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Regulations on Wheelchair Power Assist Add-ons in Korea, Europe
and United States
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Abstract: In Korea, which is entering a super-aged society, the number of elderly patients who have difficulty
walking independently is expected to increase rapidly, and it is necessary to develop wheelchair products with
various functions to improve the quality of life of people with walking disabilities. Recently, wheelchair power
assist devices that provide propulsion power by being attached to a manual wheelchair has been developed and
is entering the domestic and global markets. In this study, we compared and analyzed the process of obtaining
medical device certification for wheelchair power assist devices in Korea, the United States, and Europe. In
Korea, a Class 2 medical device certification process was developed in 2021, and in the US FDA, it
corresponds to Class 2 like the existing electric wheelchair and must pass the 510k certification process. In the
case of Europe, it is uniquely regulated as Class I, and the CE mark can be attached through a relatively easy
self-declaration of conformity. The Korean medical device industry, which is struggling with MDR certification,
a new European medical device regulation, should pay attention to the relatively easy entry into the global
market for wheelchair power assist products.
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Figure 1. Front power assist wheelchair
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Figure 2. Lateral power assist wheelchair
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Figure 3. Rear power assist wheelchair
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ISO 7176-1

Wheelchairs — Part 1: Determination Of
Static Stability

ISO 7176-2

Wheelchairs - Part 2:Determination Of
Dynamic Stability Of Electrically Powered
Wheelchairs

15O 7176-3

Wheelchairs - Part 3: Determination Of
Effectiveness Of Brakes

ISO 7176-4

Wheelchairs - Part 4: Energy Consumption
Of Electric Wheelchairs And Scooters For
Determination Of Theoretical Distance
Range

ISO 7176-5

Wheelchairs — Part 6: Determination Of
Maximum Speed, Acceleration And

Deceleration Of Electric Wheelchairs

15O 7176-6

Wheelchairs - Part 6: Determination Of
Maximum Speed, Acceleration And
Deceleration Of Electric Wheelchairs

15O 7176-7

Wheelchairs — Part 7 Measurement of

seating and wheel dimensions

ISO 7176-8

Wheelchairs — Part 8 Requirements and
test methods for static, impact and fatigue

strengths

ISO 7176-11

Wheelchairs — Part 11: Test dummies

ISO 7176-13

Wheelchairs — Part 13: Determination of

coefficient of friction of test surfaces

IS0 7176-14

‘Wheelchairs

systems for electrically powered

— Part 14: Power and control

wheelchairs and scooters Requirements

and test methods

ISO 7176-16

Wheelchairs — Part 16: Resistance to
ignition of upholstered parts —

Requirements and test methods

EN 12182:1999

Technical aids for disabled persons -

General requirements and test

IEC 60529:1989

Degrees of protection provided by

enclosures (IP code)

IEC 60073

Basic and safety principles for
man-machine interface, marking and
identification — Coding principles for

indicators and actuators

EN 12184:1999

Electrically powered wheelchairs, scooters
and their chargers — Requirements and
test methods
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Table 3. Standards for Power wheelchairs, FDA

AN

Ik

ISO 7176-1 Third edition

1 2014-10-01 Wheelchairs - Part 1: Determination of static stability
5 1SO 7176-2 Third edition 2017-10 Wheelchairs - PaI.T 2. Determination of dynamic stability of electrically
powered wheelchairs
3 IS0 71763 Third edition Wheelchairs - Part 3: Determination of effectiveness of brakes
2012-12-15
4 | 7176-4 Third edition 2008-10-01 Wheelchairs - Part.41 Energy consumptlop of electric wheelchairs and
scooters for determination of theoretical distance range
5 ISO 7176-5 Second edition Wheelchairs - Part 5. Determination of overall dimensions, mass and
2008-06-01 manoeuvring space
6 | ISO 7176-6 Third edition 2018-06 Wheelchz-nrs - Part 6 Determma.tlon of maximum speed, acceleration and
deceleration of electric wheelchairs
ISO 7176-7 First Edition Wheelchairs - Part 7: Measurement of seating and wheel dimensions
7 1998-05-15 16-197
3 ISO 7176-8 Second editon Wheelchairs - Part 8 Requirements and test methods for static, impact
2014-12-15 and fatigue strengths
9 IS0 71769 Third edition Wheelchairs - Part 9: Climatic tests for electric wheelchairs
2009-11-15
10 ISO 7176-10 Second edition Wheelchairs - Part 10: Determination of obstacle-climbing ability of
2008-11-01 electrically powered wheelchairs
ISO 7176-11 Second edition . . .
11 2012-12-01 Wheelchairs - Part 11: Test dummies
ISO 7176-13 First edition Wheelchairs - Part 13: Determination of coefficient of friction of test
12
1989-08-01 surfaces
13 ISO 7176-14 Second edition Wheelchairs - Part 14: Power and control systems for electrically powered
2008-02-15 wheelchairs and scooters - Requirements and test methods
1 ISO 7176-15 First edition Wheelchairs - Part 15! Requirements for information disclosure,
1996-11-15 documentation and labeling
15 ISO 7176-19 Second Edition Wheelchairs Part 19: Wheeled mobility devices for use as seats in motor
2008-07-15 vehicles [Including AMENDMENT 1 (2015)]
1SO 7176-21 Second edition Wheelc.ha.l}rs - Part 21‘2 Requirements and test.methods for electromagnetic
16 compatibility of electrically powered wheelchairs and scooters, and battery
2009-04-01
chargers
ISO 7176-22 Second edition . ) B
17 2014-09-01 Wheelchairs - Part 22: Set-up procedures
18 IS0 7176-25 First edition Wheelchairs - Part 25: Batteries and chargers for powered wheelchairs
2013-07-15
19 ISO 7176 - 30 First edition Wheelchairs - Part 30: Wheelchairs for changing occupant posture - Test
2018-12 methods and requirements
ISO 16840-10 Second edition . . . o
. Wheelchair seating — Part 10: Resistance to ignition of postural support
20 | 2021-06 Corrected version . .
devices - Requirements and test method
2022-01
American National Standard for Wheelchairs - Volume 1: Requirements
21 | ANSI RESNA WC-1:2019 . . .
and Test Methods for Wheelchairs (including Scooters)
American National Standard for Wheelchairs - Volume 2: Additional
22 | ANSI RESNA WC-2:2019 Requirements for Wheelchairs (including Scooters) with Electrical
Systems
23 | ASME A18.1-2017 Safety Standard for Platform Lifts and Stairway Chairlifts
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