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Summary of Safety and Effectiveness STIWELL med4

A Manufacturer:

Otto Bock Healthcare Product GmbH
Kaiserstrasse 39

1070Q Vienna
Austria
Telephone: +43 1 523 37 86 692
Fox Number: +43 1523 22 64
Contact: Juergen Weiss
Regulatory Affairs Manager
B Contoct:

Otto Bock Healthcare Product GmbH
Kaiserstrasse 39

1070 Vienna
Austria
Telephone: +43 1 523 37 86 692
Fax Number: +43 1 523 22 64
Contact: Juergen Weiss
Regulatory Affairs Manager
Cc Product Name/ Classification Name:
Commeoen or Usual Name: Powered Muscle Stimulator
Proprietary or Trade Name: STIWELL med4
Model Number: 8001015
Class | Regulation No. | Device Classification Nome Product | Speciality
Code
Il 890.5850 Stimulator, Muscle, Powered IPF Physical Medicine
Il B82.5880 Stimulator, Nerve, Gzl Nevurology
Transcutaneous, For Pain Relief
i 882.5050 Device, Biofeedback HCC | Neurdlogy
i 882.5810 Stimulator, Neuromuscular, GZi Neurology
External Functional
H 876.5320 Stimulator, Electrical, Non- * KPI Gastroenterclogy/
Implantable, For Incontinence Urology

Qtto Bock Heolthcare Products GmbH
KoiserstroBe 39 - 1070 Wien « Austria «Telefon (+43-1) 523 37 B6 « Telefox (+43-1) 523 22 64 « e-mail: vertrieh.qustrio@cttobock.com - www.otlobock.at
Kundenservice; Telefon (+43-1) 528 05 48 . Telefax (+43-1) 526 78 85
HG WIEN FN 242378p + UID-Nr.: ATU 57528204 « ARA:Nr,; 8864 . ERA-Nr.: 50411
Bank Austria Creditansialt Aktiengesellschaft, Filiale Westbahnstrale Switt Code: BKAUATWW BLZ 12 00C, Konte-Nr. 08743146400
Erste Bank, Kemmerzcenter Wien Wesi 2 Swift Code: GIBAATWW BLZ 20 111, Konto-Nr, 30001045517
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D Predicate Devices:
510(k) Predicate Device | Manufacturer Regulation | Product | Clearance
No. Number Code(s) | Date
K032954 | Elpho Models Il Danmeter A/S 890.5850 IPF, GZJ | 08/09/2004
500, 1l 1000, 1)
2000, 11 3000 A
K053434 | Myotrac Infinity Thought B76.5320 KPI, 03/15/2006
Electrical Stimulator | Technology Ltd. HCC, IPF
K040848 | Mentomove 1 Cole & 890.5850 IPF, HCC | 10/01/2004
Associates
K2940301 | Compex 2 Biodex Medical 890.5850 IPF, GZJ) | 12/28/1994
Systems, Inc.
K032988 | Elpha 4 Conti Danmeter A/S 876.5320 KPI 12/03/2003
K031900 | Handmaster Ness- 882.5810 GZI 08/08/2003
Neuromuscular
Electrical
Stimulation
Systems
E Description:

The STIWELL med4 is powered by rechargeable batteries. It has four stimulation channels and
two EMG measurement channels.

The STIWELL med4 is intended for stationary use in a hospital as well as home use by the
patient, The physician/therapist has the flexibility to adjust the programs and monitors the
progress of the therapy. Statistics regarding the completed treatments can be retrieved from the
STIWELL med4 and from the PC.

In order ta gain a proper understanding of STIWELL med4, it is important to read the manual
before beginning to use the STIWELL med4.

Otto Bock Healthcore Products GmbH
KaiserstraBa 36 - 1070 Wien « Austria «Telefon (+43-1} 523 37 86 - Telefox (+43-3) 523 22 64« e-mail: vertrieb.custria@ottcbock.com + www.ottobock.at
: Kundenservice: Telefon (+43-1) 528 85 48 . Telefax {+43-1) 526 70 85
HG WIEN FN 242378p - UID-Nr.: ATU 57529204 - ARA-Nr.: 8864 - ERA-Nr.: 50411
Bank Austria Creditonstolt Aktiengesellschatt, Filiole WestbahnstraBe Swift Code: BKAUATWW BLZ 12 000, Konio-Nr. 08743146400
Erste Bank, Kemmerzcenier Wien West 2 Swift Code: GIBAATWW BLZ 20 111, Konto-Nr. 30001045517
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F Substantial Equivalence:

Powered Muscle Stimulator:

Churacteristics/ Specitic, New Davice Prodicate Davica Predicate Devica Pradicate Device Predicote Devica
Basic Unit Ci ishi

5 10(k] Number KOB0R50 KO3295% Ko53a34 KO40EAT RKB40a01
Manutocturar Ous Bock Danmelsr A5 Thought Technolagy Ltd. M’“‘“"‘“‘L"é“é“ Amsrico, Comper SA
Tavice Nams, Model STIWELL madd Eipha 13000 Moo Iofinty Menkimors Torpar
Fewsr Saurcets) Bariery Pack Liden 11,1% Battary NMH or Alkalne #Y a"‘y‘:ﬂ'ﬁ;‘\;‘;d:“"‘ B":‘:g‘;;i:g‘e""” Bmery Pock KMH 7.2V
Mathod of Line Current Mediol Gloas Il Powar WA Madical Closs I} Fower Haitery Chargar [8YDC- Botiery Charger {11VEG-
isolation P b iy Adcpter (BVDC-15W) 2,1 7.2W

Paiient Leakoge Current
{normal condilien)

Patient Leakoge Curent
ing fot cepetion) WA (Battery) N/A {Batiery) NYA [Battery) NiA (Battary) NfA (Battary)

NZA (Banery) N/A {Batlery) /A (Battery) NiA {Botlary) NIA [Bottery)

Number of Output Modes 3 1 1 1 1
Number of Output Chaonnels 4 2 2 1 4
Numbar of EMG {input}
Choneela 2 NIA 2 1 NiA
EMG sensiity ¥ NIA <0. 11V [ NIA
EMG Samphng Rote . BhHz NiA 2 048kHz Unknown NiA
EMG """‘;"“‘ [ Sipolar NiA Bipotor Bupolor NIA
EMG ronge iv} 1-2000V NIA 0-2000pV 220000 N/A
EMG bandwickh 70-480H:z NIA 10Hz-1kHr Unknown Nid
EMG signal processng (eg. AVR RMS
AMS} {Avernga Recshed Volue) NIA {Root Meon Squore) Unknown Nis
Synchronous of Alsmatng? Ahamat Unknown Alternabing NIA Synchronous
Mathod of Channe lsckaon Transtormar. inducine Unknown Urkpows Unkriawa Transiormen
R‘““ﬁz vc‘""'“;' Regukated Current Raguiated Cument Reguloted Gurrant Reguigted Current Raguiated Curmeat
Saftwara/Firmwara/
Miroprocassor Contral? Yea Yos Yas Yoe Yes
PC Schwore? Yes Na Yo No Na
Automatic Overooad Tnp? Yes Yea Yas Yos Yes
Avtomatic Na-Locd Trip? Yes o Yas Yas Yeos
Automatic Shut O 7 Yos (10w} Yos Unknawn Unknown nknown
Falient Overrde Cortral? ¥es [Stop Button) Yo Yo Tes Yas
Indicatar Display: CrCHf
Status? Yes Yaa Yos Yas Yas
Indicotor Disploy: Low Boit.? Yos Yon Yos o3 Yar
Indicator Display:
Volloge/Current Leval? Yos Yas Yas Yea Yas
Timer Range [minutes) 2 — 120mun § - §3min ond conl, 1 - 120min Unknown 3 ~ Bdmin
y IEC 808011 IEC B06C1-1
Complionca wih Vohn'ory EC 5080112 IEC 80801.1-2 Unknown Unkrown Unknown
Stapdarda? fl yos, ey} EC 60601-2-10 (EC 80801.2.10
Complicnes with 21 CFR 8887 Yas Unknown Unknown Unknown Unknown
Waight A40g 1 3309 Linknown 4209
[hmensions (WeHxD) n lmm] 175695230 114x80:31 102x152651 Link pown 14880130
Housing Motanal and Constr. Plostics Pasbcs Plostes Plastos Ahminaum
Quiput Specillcations
Wavelorn Biphosic symmeatncol Biphcsic caymmatricol Biphasc oaymmetcal Biphosc symmetncol Biphcsi: gy
Shope Rectonguiar Reclongquor with dachorge Rectantulor with digcha Recionogular Rectongulor, Tnongulkar
e Qutput Voizge sov sov sov Unkoown sov
Mazmum OQutpul Votope k
2k0) 1av 184V Unhnerwm Linknown 200V
:'l“;g';"“ Ouipwt Votoge HiA Unkngwn Unknown Unknawn NiA S
m]“m Output Current 100ma 100mA 100ma Unknown 100ma
Moumum Qutpul Current
20 58mA B2ZmaA Unknown Unknown 100mA
;‘I“;'{n"'i"'“ Quipan CGurrent MiA Unkagwn Urkngwn Unknawn NIA
Pulsa Width (spacity uriis) 50ps - 400us 100pa - 400us 503 ~ 400us 32 1508 — 93
Flﬂuenc! Ha] 1 - 140H: 2 - 100Hz 2 - 100Hz 3,1kHz GF, 33Hz AMF 1 - 200H:
For intarlerantial modas only: NiA NA NiA NIA NIA

Boal Frequency (Hz]
For multiphosic waveforms NIA NA NiA WA NiA
only: Symmetricol phases?

For multiphasic waveforms

only: Phase Durction linciuding NiA N/A N/A N/ NFA
units}}
. G o (]
:;;0%')"’"9" 1 perpulse]: Some positva nd negative Oup mngz:c;mc qor ou:pu?gfpm ror Same pasilive and negative Soma positva ond pagative
impulsa impulse impulae
Masi P Charg C]
(5933)“" s Charge [LC) 40uC A0RC 80 Unknown BORC
Manmum Current Densty ) ? 3 2
[mAdem’] (5000) 12, 5mAfcm’ S Imajom’ 20, 4mAjcm’ Unknawn b, OmAfcm
Masimum Power Densdy 7 2 5 2 ]
[Whem & ; 7, 8mWicm 1,7mWiom B,5mWicm’ Unknown 30, 9mWiem
Burst Mode {.e., pulse trens):
per burst NiA NIA HIA WA NIA
Buret Mode (16, pulse Toins):
Burets por & N/A /A NiA WA NiA
Burgt Moda (ue., pulsa bans):
8 turation [ \ NJA N/A NiA NiA NFA
‘Burat Mods [.e., puise Goms):
Duty Cyele [Line ib) « Line rfu NIA HiA NA NIA NiA
CN Time [seconds] 1-20s 2-20s 2 - 205 Deafoutt 62 Unkngwn
GFF Twne |saconds| 1-50s 2-20 2-508 Deloull 123 Unknown
Addibonol teatures NIA /A N/A /A NIA

QOtto Bock Healthcore Products GmbH
KaiserstraBe 38 - 1070 Wien - Austrio -Telefon {+43-1) 523 37 86 - Telefox (+43-1) 523 22 64 - e-mail: vertrieb.austrio@atiabock.com - www.otiobock.ot
Kundenservice: Telefon (+43-1) 526 95 48 - Telefax (+43-1) 528 70 85
HG WIEN FN 242378p » UID-Nr.: ATL) 57629204 - ARA-Nr.: 8864 « ERA-Nr.: 50411
Bank Austria Creditanstaht Aktiengesellscheft, Filiale Westbahnstralle Swift Code: BKAUATWW BLZ 12 GOC, Konto-Nr. 08743146400
Erste Bank, Kommerzcenter Wien West 2 Swift Code: GIBAATWW BLZ 20 111, Konto-Nr, 30001045817
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Functional Electrical Stimulation Programs:

Charactesistics/ Predicats Predicate Predicate . Predicote
Hications New Davico Device New Bovico Davicy Heow Davice Davice New Device Device
Basic Unit
Chrocteristics
FES1 FES 2 rES3 FES 4
Progeam Gratp/Release Exarcise Open Gms::é:;l:nu Exeicise Opan OpeniCioss Exsrcise Oprélll:‘:;]uu Palmar Grasp
§10(k) Number KDB0A50 KD31R00 KOBOSS0 KO31800 KOBOGS0 £031900 K0BDE50 KO31900
Monutactums One Bock Nass Otta Bock Hess Ctic Boch Neas Otto Bock Ness
Device Nome STIWELL medd Hangmastes STIWELL madd ¥ STIWELL madd Handm STIWELL madd Ha
P Sowcels) Battery Pock Li- Bottery Pock M Bamery Pack L Homery Pack Ni Banery Pock L- Baonery Pack N Botery Pock Le Battery Pack Ni
i lon 111V Cd 8,6V lon 31,1¥ Cd gy lon 13,1V Cd 0.8 lon 311V Cd g8V
Methad of Line Medcal Class b WA Madical Class 0 NiA Madicol Closs 1l NIA Madicol Closs |11 A
Current laclotion Power Adapter Fowar Adaplar Pawer Adopier Pawer Adopter
\Leckoge Currant
inormal condition N7& {Batiary} NiA NiA {Battery) NiA NiA [Banery) WA NIA (Banary) NiA
Lackage Currant
{aingle louf conc.) N/A (Bansy} NIA NiA (Battery) N/A MIA |Batiery) NIA N/A |Batery) NiA
No_ Outpul Med, 1 1 1 1 1 1 1 1
No. Outpul Chaa 3 2 3 2 3 5 3 5
Fingerithumb Finger exzlansors Finger{thumb Finger axtensors
Wnel axtanzors N — Wrist extansora Fingsr estansors AXIBNEOCE Thumb extensor extenacrs Thumb sxtansor
Sumuicted Muscl. Fingac Hasors i Finger lexors vl Finger faxcrs Finger flesors Finger llexors Funger flexors
Thumb fiexar Thurhb tlaxor sriansar Thurnb flaxcr Thumb flexor Thumb fhexor Thurib Baxor
- Thenar muscle — Thenar muscle
No. ol EMG Chan. [1] [1] t o g Q 1 Q
EMG sangitivity NIA NIA v HiA NfA A i NIA
EMQ3 Sampl. Role [ NIA BkH:z NrA NIA I kM NIA
EMG dateciion NIA NIA Bipoior NA N/A i) Biposar NJA
NIA NIA 3-2000pV NIA, ) ) 12000 N/A
N/A NiA 70-480Hz NIA NIA NiA 70-480Hr NIA
EMG signol proc. N/A NIA AVR NIA NIA NIA AVR WIA
Synchr. or Allern.? Altarhating Allernatng Aernoung Aherngung Allarnalng Ahernating Alterngting Aftamati
Weth. Chan. isol Tronstormer, Transtormar, Opt Tronst Trans} , Opt Tiansi 8 Tronaformer, Opt Transformar, Transformar, Opt
i . Induchve Gouplers inplamor Induchva couplers solaior Jaducive couplars isolator Inductive couplers \solator
RC or RV? Regulaied Cureant Reguioted Voltoge Regulatad Currenl a Yollags Reguloiad Curant Regulaied Vollage Ragulated Cumenl Regulated Volioge
Firmware/? Yag Yas Yoo You Yos Yos Yas Yas
PC Sotiware? No No No Ng No No No Ho
Aut. Oueroad Tnp Yes Unknown Yes Unknown Yo Unkngwn Yas Unknowr!
Aut. No-Lood Tnp Yes Unknown Yos Unknowr You Unknown Yos Unkngwn
Aut. Shut CH Yes (10min) No Yes [10min} No Yes {10mn} No Yes (10mmn) No
Override Control? Yod (Stop Bution] Yag Yas (Stop Burton) Yos Yas (Siop Buton) Yes Yes iSiop Bution) Yas
Daploy: QniOHf7 Yos Yas Yes Yes You Yeu Yes Yas
Dusplcy: Low Bat? Yos Yos Yos Yes Yos Yos Yas Yas
Drsplay: VIC Level Yas Yas Yos Yos Yeou Yo Yox Yes
Tunet Ronge 15-50man Mar._ B0min 15-B0mmn Mo, B0min 15-80man Moa. B0men 15-B0rin Mux. 45w
Compliance with IEC 5080141 IEC 80601-1 EC 80680141 IEC 608011
Volynigry IEC 60BQ1-1-2 Unkncramn |EC 60801.1.2 Unknown IEC 80801-1-2 Unkngwn IEC 80001-1-2 Unknown
Stondarda? IEC 60601-2-10 IEC 60601-2-10 IEC 80601-2-10 IEC 60601-2-10
™ Yeu Unknown Yes Unknown Yes Unikeawn Yes Unknown
Waght g BiSg Ty o5 ELT e 7 553
Dimansong 772291540 17240154 1 1 1728140
[WeHhD) in fmm] 175:85:30 {Controd unr) 175:85:30 {Control unt) 175:85:30 {Control urt) |79:85:30 (Controt uadi
Housing Matenal
ond Construcbon Plasies Plasocs Plostics Plosten Posigs Plasticy Prasbes Plastics
Output
Specitications
Wavef Bphosic Bphasic Biphasic Bephosic Bphosc Bphose Bephasic Bphasic
avetoem y 0 symmelncol symmetncal ymimelncol symmeingol syminetical
Shops Reciongular Sinusoidal Reclong utar Sinusodal Rectorgular Sinusordol Rectonguior Swnusodol
Mazimum Oulput
Vil (500 50V 106V sav 10av BOV 108V 60V 106Y
Maximum Output
Vohage [2k0) 116Y 183¥ 115V 163V 115% 163v 115 183v
Maaimum Quiput
Voliage {10k N/A Unknown NI Unknawn NiA Unknown NiA Unkngwn
Mazimum Cutpul 100mA 212mA 100mA 217mA 100ma 212mA ToomA 212mA
Current (5006}
Magimum Outpul
Currert {240 5BmA g2mA SamA [2mA samA $2mA samh 22mA
g::;“;"“g:}'ﬂ“‘ NiA Unkagwn NiA Unknown NiA Unkniawn NIA Urknown
Pulge Width 50-400p8 100-350us 50-400us 10035048 50-400us 100-350ps 50-400ps 100-500ys
1-140Hz 1-140Hs - {=140H 1-140Hz
Frequency LHe] Delaut; 35H; 30Hz Defaut: 35Hz 36z Defaul: 35Hz aeH Dafaul: 35He Ve
Ner Charge (LG
o pthe]. (500) [ [i¥e] (W] oG e ouc e e
Maumum Phass
Chorge 1C| 40pC 75pC 40uC 75uC 40uC 750G 40uC 106uC
5008
Moximum Current
Dansuty [mA/cm’) 12,5mAfem’ 15.8majcm’ 12,5mafem? 15, 9majem? 12, 5majem? 15, 9majem’ 12 5mAsom? 15, Bmajom?
(5003
Mommum Powsr
Oanmly {Wiem?| 2, 0mW/iem? 0,38 mWien? 7, BmWom? 0,39 miwtom? 7. 8mwWiom! 0.39 mwrem? 7 Wi’ 0.59 mw/om?
(50080}
Burs! Mode:
& 2 por burst N/A WA NIA NfA N/A NIA NIA NrA
Burs1 Modle:
Bursia . NIA NIA N1A NIA NIA NIA NrA NiA
Burst Mode: Burst
1
. A N7A NiA NA NIA NiA N1A NiA
a:: Mode: Duty NiA WA A NEA NiA NIA NIA NrA
ON T.me [s6c ] 1-20s Urkngwn 1-90s “Unknown. 1-20 Unknown 1- 205 Tngger conrroked
- Trgger controlled _ Togger cartrolled
OFF Twng [sac.] 1-30s Unkngwn {min. 1 - 30%) Unknown 1-30s Linknpwn {man. 1 - 305) Trgger controlled
Addinonal fectures NiA NIA N/A NIA NIA N/A HIA NPA

Otte Bock Healthcore Products GmbH
KaiserstroBe 39 - 1070 Wien - Austria +Telefon {+43-1) 523 37 86 - Telefox (+43-1) 523 22 64 - e-mail: vertrieb.austrio@otobock.com « www.ottobock.at
Kundenservice: Telefon (+43-1} 526 85 48 « Telefox (+43-1) 526 78 85
HG WIEN FN 24237dp « UID-Nr.; ATU 57529204 » ARA-Nr.: 8684 - ERA-Nr.: 50411
Bunk Austria Creditenstal Aktiengesellschaott, Filiale WestbahnstraBe Swilt Coda: BKAUATWW BLZ 12 60G, Konto-Kr. 09743146400
Erste Bank, Kommerzcenter Wien West 2 Swift Code: GIBAATWW BLZ 20 111, Konto-Nr, 30001045517
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Charactaristics/ Pradicate Predicats Predicote N Predicate
pe New Device Dovice New Device Device New Device Devic New Davice Devics
Boslc Unit
Lhrocteristics
7] Pz, P3 uz ] U3 P4 us
Program urge Urge Stress Strexs Wiced Mized Feedback EMG Script
B10(x} Number KO50950 KQ32088 KOB0SS0 HEa7958 KOB0RS0 KGI2%68 KOB0WE0 KO53434
Morwiactures Otto Bock Oonmeler AIS Otto Bock Donmater A/S Ctic Bock Donmetar AIS Onie Back Tochn dom“"“"'mr
Tence Nome STRVELL mecd 4 Conb STIWELL medd Elha 4 Cont STOWELL medd Eipha 4 Conts STIWELL modd WO Infunty
o " Battery Pock Li- Botiery NMH or Battery Pock Li- Battery NMH or Battery Pock - Botisry NMH o Battery Pack L> Batlory Pack
Sowrcal Jon 11.1% Alkokne §Y Jor 11.1¥ Alkglina 9V Jon 13,1V Alkgling 9V lon 11.1% NMH
WMethod of Lire Maccol Class NIA Medeo! Ciasa N Madicol Closs 11 A Modwo Closs 1l Wedhcol Ciass §
Current isolaton Powsr Acapter Fower Adapter Pawnr Adoplsr Powsr Adapler Power Adopler
Laakags Gurrent NiA (Batiaey) NI [Bottery) NiA {Bottery) NIA (Battery) NI (Battary) N/A (Battary} NIA (Batery) WA (Battery)
L:"“m:ﬁ“;::: ) NIA (Batlery) NIA (Battary} NiA (Battery) N/A {Bottery} NIA (Bertary) N/A (Bottery) NIA (Bunery) NiA (Botiery)
{sing| .
No. Cutput Mod. 1 1 1 1 1 1 ] 0
No. Qutput Chan, i 1 1 1 1 1 [} 1]
No. of EMG Chan. 0 ] [ [} [] [} } 1
EM cens ity A WA 7 NiA NTA WA v <015V
EMG Sampl. Hale iA HIA A NiA HIA A Skt T O4BKHZ
ERG detection A NIA A NiA NiA A Bipolar Bipoier
EMG ronge v} NIA NIA TA NiA NiA T 1-2000.¥. 02000,
EMG bandwirtth NIA NiA WA 13 NIA WA 70-180Hz 10Hz-1kHz
EMG signal proo, NI NiA WA NIA NIA WA AR RMS
Synchr.or Alterm. 7 HiA NiA N/A N/A NiA N/A RIA NJA
Meth. Chaa. leol. RiA RIA WA NiA NIA NA WA NiA
RC or RV Regulated Currant Regulated Curonl Regutated Currant Regulotad Current Regulated Curienl Ragulaied Currant NIA NIA
Firwarer? Yes Yes Yas Yos Yas Yos Yos Yos
Aul. Qvarloadd Trip Yeu Yes Yes Yos Yoa You NiA NJA
Aul. No-Lead Trp Yes Yes Yes Yey Yas Yas NIA N/A
Aut,_Ghut O Yas (10} Yos Fes (10 Tas Yea (10mn] Ves Yen (10mny Unknown
Qveride Conol? Yes {Sicp Buwron) Yas Yes (Swp Butten) Yas Yea (Stop Button) Yas Yea (Stop Button) Yos
| Drspioy: On/Ot? Yes Yos Yas Yaa Yay Yag Yes Yos.
Dizphary: Low Bot? Yos Yes You Yaa Yos Yes Yes Yo
Timer Ranga 5 _ 25min 6 - G5min 5 25mn 5 - g5mn 5 - 25mn B - 95mn 2 dawn 3120w
Tomphonce with 1EC 606011 1EC 606011 TEC 60801-1 IEC 60801.1 1EC 806011 1EC 806011 IEC 806011
Velumary IEC 80801.1:2 IEC B08D1-1-2 IEC 60601-1-2 IEC 6060112 IEC 60801.1-2 EC 6060112 IEC BGBE1-1-2 Unknown
Stondords? IEC 80801-2-10 IEC 80601210 IEC B0G01-2-10 JEC 60601-2-10 IEC 60601210 JEC BO6O1.2.1C IEC 80601 2-40
ionce with
21 CFR 8697 Yas Lnkqiown Yes Unknown You Unknown Yes Unknown
Weight 4409 1589 dang [ 340 1569 4409 Ta0g
DOmensaona 175285530 $14:50:01 17568530 11448031 175:95:30 114480:31 17596430 1020352651
[(WeHD) 0 [mm]
Fousg Mazana Plorues Plasbes Plastes Piasses [R— Piostics rasbes Plastes
Oulput
Specifications
Worvaform Buphasic ] Pulsed bphosic Biphase Pulsed bephoue Bhose Puisod hpha:ac WA NIA
Y y Y y
Recto th Recul th R th
Snape Rnctanguiar gl v Rectonguiar oot w Rectonguicr Clangiar w A NeA
Maoxsrwm Qurput
Voltoge (5000) 50V 50v 50V BOV 50V 50V NiA NIA
Mazmum Qutput
Voltage (232} Hsv 150v 115V 150v 118V 150V NFA NiA
Maxnmum Cutput .
Vatiage (10401 NIA NZA NiA Nia NiA NiA NIA KiA
"C"‘::m:'“ﬁo"gg n“"" 100mA 100mA 100mA 100mA 100mA 100ma NIt NiA
Manmum Oultpul
Curratl (248) 5BmA 8OmA s8mA B0mA sama 20ma Nid NiA
Maaimum Cutpul
Currant {10162} MiA NiA NiA NIA NiA NiA NiA NiA
Pulae Width E00us 5040035 300ps 50-400pa 3505008 5C-4G0ps NiA NiA
Fraguenay [Hy] 10Hz 1-10Hz 35Hz 20-80H: 5-G0H2 1-50Hz NIA N/A
Net Charge [pC
s panel, (300%) e opc ouc ouG ouc oue NiA HiA
Maximumn Phose
Chargs (WG] 504G 400G 3uC 400G 50.C 40uC NiA NiA
{5001
Surlace area of Axed Goard . 2 Asel Gonoed ] 3 Ausl Gaord . ]
ihe olectrodes {Surlace) PR100 vognal o {Surface} PR1DD “'“:r"';‘l’,"a"::;'" {Surloca) PRI0D V“:'““'_";'“J" Ni& NiA
[em?) 21, 2em? ol 3 em 21,2cm* : 21,2cm? ol o
Maxmom Gurient Vagnal: Voginat: Vaginol:
Donsity [mA/cm?] 4,7 matom’ 20,4mAem’ 4.7 mAicm’ 20.4mAjem’ 4.7 mAjiem? 20.4mAjcm? NiA A
(50003 Anal 33 3mAlem? Anok: 53 3mavem’ Anat; 93 3mAicm?
Maumum Powar Vegmal: Vogmat: Vogmai:
Dwneity [Wiem?| 23,5 pWicm? 23mWiem? 108 pWrem? 2,3mWiom? 0,42 mWicm? 2. 3mWiom? NIA NrA
{5000 Angl: 3.8miiem’ Angl: 3 BmWiom® Anal: 3 Briom?
Bursi Moda:
Puizes per bursl NFA NiA NiA Ni& NiA NA WA /A
Burst Macle:
Burais par b NiA NiA NIA NIA Nib NiA NiA NiA
E::m’ B‘"‘.‘] NiA N/A NIA NIA NiA, NIA NA NiA
g:: Made: Duty RiA WA N NIA NiA NiA WA WA
ON Tima [se<.] [Ty 510s 5123 3208 [N 7208 NIA NIA
OFF Twne (30} 3% 155 7-8s 2:208 3-8 2.208 NIA NiA
NIA NIA NiA NIA NIA NTA NIA NiA

Addinonal lectures

KaiserstraBe 386 -

HG WIEN FN 242378p - UID-Nr.; ATU 57520204 « ARA-Nr.; 8864 « ERA-Nr,; 50411

Otto Bock Healthcare Products GmbH
1070 Wien « Austria «Tefefon (+43-1) 523 37 86 - Telelox (+43-1} 523 22 64 « e-mail: vertrich.oustrio@otiobock.com - www,ottobock.at
Kundenservice: Telefon (+43-1) 526 95 48 - Telefox {+43-1) 526 79 85
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QUALITY FOR LIFE

TENS: .
Characteristic 3/ Specitic ations New Devica Pradicate Davice Predicate Device Predicate Device
Basic Unit Chractarislics
[ 510 k) Number KO80850 K032854 KO32894 KE4330 1
|, Monutacturer Ot Bock Donmeter A/S Danmater AIS Comper 5A
|_Devce Homs, Model STIWELL mads BElpho 111000 Elpho 113000 STWELL madd
Pawer Sourcels Battery Pock Lron 11,1V Battery NiMH or Alkobna BY Battery Pach NMH or Akoline 8Y Batlery Pock brion 11,1V

Meadicol Closs Il Power Adapter —

Madice Class )l Powar Adopter -

Mathod of Line Current lsctotion Mascat Hid N/A 5col
{12,8VDC-15,1W) {1 2.6VDC- 15, 1)
Pihent Laokoge Currand {nomal N/A {Battery) NIA (Bariery} NiA (Batiery) NiA (Battery)
:::;’:;‘“‘“’9“ Curmant isingie faut N/A {Satiery) NJA {Batiery) N7A (Batiery) NiA (Battery)
HNumber of Qutpul Modes: 1 [ 1 1
Number of Outpul Channels E] 2 4
Number of EMG tinput} Channels NIA [ NfA NIA
EMG ssnzibmty NIA NiA NiA A
EMG Sompling Rala H/A RIA NIA A
EMG delsctian [tnpokar? monopolar WA WA NI i
EMG ronge (1Y) NIA N/A NiA 1A
EMG NIA N/A NIA NFA
EMG signal provessing {og. AMS) NIA N/A HfA NA
Synchronous or Alternating™ Aharnating Unknown Unknawn Synchionous
Mathod of Channel lsclabion Transformar, Inductive Souplors Unknown Unknown Tronsformer
Reguicled Current or Reguloted
Voitaa? Reguigted Currant Regulaied Currant Regulatad Current Regulated Curren
Sottwara/Fumware/ Microprocessor
Contral? Yas Yox Yos Yes
Autematic Qverlood Trip? Yes Yos Yas Yag
Automatic Na-Lood Trp? Yas Yeos Yax Yes
Automatic St C? Yes (10min) Yox Yes Unk nawn
Pmient Qvermnda Cortrol? Yes (Stop Bution) Yes Vas Yas
Indcalor Draploy: OnOH Stotus? Yes Yor Yas Yag
Indieater Disploy: Low Battery? Yos Yoz Yax Yas.
::n:;lu Digpkry: Votoge!Cumant Yes Yos Yes Yas
Tirnor Ronge {minutes] 10 - 120mun ~45min and cont. 5 - 85man ond conl. 3 - B4mun
. ah Vol IEC 60601-1 IEC 80601-3 IEC 606011
Stondorda? 1 yos. W} IEC 6060312 IEC 80801-1-2 IEC 60601-1.2 Unkncrwn
- IEC 60601-2-10 {EC 80601.2-10 IEC 50401-2-10
Mu with 21 CFR 8087 Yes Unknawn Unknown Unknarwn
Teght 440y 1 15 4209
[ (ArbiD) n ) 175:95:30 117260231 11436031 146180130
Haoang Matenal ond Consiniction Plostcs Flosics Plastcs Alurmaum
Qutput Specitications
S:':‘c: ) {e-- puisad monophosic, Baphosic symmetncol Biphosic osymmetncol Biphasc asymmerical Byphasic symmetncal
Shape (e.g.. rectongukr, spke, A, 4 " R
rectfied siny n Reclangulor guior with o with Rectangulex
Manmum Output Votage HSOOR) SOV 20V BV [
Maumum Dutput Yohoge 12k2) 116V 8y 164V 200V
Maumum Output Volnge (10k5) N/A Unknawn Unknown NiA
Maumum Output Current {S000) 100mA 4CmA BOmA 100mA
Maxmum Output Cuirant {2k$2) 5EmA 38mA B2ma, 100mé
Qutput Current {1007 NIA Unkrown Unknown iR
Fulsa Widh (spociy unis, 15018, 200y 150ps, 1608, 200ys 0 — 400ps Unknown
Frequency [Hi| 2 - 100Hz 2 - 12CH: 0.5 - 150Hz Unknown
:ar interfarential modes only. Beat NIA NIA WA A
raquency [Hi]
Far mutiphasic wavalorma only:
Syrmmatricwl phoses? NiA NiA NiA Nia
For multiphosie wovelorma only!
Phuss Durolion {including units); ™ NiA A A
stale range,if cpplicoble;
both phases, if i
Net Charga [uC per pules]; (50051} ouC 0
A uG ouC OuC
"n' ",‘;:-a:g‘ method of achieving zero Same posibve and negative impulsa Culpul copoctor Outpul capacdar Some positve ond negative impulse
Maumum Phass Charge [11C] (5000) 20uC BpC P Unknown
T
:'qurnum Current Densdy [mAfcm’] 12,5mAlcm? 2. 1mAfm? 3, ZmAjom? $.0mAjom?
Moumyum Power Donsdy [W/cm ]
150061) using smadest olecirods 1,0mwiom’ 0.09mWicm? 1, dmicm? Unknown
conductiva surkbica gia
Bursl Mods {Le., pulse trans): Pulses
burst B 7 ? Unknawn
Bursl Moda §.0., pulte rowns): Bursts _
pac 2 2 05-5 Unknown
Buyrst Moda (.8, putse rans}: Burst
Soraton 100ms a7.5ms 87.5ma Unknown
Bunit Mode (L@, puise trains): Duty _
Cycle [Line [5)  Lina ()] 20% 17.6% 4,4% - 44% Unknown
ON Tune [saconds| Contnuous or Burst Contnuout or Bunl Conbmious or Bursi Contnucus
OFF Twow {teconca) NIA NIA NIA N/A
‘Addibondl fudlures (d cppicabiel N/A NIA NIA /A

Otto Bock Healthcare Products GmbH
Kaiserstrade 39 - 1070 Wien » Austric: -Telefon (+43-1) 523 37 B6 - Telefax {+43-1) 523 22 64 + e-mail: vertrieb.austrin@ottobock com « www.ottobock.at
Kundenservice: Telefon {+43-1) 526 95 48 « Telefox (+43-1) 526 7985
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Biofeedback:
Characteristics/ Spacificotions New Device Predicote Device Predicate Device
Basic Unit Chrocteristics
510(k) Number KOB0950 K053434 K040849
Manufacturer Oito Bock Thought Technotogy Lid. Mentamove North Americo, LCC
Device Name, Medel STWTELL med4 Myotroc Infinity Mentomove
Power Source(s) Gattary Pack Lidon 11,1V Botiery Pack NiMH rechargeable Battery Pack NiMH rechargeable
Medical Class I} Power Adaopter - . 5
Method of Line Current Lsolation Maseol Medical Closs I ':‘;"@'3’ Adopter (BVDC Batiery Charger [SVDC-2,1W)
(12,6VDC-15,1W)
Patient Leckage Current (normeal
condition) N/A (Bottary) N/A {Battery) N/A (Baitery)
Patiem Leckage Current (single fault
condhion) N!A (Battery) N/A (Battery) MNiA (Battery)
Number of Cutput Modes 1 Q 0
Number of Output Chonnels 1 0 0
Number of EMG iinput) Channels 2 2 3
EMG sansitivity Ny <0, WV v
EMG Sampling Rate 3kHz 2,04BkHz Unknown
EMG dstaction ibipclar/ monopolar) Bipolar Bipolar Bipoiar
EMG ranga {uV) 1-2000pV 0-2000uV 2- 2000V
EMG bandwidth 70-4580Hz 10Hz-1kHz Unknogwn
. - AVR RMS
EMG signat processing (eg. RMS) {Average Rectified Volus) {Fioot Maan Square) Unknown
Synchronous or Alternating? NiA N/A N/A
Mathod of Channel Isclation N7A NIA NIA
Regulated Current or Regulated NiA N/A N/A
Voltage?
Sottware/Firmware/ Microprocessor
Conirol? Yes Yas Yas
Automatic Overlood Trip? NfA NfA N/A
Automgtic No-Load Trip? NiA N/A N/A
Autgmatic Shut OH? Yes {10min} Unknown Unknown
Fatient Override Control? Yes (Stop Button) Yos Yas
Indicator Display: On/CH Status? Yes Yes Yes
Indicalor Disploy: Ltow Batlery? Yes Yas Yes
Indicalor Display: Yoltage/Current NiA NA NIA
Level?
Timer Range [mi ] 5-30min 1-120min Unkngwn
IEC 60601-1
Gompkanca vt Vokmiary Stondards? IEC 60601-1-2 Unknown Unknown
i yas, apeciy) [EC B0601-2-10
Complionce with 21 CFR 8987 Yes Unknown Unknown
Waight 440g 330g Unknawn
Dimensions (WxH:D) in [mm] 175x95:30 1022152551 Unknawn
Housing Matarial crd Construction Prastics. Plostics Plastics
Output Specifications
V\llavek?rm (e.g., putsed monophosic, NiA N/A NIA
biphasic)
Shepe [8.g., rectangular, spike, rectfied
sinusoidal ‘ N/A N/A Nia
Moximum QOutpul Voltage {5000) NIA NiA NIA
Maximum Omeu! Yoltage {2k} NIA NIA NIA
Maamum Qulput Voltage {10k} NIA N7A NiA
Maximum Quiput Current {S000) NiA NIA NiA
Mg Ouiput Current (2k0) NIA 7y NIA
Moamum Qutput Current {10k€) NIA NIA N/A
Puise Width (specify units) N/A N/A NIA
Frequency {Hz] NIA NIA NiA
For intarierenticl modes enly: Beat NIA NIA NiA
Frequency {Hz]
lF‘or mumph:fsu: waveforms only: NIA NiA N/A
¥ phases?

For multiphosic wovatorms only: Phase
Duration {including units); A N NiA
Net Charge (C per puise); (5000 N/A NiA NiA
Moximum Phose Charge (1C] (5000 N/A NIA /A
Magimum Current Density {mAfem’|

| 5000 N/A N/A N/A
Moximum Fower Density [Wfcm®]
(5000} N/A N/A N/A
Burst Mode (i.9., pulse trans): Pulses
per burst A N/A NIA
Burst Mode {j.e., pulse trains}: Bursts NIA NiA NiA
per sacond
BurslAModa {i.a. ;‘)ulse trains}: Burst N/A NIA NiA
duration (seconds]
Burst Mode (i.a., pulse trains}: Outy ,
Cycle [Line (b} x Line (c) A Ni& /A
ON Time [ s NIA N/A N/A
QFF Time [seconds] NiA N/A N/A
Addtienol features (i applicable} NIA NIA NIA

KaiserstroBe 38 - 1070 Wien - Austria -Telefon (+43-1) 523 37 86 - Telefax (+43-1) 523 22 84+ e-mail: vertrieb.oustria@ottobock com « www.ottobock.at
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Otto Bock Healthcare Products GmbH

HG WIEN FN 242378p - UID-Nr.: ATU 67528204 - ARA-Nr.: B864 - ERA-Nr.: 50411
Bank Austria Creditanstoh Aktiengesefschaft, Filicle WestbohnstraBe Swift Code: BKAUATWW BLZ 12 000, Konto-Nr. 09743146400
Erste Bonk, Kommerzcenter Wien West 2 Swift Code: GIBAATWW BLZ 20 111, Konto-Nr, 300010455617




Page 8 of 10

Ot Bock

QUALITY FOR LIFE

Functional and Safety Testing:

Tests have been carried out occording to the following standards:

No. Title Version Comments

IEC 606011 Medicol electrical equipment 1996.03 Medicai electrical
Part 1: General requirements for safety devices

(Testing)

IEC 60601-1-1 Medicol electrical equipment 2002-08-01 | Medical electrical
Part 1-1: General requirements for devices
safety — Safety requirements for medical (Testing}
electrical systems

IEC 60601-1-2 Medical electrical equipment 2001 EMC
Part 1-2: General requirements for {Testing}
safety ~Electromagnetic compatibility —
requirements and tests

IEC 60601-1-4 Medical electrical equipment 2001-06-C1 | Programmable
Part 1-4: General requirements for Systems
safety — Programmable electrical
medical systems

IEC 60601-2-10 Medical electricol equipment 2003-04 Medical electrical
Part 2-10: Particular requirements for devices; EMC
the safety of nerve and muscle (Testing)
stimulators

IEC 721-3-2 Clossification of Environmental 1981 Transport
Conditions Part 3-2: Classes of (Testing)
Influencing Factors - Transport

SO 2248 Packaging - Complete, filled transport 1985 Transport
packages - Vertical impact test by {Testing)
dropping

ISC 2876 Packaging - Complete, filled transport 1985 Transport
packages - Rolling test (Testing)

IEC 60512-8 Electromechonical components for 3.0/1994- Specific sections
electronic equipment; basic testing 05 were used for
procedures and measuring methods verification testing
Part 8: Connector test (mechanical)
and mechanical test on contacts and
terminations

IEC 60512-9 Electromechanical components for 2.0/1992- Specific sections
elecironic equipment; basic testing 05 were used for
procedures and measuring methods verification testing
Part 9: Miscelloneous tests

IEC 68-1 Environmental testing 1998 Specific sections

+Corr.+A1 Part 1: General and Guidance were used for

verification testing |

IEC 68-2-1 Environmental testing 1994 Specific sections

+A1+A2 Part 2-1: Tests, Tests A: Cold were used for

verification testing

Otto Bock Healthcore Products GmbH
KaiserstraBe 39 - 1070 Wien - Austrio -Telefon (+43-1} 523 37 88 - Telofox (+43-1) 523 22 64 - e-mail: vertrieb.austric@otiobock.com - www.ottobock.at
Kundenservice; Telefon (+43-1) 528 85 48 - Telefax (+43-1) 526 79 85
HG WIEN FN 242378p « LND-Nr.: ATU 57620204 - ARA-Nr.: 8864 . ERA-Nr.: 80411
Bank Austria Creditanstolt Aktiengesellschaft, Filiole WestbahnstraBe Swift Code: BKAUATWW BLZ 12 000, Konto-Nr. 09743146400
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No. Title Version Comments
IEC €8-2-2 Environmental testing 1994 Specific sections
+|EC68-2-2A+A2 | Part 2-2: Tests, Tests B: Dry heat were used for
verification testing |
IEC 68-2-30 Environmental testing - Part 2-30: Tests | 2000 Specific sections
- Test Db: Domp heat, cyclic (1'2 h+12 were used for
h cycle} verification testing
IEC 68-2-33 Environmental testing - Part 2-33: Tests. | 2000 Specific sections
Guidance on change of temperature were used for
tests verification testing |
IEC 68-2-36 Environmental testing 1973 Specific sections
Part 2-36, Tests Fdb: Vibrations, noise were used for
{broadband), repeatability: medium verification testing
IEC 68-2-78 Environmental testing 2001 Specific sections
Port 2-78: Tests, Test Cb: Damp heat, were used for
steady state, primarily intended for verification testing
devices
21 CFR 898 Performance Standard for electrode 1997 Electrical safety
lead wires and patient cables (Testing)

In addition to tests according to the above mentioned standards several functional ond sofety
tests defined by the manufacturer have been conducted.

HG WIEN FN 242378p « UID-Nr.: ATU 57529204 - ARA-Nr.: 8864 - ERA-Nr.: 50411
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H Indications for use:

The STIWELL med4 is a neuromuscular electronic stimulator indicated for use under medical
supervision for adjunctive therapy in the treatment of medical diseases and conditions.

As a powered muscle stimulator the STIWELL med4 is indicated for the following conditions:

+ Relaxation of muscle spasm

* Prevention or retardation of disuse atrophy

* Increasing local blood circulation

¢ Muscle re-education

+ |mmediate post-surgical stimulation of calf muscles to prevent venous thrombosis
« Maintaining or increasing range of motion

As a transcutaneous electrical nerve stimulator for pain relief the STIWELL med4 is indicated for
the following conditions:

» Symptomatic relief and management of chronic (long-term), intractable pain

¢ Adjunctive treatment in the management of post-surgical pain and post traumatic acute
pain

As a biofeedback device the STIWELL med4 is indicated for the following conditions:

« Biofeedback, reloxation and muscle re-education purposes

As an external functional neuromuscular stimulator the STIWELL med4 is indicated for the
following conditions:

» Helps to relearn voluntary motor functions of the extremities

As a nonimplanted electrical continence device the STIWELL med4 is indicated for the fcllowing
conditions:

* Acute and ongoing treatment of stress, urge or mixed urinary incontinence and where the
following results may improve urinary control: Inhibition of the detruser muscles through
reflexive mechanisms and strengthening of pelvic floor muscles

» Incontinence treatment for ossessing EMG activity of the pelvic floor and accessory
muscles such as the abdominal and the gluteus muscles
I Conclusion:
The STIWELL med4 stimulation device is safe and effective for its intended use. The STIWELL
med4 is substantially equivalent to the predicote devices.
J Date summary submitted:

21" January 2008

Otto Bock Healthcare Products GmbH
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Food and Drug Administration
9200 Corporate Boulevard

. Rockville MD 20850

Otto Bock, Austria GmbH :

% W.F. Jackson Associates, Ltd

Mr. William Jackson

2247 Jennifer Lane

North St. Paul, Minnesota 55109-2851

Re: K080950 APR ~ 2 2003
Trade/Device Name: STIWELL med4 ‘
Regulation Number: 21 CFR 890.5850
Regulation Name: Powered muscle stimulator
Regulatory Class: II
Product Code: TPF, GZI, KPI, GZJ, HCC
Dated: March 2, 2009
Received: March 25, 2009

Dear Mr. Jackson:

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. 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.

If your device is classified (see above) into either class II (Special Controls) or class Il (PMA), it
may be subject to such 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 Register.

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); 1abeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820}); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
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This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market. '

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance at
(240) 276-0120. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification” (21CFR Part 807.97). For questions regarding postmarket surveillance,
please contact CDRH’s Office of Surveillance and Biometrics’ (OSB’s) Division of Postmarket
Surveillance at 240-276-3474. For questions regarding the reporting of device adverse events
(Medical Device Reporting (MDRY)), please contact the Division of Surveillance Systems at 240-
276-3464. You may obtain other general information on your responsibilities under the Act from
the Division of Small Manufacturers, International and Consumer Assistance at its toll-free
number (800) 638-2041 or (240) 276-3150 or at its Internet address
http://www.fda.gov/cdrh/industry/support/index.html].

Sincerely yours, %d/

Mark N. Melkerson
Director _
Division of General, Restorative
and Neurological Devices
~ Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure



Indications for Use

510{k) Number (if known): K080950
Device Name: ‘ STIWELL med4

Indications for Use:

The STIWELL med4 is o neuromuscular electronic stimulator indicated for use under medical
supervision for adjunctive therapy in the treatment of medical diseases and conditions.

As o powered muscle stimulator the STIWELL med4 is indicated for the following conditions:
* Reloxation of muscle spasm
« Prevention or retardation of disuse atrophy
* Increasing local blood circulation
* Muscle re-educotion
» Immediate post-surgical stimulation of colf muscles to prevent venous thrombaosis
* Maintaining or increasing range of motion

As a transcutaneous electrical nerve stimulator for pain relief the STIWELL med4 is indicated for the
following conditions:

» Symptomatic relief and management of chronic (long-term), intractable pain
* Adjunctive treatment in the management of post-surgical pain and post traumatic acute pain

As a biofeedback device the STIWELL med4 is indicated for the following conditions:
» Biofeedback, relaxation and muscle re-education purposes

As an external functional neuromuscular stimulator the STIWELL med4 is indicated for the following
conditions: ’

* Helps to relearn voluntary motor functions of the extremities

As a nonimplanted electrical continence device the STIWELL med4 is indicated for the following
conditions:

¢ Acute and ongoing treatment of stress, urge or mixed urinary incontinence and where the
following results'may improve urinary control: Inhibition of the detruser muscles through reflexive
mechanisms and strengthening of pelvic flocr muscles

* Incontinence treatment for assessing EMG activity of the pelvic floor and accessory muscles
such as the abdominal and the gluteus muscles

Prescription Use _X AND/OR Over-The-Counter Use
(Per 21 CFR 801 Subpart D) {Per 21 CFR 801 Subpart C}

(PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDHR, Office of Device Efaluation (ODE)

Al A

(Division Sign-Off) o .
Pivision of General, Restorative,

aud Neursiogical Devices

Ko30q3U

510(k) Number



