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Pre-clinical Testing Guidance for Power Kits on Mechanical Wheelchair
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“ 7 % (Charger)

i+ & (User Mass)
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5 £ (Motor)
10. # & (Brake)

11. fe 3t & (Climbing Angle)

12. %%fé(wheel Size)

2L 7 B ¥ (Charge Time)

B =~ {7 % jEdE(Maximum Drive Distance)
B % i & (Maximum Speed)

13. 58 /4] = 3% (Braking Method)
14, & | 3% ¢ L j= (Minimum turning space)

15. £ & 7 & # (Weight)

% > E o %k R (Safety and performance data)
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(Electromagnetic
compatibility test)
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ISO 7176-21(2009)©
IEC 60601-1-2(2014)*"
CNS 14964-21(2019)*

2.2 J7 4P F 1R %
( Biocompatibility test )
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(1).m %2 & 4 (Cytotoxicity)

(2)iF 57 3# % (Sensitization)

(3) F1#(Irritation) 2 &£ p 1
#czd g (Intracutaneous
reactivity)

ISO 10993-1(2018)®
ISO 10993-3(2014)4?
ISO 10993-10(2010)®?

3.3 8 Fx » i B (Software
Validation)
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FDA Guidance(2002)®
FDA Guidance(2005)®
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4.7 7y 385 (Performance
test)

(1)# i 42 T4 0p) 3 (static
stability)

(2)% i 48 T 2P (dynamic
stability)

(3)£c @ »x 5 ipl & (efficiency
of brakes)

(4)4% #c Pl3# (energy
consumption)

1SO7176-1 (2014)®
1S07176-3 (2012)®
1SO7176-4 (2008)"
1SO7176-5 (2008)®
1SO7176-6 (2018)
1SO7176-7 (1998)?
1SO7176-8 (2014)*Y
1SO7176-9 (2009)*?
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(overall dimensions > mass
and turning space)

(B)f~ i R ~ 4 B2 Bt
Rk B R E(maximum
speed - acceleration and
deceleration)

()4 ~ B R ¥ 5% R P
##(static > impact and
fatigue strengths)

(8) 7t i Bl & (climatic test)

(9)Ax e # PlE
(obstacle-climbing ability)

(10)% 4 Zrap] & Suplz
(power and control
system)

(11) & % 17 L Jpl3# (resistance
to ignition of upholstered)

1SO7176-10 (2008)™)
1ISO7176-14 (2008)™%
1SO7176-16 (2012)™
FDA Guidance(1995)%
CNS14964-1(2017)“®
CNS14964-2(2007)19
CNS14964-3(2015)?
CNS14964-4(2017)@Y
CNS14964-6(2005)??
CNS14964-7(2006)%®
CNS14964-8(2018)?%
CNS14964-9(2014)@
CNS14964-10(2017)@
CNS14964-14(2005)*"
CNS14964-16(2014)%)

5. % 4% 4 (Clamping force)

P37 #4701 32 (Quick-release
mechanisms)

JIS D9301:2013C%
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2 }gk (References)

Guidance Document for the Preparation of Premarket Notification [510k] Applications for
Mechanical and Powered Wheelchairs, and Motorized Three-Wheeled Vehicles (1995)
ISO 10993-1 Biological evaluation of medical devices -- Part 1: Evaluation and testing
within a risk management system (2018)

General Principles of Software Validation ;Final Guidance for Industry and FDA Staff
(2002)

Guidance for the Content of Premarket Submissions for Software Contained in Medical
Devices (2005)

ISO 7176-1 Wheelchairs - Part 1: Determination of Static Stability (2014)

ISO 7176-3 Wheelchairs - Part 3: Determination of Efficiency of Brakes (2012)

ISO 7176-4 Wheelchairs - Part 4. Energy Consumption of Electric Wheelchairs and
Scooters for Determination of Theoretical Distance Range (2008)

ISO 7176-5 Wheelchairs - Part 5: Determination of Overall Dimensions, Mass and Turning
Space (2008)

ISO 7176-6 Wheelchairs - Part 6: Determination of Maximum Speed, Acceleration and
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26.
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28.
29.

30.
31.

32.

33.

Retardation of Electric Wheelchairs (2018)

ISO 7176-7 Wheelchairs - Part 7: Measurement of seating and wheel dimensions (1998)
ISO 7176-8 Wheelchairs -- Part 8: Requirements and test methods for static, impact and
fatigue strengths (2014)

ISO 7176-9 Wheelchairs - Part 9: Climatic Tests for Electric Wheelchairs (2009)

ISO 7176-10 Wheelchairs - Part 10: Determination of Obstacle-Climbing Ability of
Electric Wheelchairs (2008)

ISO 7176-14 Wheelchairs -- Part 14: Power and control systems for electric wheelchairs --
Requirements and test meth (2008)

ISO 7176-16 Wheelchairs -- Part 16: Resistance to ignition of upholstered parts --
Requirements and test methods (2012)

ISO 7176-21 Wheelchairs -- Part 21: Requirements and test methods for electromagnetic
compatibility of electrically powered wheelchairs and motorized scooters (2009)

IEC 60601-1-2 Medical Electrical Equipment -- Part 1. General Requirements for Safety;
Electromagnetic Compatibility -- Requirements and Tests (2014)

CNS14964-1 -+ 13%: #FufEz b2 Bl (2017)
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CNS14964-2 ##-% 2 srs: B f5 A€ T2 R % (2007)

CNS14964-3 ##:-% 3% @ »xik 2 plz (2015)

CNS14964-4 #hith-5% 430 T h@hts 2 S 8 2 JL i -1 4% (7 = pEdr2 pl 2 (2017)
CNS14964-6 #t6-% 6% TR @ & -~ 4oid B2 RE B2 Rl % (2005)
CNS14964-7 #ith-% 73%: A2 #h+ < A2 £p (2006)
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CNS14964-9 #i#4-5 9% T ##ti2 mizplid  (2014)

CNS14964-10 #f6-% 1037 ¢ ® s s 4 #%  (2017)

CNS14964-14 fhit-% 1437 T o b2 T4 Sy i supl- 228 £ (2005)
CNS14964-16 #t6-% 16 3% A | Vs & £griplE= 2 (2014)
CNS14964-21 #ts-% 213%: R @HEZ T A I 2 TR F L oplRE>

(2019)
JIS D9301 Bicycles for general use (2013)
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ISO 10993-3 Biological evaluation of medical devices — Part 3: Tests for genotoxicity,
carcinogenicity and reproductive toxicity (2014)
ISO 10993-10 Biological evaluation of medical devices — Part 10: Tests for irritation and
skin sensitization (2010)
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