
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Request of Classification

|

Orthosis/ Yes Orthosis/
Limb Prosthesis Limb Prosthesis
or Not
No ,l,
. ) Yes . .
Medical Device — Medical Device
or Not
(Commit to FDA)
No |
¥
. Yes e No —
—> Assistive Product «—— Assistive Product — " 3 Not Assistive Product
or Not
I Judgement

J

Objection & Review

|

Final Judgement

Fig. 1. Process of Classification
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