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RGK Wheelchairs, Ltd.

Devin McElroy

Senior Director QA/RA at Sunrise Medical (US) LLC
Units 8 B/C Ring RD 2 Burntwood Business Park
Burntwood, Staffordshire, United Kingdom, WS7 3JQ

Re: K200135
Trade/Device Name: RGK Daily Range Wheelchairs
Regulation Number: 21 CFR 890.3850
Regulation Name: Mechanical Wheelchair
Regulatory Class: Class I, reserved
Product Code: 10R
Dated: June 18, 2020
Received: June 19, 2020

Dear Devin McElroy:

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced
above and have determined the device is substantially equivalent (for the indications for use stated in the
enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the
enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance
with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a
premarket approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. Although this letter refers to your product as a device, please be aware that
some cleared products may instead be combination products. The 510(k) Premarket Notification Database
located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination
product submissions. The general controls provisions of the Act include requirements for annual registration,
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability warranties. We
remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class Il (Special Controls) or class 111 (PMA), it may be
subject to additional controls. Existing major regulations affecting your device can be found in the Code of
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements
concerning your device in the Federal Reqister.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA
has made a determination that your device complies with other requirements of the Act or any Federal
statutes and regulations administered by other Federal agencies. You must comply with all the Act's
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part
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801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803) for
devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see
https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-
combination-products); good manufacturing practice requirements as set forth in the quality systems (QS)
regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR 4, Subpart A) for
combination products; and, if applicable, the electronic product radiation control provisions (Sections 531-
542 of the Act); 21 CFR 1000-1050.

Also, please note the regulation entitled, "Misbranding by reference to premarket notification” (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-
mdr-how-report-medical-device-problems.

For comprehensive regulatory information about medical devices and radiation-emitting products, including
information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-
devices/device-advice-comprehensive-regulatory-assistance) and CDRH Learn
(https://www.fda.gov/training-and-continuing-education/cdrh-learn). Additionally, you may contact the
Division of Industry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See
the DICE website (https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-
assistance/contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE
by email (DICE@fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100).

Sincerely,

Heather L. Dean -S

Heather Dean, PhD
Acting Assistant Director, Acute Injury Devices Team
DHT5B: Division of Neuromodulation
and Physical Medicine Devices
OHTS5: Office of Neurological
and Physical Medicine Devices
Office of Product Evaluation and Quality
Center for Devices and Radiological Health
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Indications for Use See PRA Statement below.

510(k) Number (if known)
K200135

Device Name
RGK Daily Range Wheelchairs

Indications for Use (Describe)
The RGK Daily Range Wheelchairs are mechanical wheelchairs with wheels that are turned manually and allows mobility

to physically handicapped persons restricted to a sitting position and capable of manually causing the wheels to turn.

Type of Use (Select one or both, as applicable)
|:| Prescription Use (Part 21 CFR 801 Subpart D) |z| Over-The-Counter Use (21 CFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number.”

FORM FDA 3881 (7/17) Page 1 of 1 PSC Publishing Services (301) 443-6740  EF
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510(k) Summary

MANUFACTURER AND 510(k) OWNER

RGK Wheelchairs, Ltd.

Units 8 B/C Ring Rd 2, Burntwood Business Park, Burntwood,
Staffordshire, United Kingdom, WS7 3JQ Telephone:
+44-1543-670077

OFFICIAL CONTACT / U.S. AGENT

Devin I. McElroy, MBA/TM, Sr. Director QA/RA, North America
Sunrise Medical (US) LLC

5842 N Business Park Ave., Fresno, CA 93727

Telephone: +1 (559) 294-2374

Email: devin.mcelroy@sunmed.com

Website: www.sunmed.com

REPRESENTATIVE / CONSULTANT
Michelle Rubin-Onur, Ph.D.

Allison C. Komiyama, Ph.D., R.A.C.
AcKnowledge Regulatory Strategies, LLC
Telephone: +1 (619) 458-9547

Email: mrubin@acknowledge-rs.com, akomiyama@acknowledge-rs.com

Website: www.AcKnowledge-RS.com

DEVICE INFORMATION
Proprietary Name/Trade Name: RGK Daily Range Wheelchairs

Common Name: Mechanical wheelchair

Regulation Number: 21 CFR 890.3850

Class: |

Product Code: IOR

Premarket Review: Physical Medicine

Review Panel: Neurological and Physical Medicine Devices (OHT5)

Neuromodulation and Physical Medicine Devices (DHT5B)

PREDICATE DEVICE IDENTIFICATION

The RGK Daily Range Wheelchairs are substantially equivalent to the following predicates:

510(k) Number Predicate Device Name / Manufacturer Primary Predicate
K021075 Mechanical Daily Use Wheelchair / v

First World Services, Inc.
K123975 Quickie and Zippie Series / Sunrise Medical

DEVICE DESCRIPTIVE INFORMATION

INTENDED USE

The RGK Daily Range Wheelchairs are intended to be manually propelled on level stable surfaces without
loose materials such as gravel and stones. Typical urban road and pavement surfaces such as concrete,
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asphalt, and tarmac are examples of outdoor intended use surfaces. The subject device can also be used on
all traditional interior surfaces such as carpet, laminate and tile flooring. The RGK Daily Range Wheelchairs
should not be used on unstable, inconsistent, or loose surfaces such as grass, loose stone, or cobblestone.

INDICATIONS FOR USE (FROM FORM FDA 3881)

The RGK Daily Range Wheelchairs are mechanical wheelchairs with wheels that are turned manually and
allows mobility to physically handicapped persons restricted to a sitting position and capable of manually
causing the wheels to turn.

DEVICE DESCRIPTION

The RGK Daily Range Wheelchairs are mechanical wheelchairs that include four wheels, an aluminum or
titanium frame, and a black nylon upholstery that is flame resistant. Each wheelchair includes multiple
components such as wheels, castors, sideguards, footplates and wheel locks.

The RGK Daily Range Wheelchairs include both aluminum and titanium frames. Aluminum frames are made
from aluminum pipes provided by Thyssenkrugg Materials (UK) Ltd and inspected by Alumag Aluminum
Corporation. The inspection reports from Alumag Aluminum Corporation, include chemical composition and
tensile strength testing per:

1. EN573-3 Aluminum and Aluminum Alloys — Chemical Composition and Form of Wrought Products — Part
3: Chemical Composition and Form of Products

2. EN755-2 Aluminum and Aluminum Allows — Extruded Rod/Bar, Tube and Profiles — Part 2: Mechanical
Properties

3. EN755-7 Aluminum and Aluminum Alloys — Extruded Rod/Bar, Tube, and Profiles. Seamless Tubes,
Tolerances on Dimensions and Form

4. EN754-2 Aluminum and Aluminum Alloys- Cold Drawl Rod/Bar and Tube — Part 2: Mechanical Properties

Titanium frames are made from titanium pipes provided by Shenyang Dongli Titanium Company, Ltd.
Dimensional measurements, chemical composition, and mechanical strength of each pipe are assessed to
ensure compliance to EN 10204 Metallic Products: Types of Inspection Document.

COMPARISON OF TECHNOLOGICAL CHARACTERISTICS

RGK Wheelchairs, Ltd believes that the subject device is substantially equivalent to the predicate devices.
There are no differences in: control mechanisms, operating principles, or energy types; sterilization,
cleaning, or disinfection; intended use or effective lifetime; or dimensions, performance specifications,
components, accessories, or patient/user interfaces between the RGK Daily Range Wheelchairs and the
predicate devices. Design differences have no new considerations that impact safety, effectiveness, or
indications for use.

The subject device has a similar design and dimensions and uses similar or identical materials as the
device(s) cleared in K021075 (Primary Predicate) and K123975 (Secondary Predicate). The subject device has
the same intended use and similar technological characteristics to the devices cleared in K021075 and
K123975. The device has similar instrumentation to the device cleared in K021075 and K123975. The RGK
Daily Range Wheelchairs have undergone testing to ensure that any differences in technological
characteristics do not affect safety and effectiveness when compared to the predicate devices.

Page 2 of 9



6 Jo ¢ 93eq

"SSOUDAIIIDHD
Jo Ajajes uo

10edw| ON "21e21paid
Atewiid o3 |eauap|

*$90U3PISaJ d1eAlId pue ssauisng
11gnd *SJ00PIN0 pue sioopu|

*S90U3PISaJ d1eAlId pue ssauisng
211gNnd *SJ00pIN0 pue sioopu|

*S92UBPISL d1eAIId pue ssauisng
211gNnd *SJ00PIN0 pue sioopu|

:pasn 313YM v'T

‘SSQUDAIIIDHD
Jo Aajes uo

1edw| oN "931ed1pald
Aewiid o3 [eanuap|

‘Alljigow s,3uaiied e Jwi| yarym

SUOIHPUOI PUE SISEISIP JAYI0
pue Ajw341x3 Jo sso| ‘sisAjesed
‘Aanful paod |eurds yum sjuaned

‘AljIgow s,uaiied e Jwi| yarym

SUOIHPUOI PUE SISEISIP JAYI0
pue Ajwa43xa Jo sso| ‘sisAjesed
‘Aanful pJod jeuids yum sjusiied

‘Aljiqow suaied e jwi| yarym

SUOI}PUOI puk S3sEe3SIP JBYI0
pue Alwa43x3 Jo sso| ‘sisAjesed
‘Aanful pJoad [eulds yum sjusned

:uonpjndogd
19bin] €T

"SSOUNIIDYD
Jo Aajes uo

1edw| oN "931edipald
Aewiid o3 [eanuap|

"uany

01 sj@aym ay1 Suisned Ajlenuew

J0 9|geded pue uojyisod Sunys e
03 pa3d141594 suostad paddedipuey
AjjeaisAyd o1 Ayjigow smojje pue
Ajlenuew pauini aJe 1eyl s|aaym
YUM SJ1eyd|aaym |edlueydsw ale
slieyd|aayn asuey Ajleq NoY ayL

‘uoiyisod 3uinis

e 0} pajiwl| suosiad 03 Ayjiqow
9pInoJad 03 S| 3sn papualul
,S41BYD[33Y M S3143S 32IND
pue a1ddiz |eaIpaN Ss14UNS 3y

‘uany

0} sjaaym ay1 Suisned Ajjlenuew

Jo 9|qeded pue uojyisod Suniis e
01 pa1d143534 suostad paddedipuey
AjjeaisAyd o3 Ayljiqow

smoj|e pue Ajjlenuew pauun}

9JE 1Y) S[93YM UM JIeyd|aaym
|edlueydaw e S| IAIP Sy |

:asn
Jof suonoaipuj 't

'SSQUDAIIIDHD
Jo Aajes uo

1oedwy| o "23ed1pald
Aewiid o3 [eanuap|

‘Ajiqow
s,Juaned e Hwi| yd1ym suolipuod
pue saseasip Jaylo pue AlwaJl1xa

}0 ss0| ‘sisAjesed ‘Aunful psod
|eutds yum sjuailed Joy papuaiul
9JE SJ1BYD 9SAY] "UMO J19Y}

uo puels Jouued oym siuaiied Joy
Suness apinoad 1eyy siieyd|asaym
9|A31s p181 paj|adoid-4as sainiesy
sJleya|asym a3uey Ajleq NoY ayL

‘Ayjiqow sjuaiied e jwi|

Y21YyMm SUOIHPUOD pue Saseasip
J3Y10 pue A}waJ1Xa JO SSO|
‘sishjeaed ‘Ainful pJod jeurds yum
siuained Joj papuaiul si J1eyd siyl
"UMO J13Y3} UO puels J0Uued oym
sjuaned Joj Suiesas sapinoad jeys
Jieydpaym 3JA3s pi3i4 pajjadoud
-}|9S e S| JIeyd[@3ym |enuew

LD 3PPIND [B2IP3IN 3SHUNS 3y L

‘Aujigow suaned e ywij yaym
SUOI}IPUOD puUB SISEISIP J3YI0
pue AjwaJ4ixa Jo sso| ‘sisAjesed
‘Aanful pJood [euids yum sjuajed
10} papualul dJe sijeyd asayl
"UMO JI19Y} UO puels Jouued oym
sjuaiied Joj Suireas spinoad jeys
sJieysaaym 3JAs pi8i pajjadoud
-}]9S saJn1eay a8ued JleydPaym
asn Ajle@ [e2a1ueyosn )Y YL

:3s) papua| I'T

:3s() papuajul ‘T

sasuaJaffig
¥ sanojiuis
Jo uondussag

(3117-1H pup ‘X4 3upQO ‘Lqns
aun1d0 ‘X4 bbil ‘tqns pbiy ‘DbIL)
spyd Ajwnf wnuiwingy oy

1IDY2]33YM [DNUDIA| LD 3YIIND

(a1h3s
pup ‘bwin ‘owixoi ‘a37-1H)
sJIoyd Ajlwunf winiuoiiy Yoy

SET00D)

SL6ETT

SL0TZO)

:pasodo.d

31021paid AibpuoIas

a1021paid Aipwiid

:24N1pa4

uosuedwo) |eaibojouydsa] :'g ajqeL




6 Jo ¢ 33eq

"SSOUDNIIIDYD
10 A1ajes uo yedw)

ON ‘(suoneun8iyuod (sipatm
moyum)
1us|eAinba M6 e M6 1am
8uisn usym) saieaipalid 010 E:nmx.c .
Aepuodags pue [P104 O &
Atewiid o3 |eanuap|
"SSOUDAINIDYD (ayb1ay
Jo A1ajes uo wwQO/ X WwoOs Xen wwoQ/ X WwoQs Xen Aq yipim)
. ‘ Wwwoe/ X WwWO0s ‘
10edw| ON "21e21pald |ea1dA} ‘Dwiely aunseaw 01 ape| |ea1dA] ‘Swiel) aunseaw 01 Apey| suoisuawip
Aewiid o3 [eanuap| 1|P43N0 T°E
:asog ‘g
"SSOUDAIIIDYD
Jo Aajes uo
paads paj|0Jiuod paads paj|0J1u0d paads paj|joJiuod :paads

10edw| oN ‘s91ed1pald
Aepuodags pue
Aewid o1 [eanuap|

Jasn /po|jadoud Ajjenuey|

Jasn /ps|jadoud Ajjenuely|

Jasn /pa|jadoud Ajjenuely|

wnuwixo 'z

"SSOUNIIDYD
Jo Ayajes uo

‘slleydaaym ‘slleya|aaym ‘suleyo@aym | :Aupqrndwosorg
1edwl ON "s33e21p31d Auew 01 UOWWOD S|elId1BeW SIS Auew 03 UOWWOD S|elIewW SIS Auew 03 uowwWO? s|elda3ew Sas .
Asepuoass pue |el n |el n |el n 134
Aewiid o3 [eanuap|
"SSOUDAIIIDHD
Jo Ayajes uo "}B3S 33 JO4 SISA0D PUB SWEO} RIEEN
"189S 91 J0} SIDA0D pUE SWEeO} :S|DLI3IDIN
10edw| o\ ‘s91ed1pald pJEPUE]S YIM SSWELS WNIUBY | 9y} JOJ SISA0D pue SWEeo} pJepuels
pJepUB}S YM SWeld) wnjueyl] |pININIIS Z°2
Asepuoadas pue pue wniulwnie apeJ8 000/ | YHm swedy wnujwnje apets 000,
Aewiid o3 [eanuap|
"SSQUDAIIIDHD
Jo Aajes uo :(xop)
8 8
1edw| oN "93ed1pald Biszt A0CT Aset wyb1aMm 43sn 1°
Asewiid o3 [eanuap
BTYETEL W4
(3317-1H pup ‘X4 3upQ ‘bqns (aifas

sasuaJaffig
¥ sanojiwis
Jo uonduasag

aupnpQ ‘X4 pbIL ‘byqns bbiL ‘Db11)
sapyd Ajlwpf wnunwngy oy

1IDY2]33YM [DNUDIA| LD 3IIND

pup ‘bwin ‘owixoi ‘a7-1H)
sapyd Ajlwpf wniuoil] )oY

SET00D)

SL6€CT

SL0TC0)

:pasodo.id

21021paid Aibpuoras

a1paIpaid Aiowiid

:24N1pa4




6 JO ¢ 93eq

‘SSOUDAIIIDYD
Jo Ayajes uo

1oedwy| ON ‘931ed1pa.d
Alewiid o3 [eanauap

X1X Adsauids 92
X1X Adsauids 5z
X1X Adszuids , y2
X12 Adsauids 9z
X12 A8sauids 5z
X12 Asauids v
X149 Adsauids 9z
X149 Agsauids 5z

X149 A8sauids ¢
X1 A818u1ds , 92

X1 A8ssuids 52
X1 A8ssuids vz
X0dsS A8sauids .9z
X0dsS Adsauids 5z

X0dS Adiauids , vz
9)ods 9T uoisn4

Uleluno ¢
xoe|g X1 Adsauids 9t
yoelg X1 Adssuids 5z
yoelg X1 Adssuids v
yoelg X1 Adssuids 7z

Yoe|g X0ds ASssuids , 9z
X219 XOdS Adsauids S5z
Yae|g X0dS ASssuids vz
Xae|g XOdS ASssuids ,zz
[939YM

0ds 1yslemiyd esyn Sz
[93YM

ajods 1ySemiys ean ,ve
[93UM

a»jods 1ySieamys ean ,.ze
[93ym j0ds 817,92
[9d9YyM axods a1 ,,S¢
[99YyM axods M1 ,i¢
[99YyMm axods a1 22
[93ym j0ds a7 ,,0C
0ds-G |93y SeIN 7T
0ds-G |99y Sen ,, 2
0ds-G |93y 3eN ,,0¢C

X1X ASsauids , 9¢
X1X ASssuids 5z
X1X ASsauids vz
X120 A8Jauids 9z
X123 Adsauids S5z
X123 Adsauids vz
X149 Adisuids ,9¢
X149 A8isuids 5z
X149 A8Jsauids vz
X1 A843uids , 92

X1 ASusuids 52

X1 Adusuids vz
X0dS AgJauids 9z
X0dS AgJauids Gz
X0dS Asisauids e
9)0ds 9T uoisn4

sjaaym anuqg €'

sasuaJaffig
¥ sanojiwis
Jo uonduasag

(3317-1H pup ‘X4 3up3IQ ‘Bqns
aun3>0 ‘X4 bbIL ‘pqns pbil ‘vbIL)
sapyd Ajlwpf wnunwngy oy

1IDY2]33YM [DNUDIA| LD 3IIND

[E
pup ‘bwin ‘owixoi ‘a7-1H)
sapyd Ajlwpf wniuoil] )oY

SET00D)

SL6€CT

SL0TC0)

:pasodo.id

21021paid Aibpuoras

a1paIpaid Aiowiid

:24N1pa4




6 Jo 933eq

wiy xa|4 Asuauids
pa1eo) suaisdospN duo-D
dis

duo 0843 uonduo /m|eaQ - 17 934ns ayL duo o343
e | chis oo/ 10 - s s
Jo Ayages uo lueill D quinyl ON - 17114 |[ednieN uely suondo
duo eueq diuo Jadns - 17314 |eanieN duo esed
10edw| oN ‘91e21paJd WLIpUDH §°€
duo ena) dug pJepuess - 17314 [e4nieN duo ena)
Atewiid 03 |eoj3uap|

11934ng duo quinyj oN - 314 [eanieN 1193ins
pasipouy pJeH wniuiwn|y diug 4adng - 114 |eanieN pasipouy pJeH wniulwn|y

diuo paepueis - 114 |eanieN

paieo) dnse|d

pazipouy wnujwn|y

[|oY Yos wnulwnjy g7 X9

dlewnaud Iwes ST X .9

dnewnaud 9

9J1Ud) wnjulwn|y sda|8044 9 wcmfm::\»._on_ u9
1103405 .9 [|0Y Yos wnulwn|y T X .9 [10440S ,,9

" >
513Uy WUy s83(80.4 .S (AS19) ||0Y Yos .S 3J3u3) wnjuiwn|y s3ajgold g
dlewnaud-lwes ,§°'T X .9 9J1US) Wnjulwn|y dljewnaud 9
‘SSDUDAIIIDHD 9J1U3) WNjUIWN|Y dl3ewnaud S
aueyiainAjod wnuiwnly T XS [10440S S
Jo Ayajes uo edw| oN [|]0JY0S .S S|2aYym 401sp) b°s
pa1ysi| 001N S 243ud) Winlulwn|y s3a|8o4d
'31e21pald 031 |BDIIUdP| 2J1u3d) wnjuiwn)y s8sj8o44 v
aueylaunAjod a|yoid mo1 5 2J1u3) uoqJe) sda|3044 v
9J1uUd) uoque) s3a|3044 v )

1101405 , b [|0Y Yos wnulwn|y g7 X &7 [104Y0S v
wnuIwn|y s8918044 . dlewnaud 1wes ,ST'T X v wniuwny s8afdold €

aueyiainAjod wnuiwn|y T X &

Pa1ysIT oIN

aueyiainAjod 9|1404d MoT &7

ONIN €

(3317-1H pup ‘X4 3upQ ‘bqns (aifas
sasuasaffia aup3O ‘X4 bIL ‘pqns bIL ‘DbIL) | 1PYIIIYM [DNUDNI LD 314IIND pup ‘bwnin ‘DWIXoiA ‘93171-1H)
® SanLID[IWIS sJipyd Ajlwof wnuiwngy oy sJIpyd Ajlwnf winiuolif oy :21n034

Jo uonduasag

SET00D)

SL6€CT

SL0TC0)

:pasodo.id

21021paid Aibpuoras

a1paIpaid Aiowiid




6 JO L 93eq

'SSOUDAINOL4)S

Jo Aajes uo °S
. o€ o9 o€
10edw| oN ‘saiedipaud 216U 15GWDA £
Asepuodag pue oC o€ oC | quin) €'y
Alewud 03 Jusjeainba ol -0 ol
Ajjeizuelsgns -0
"SSQUDAIIIDHD
Jo Ayajes uo juoJ) ww ybi13
4 Wwo9s } 00t wwo9s yblaH

1oedwi o "91ed1pald
Aewid o3 [ea1uap|

Jeas WWOsE

1035 WNWIUIN Z'p

"SSOUDNIIIDYD
Jo Ayajes uo

uorysno

uolysnd

uolysnd

1edw NﬂvMWMMWUM“M yum 3uj|s 1eas Jo aie|diess yum 3uj|s 1eas Jo aie|diess yum 3uljs 1e3s Jo aiejdiess suondo 03s I'y
Aewiid o3 [eanuap
:03as ‘P
'SS9UDAIIIDYD
Jo Aajes uo
10edw] ON ‘s33edipald ainpid /'€

Aiepuodags pue
Alewd 03 Jusjeainba
Ajjennueisgns

"SSQUDAIIID)D
Jo Aajes uo

10edwi ON "s3edipald
Asepuodas pue
Aewiid o3 [ea1uap|

‘'suondo paysnJq pue paysijod

SE |[9M Se SaYslul) JN0|0d Pal1eod
Japmod 4O UOI199|3S B Ylim dwely
wnlue}} Jo sweldy wniulwnje

ue woJj apew si 1onpoud

'suoi3do pazipoue dWOS Se ||om

se saysiuly J0jod pa1eod Japmod Jo
UOI303[3S B YIIM dWedy wnujwnje
ue wo.y dapew st 1oNpo.d

"ysiuyy med ujies

B SE ||9M Se paysiul} Jnojod pa1eod
Japmod JO UoI1I33S B UM Swely
winjue} e woJy apew si 1onpoud

2115Ws0) 9'€

sasuaJaffig
¥ sanojiwis
Jo uonduasag

(3317-1H punp ‘X4 3up1Q ‘bqns
aupnO ‘x4 pbiL ‘bqns b1y ‘vb1L)
sapyd Ajlwpf wnunwngy oy

1IDY2]33YM [DNUDIA| LD 3IIND

[EZE
pup ‘bwin ‘owixoi ‘a7-1H)
sapyd Ajlwpf wniuoil] )oY

SET00D)

SL6€CT

SL0TC0)

:pasodo.id

21021paid Aibpuoras

a1paIpaid Aiowiid

:24N1pa4




6 Jo 8 9%eq

3uip|o4 wa1sAs 1sa.0eg o|A159944

*SSOUDAIIIRYD 1sa.30eg 0343 8uipjo4 1sa.deg 0343
10 Ayajes uo 1sa.deg uipjo4 -UON W1sAS 1sau3deg ajA1saa.4 1sa.deg 8ulp|o4
153009 £°S
oedw| ON 93e21p3id 1y31aH 3|qeasnlpy 3|qeisnlpy 1y31aH 3|qeasnlpy
Aewlid o3 |eannuapi 1Yy319H paxi4 9|8uy umoQg-o07 3ulp|o4 1Yy319H paxi4
Suip|o4-uoN
J9pua4 Yyum auqi4 uogued 19pUSS UM J3GH UOGIED J9PUI4 YUM 3.ql4 uogse)d
2.q14 uogse) 2.q14 uogue)
"SSOUINIIIDYD Jaqi4 uoqse)
JIPUS4 YUM wnjuiwn|y J3puUa4 Yum wniuiwn|y
Jo Ayajes uo J3PU34 YUM wnuiwn|y
1NOYI7 Wnuwin|y 1NoYI7 Wnuwn|y spipnbapis z's
1oedwy| oN ‘931edIpald wnujwn|y
P3apI3/M wnuiwn|y P3P Wniuiwin|y
Alewiid o3 [eanuap| MO7 - 211se|d
wnjuiwn|y JepuelS - J15eld wnuwn|y
Jlise|d piep Heel J11se|d
S$)207 [99YM HWO Jled 9|pueH uoisuaixy ,9 S)207 [99YM HWO
"SSOUNIIDYD 3207 03 ysnd 1uou4 InQ 10edwo) 3007 03 ysnd uol4 InQ
A 8
J0 Aajes uo 3207 01 ysnd JOSSI2S 0843 3207 03 ysnd sonig I's

10edw| oN ‘33ed1pald
Alewud o3 [eanuap|

J40ss19G 10edwo) 1oU4 1IN0
J0ss19S 10edwo)
JOSSIOS 1e3SJapuUn

[INd 3UNOIAl YSiH
ysnd Juno\ ysiH
1UNOIA 193410

J0ss12G 10edw o) U044 INQO
10ss19S 10edwo)
JOSSI3S 3B3sJapun

$3110SS323Y °§

"SSOUDNIIIDYD
Jo Ajajes uo

10edw| ON "21e21pald
AJepuodas 03 [ea13uap|

ww0s-00€ Yadag

wwo0s-00€ Yrdag

wwopy-0Sz Yidad

wwo0s-00€ YpIMm

wwo0S-00€ YIPIM

wwopry-09¢ YIPIM

suoisuawiq 103s St

"SSQUDAIIIDHD
Jo Aajes uo

Yoedwi oN “23ea1palg WWwSZT-S¢ wwoot-0 WWwGzT-SZ | uawisnipy 50D b
Atewiid o3 |eauap|
(3317-1H pup ‘X4 3upO ‘bqns (aifss
sasuaJaffig aun1d0 ‘X4 bbil ‘tqns pbi ‘bIY) A1DY2133Y A\ [DNUDIAI LD 31J2IND pup ‘dwWilN ‘PWIXON ‘3117-1H)
1B sajpjiwIS siipyd Ajjwinf wnuiwnyy )oY saipys Ajjwnf winjubyil )oY :2impad

Jo uonduasag

SET00D)

SL6€CT

SL0TC0)

:pasodo.id

21021paid Aibpuoras

a1paIpaid Aiowiid




SUMMARY OF NON-CLINICAL TESTING
No FDA performance standards have been established for mechanical wheelchairs. Clinical testing is not
applicable to mechanical wheelchairs; therefore, clinical testing was not performed.

The following tests were performed to demonstrate equivalence to the predicate devices:
e Determination of static stability (per ISO 7176-1)
e Effectiveness of Brakes (per ISO 7176-3)
¢ Dimension, Mass, and Maneuvering Space (per ISO 7176-5)
¢ Measurement of Seating and Wheel Measurements (per ISO 7176-7)
e Requirements and Test Methods for Static Impact and Fatigue Strength (per ISO 7176-8)
* Wheeled mobility devices for use as seats in motor vehicles (per ISO 7176-19) — Tiga model only
¢ Flammability (per EN 1021-1 and EN 1021-2)

CONCLUSION

Based on the information performed, it can be concluded that the subject device does not raise new
issues of safety or effectiveness compared to the predicate devices.
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