Biomedical Inc.

TransAeris™
System User Manual

LAl pascune Jus




13ac d&)lé dminall 0do Sy



J53 § Lowyg cbasaall Yol § «JlSmages Gl il dlornoll dloll coloskall of dy ol oladladl I LaSlall Jais

Gl W Ll eh]
32, @3l plasisyl IS Gass a8 I sV
3 JSRUIO | 2] (VNSRG4 B B IR

33 @bl olustiwdl IS jauas 98 Ul Olgaid]
33 Olgaid | poye GLGLE 1,12

33 M ass b dl>yo
X J— 450,450l TransLoc ;.;Uaéi zhsswl 113

33 Slel s
33..‘.............A.....‘...........TrahSAeTiS_').éa.a Gl 1,14
34.. doddl Glog=s 2,14
34.. . dlually doazdl 3,14

34 ol olouds

35 Ll glad

35 =Moxll dous

36 cesmnreressmnsessessnnseen Le>Mo)g <UasYI GLaSkul

37 Elaolgall
37 o 382l Olaiolge 1,19

1T Guablisiag 68l 331531

10
1

14

20

Laous Klo (65391 dyyloutll Oolodall @uaz a5 i5y31

b gizall

1.1

Seall 2.1
Al Gaogll 3.1

N N N O Ao

ESVPT: [ARECHN R

S— v C | WG (PN E S |
S—| S| P YR N |

8 Glpdsdl 2

LT Wikl walgl ablisyl 3

ikl oty dsul olblisyl 4

L Aasizoll dududl HEVI 5

L I— 8y0 Jo¥ «TransAeris» jlg= Jaiicoa 6

. 0oyl Clilig sl jhl 7

14 Sl il 1.7
16 oyl dsls 2.7

3zl plasiwy yuasdl 8

18 Alasadl Jd pamdll Oldac 1.8
18 dslall Oledl 2.8

3.8
4.8

. ———C o | Y VE5. 1| Ry 9



dols d>xal 1

JIWl i Jg= bid 1.1

STransAeris ol "JKoduegn puluw” d5% Wilbgg medle JJul e muog

eyl 2.1

50 3979 U] e -JRtdl ol né s il oo aasd 1 il Gloslm Gy 2355 50
comnyall o JREAL )rall Gl Ul 352 89 s 0953 of Jaionall 00

iz pae dl> 3

Gl] § s 38 Glg € pusiaal) ORI 1 dizslonudl SIS e "oy Sgdl" 50 Joy
Ll

3929 dl g < Oleglsay wgl e oyl paidy i d pdadl Gloglsall loz anis 50y sek
O] ) of dawgio ol il duasis dlol Glod] ) §38 289 haas (5% Of Jaiall o Lilge
Y 5 Olaleall go isxil) Lol delS)l 0o pasind duzs sic Al § cOlliasll

dalaall dg=dl sl sloz dstaal\ damdl 30 ek
lilgicy

ezl a3 a8y Smb e Blc dabaill od) ezl pol)l dabiall sl Jid mzall 3o sk

i
m
M

A0S g Cig)l puds § dalaaall 562Y1 3ol polsl Al o8y S sekay Wil o)
wiiie dimad ed) ) 09% diblaie hadg dlge

l—
o
—

s 1 B2V e Jedesal) 0B\ 5y ek
Ssoo Uy

25 2 3lazdl elasiil dodlo elgil gy e AYal 8421 Je Eodall A\l s 50y ek
il dilg ] seddl yedag padly didl oW1 oo ol

el dadl gl o el oy el gyl e YA 850531 e a5 30y 0k

el wie Byl Gleys dgas e dYall ddsall 5}@2‘)“ e Byly=d\ dzys 399> oy ek

DYl 854591 Slgue e blyo d2y 3905 50 sk
-Jadly 0233l B> Wilzys d9u> e

dbasis 82V Olgas graz e @Bl B> § Lol 30y sak
< eizne i (6l (o bgus)l dolo>

850231 Glgae S e Boamll (i B> § Ao\ oo 30y ek
Szl Bgmll ooy Al § Slemdl 0o palsdl Ll Gl

Olgae IS e dadyall SN 50 sak
Alasaal Oladss ol Je Jasg g5l
claglsall e w30l d>lie

ol 3023 aizsn iy Slemdl Of e dsadaish dadlnall dse 5oy Juy
12797 pd) dilmall dg)l (30 daise 3lazdl lio (EEC/42/93

ce..




& 2 anll Jioall Gy ymi e dngydi\ dcgamall Jon joyll Juy
a2l =g
LVl &

8o Juanzg 3uxaSl Sl Jasall jlazdl e BF 53 (3m p225el) Guadhell 20 50 5k
acbuall Hldly b2 yell Co il 539 d oSl dosuall poysill g dilaxdl dzys e Jaag ol
w2l e

Slal/Jumadl ) de GbyeSl HLIL duatll jlgdl e jolall Junih Slay Sl jo) Ju
Bl & Sl polsdl Jusadll

lslin] dazlhe 85,8 e Jas 3sel skl Juatoll Slazdl e dadyell S 2l 309 el
Ldoddl Olaua) _elaseuwndl

oo om0 gzl Of e Joas GLsasdl )Ll Jasoll gzl e Josol) e dlasd) Ciusss 50y sk
sl 5

0250l i guabliziagyeSIl glaidll

csuablisall il Sl geaz § sble JSita b Bayme gl sueblisiall Gpll a2l go ool 1t

el o aubadl palsdly slai]

e J e cdbliall sl lgid e sVl dadle pore ptuws " rabll” mogll § il SN
Sl Juoss

s I edulaall Glgidll e sl dodle yoye aiw ¢ rudall” Rl § Ju=adl UM
duoloyl Odogll (e Gasall oLyl

samall glonls U850 seamad] Glisl JI " Jadll ]’ 5 @o ObEYL pisdtuall "duniyll dxiall” ) 353
LG LYl s I

e g o ¢ JaBl5 el i) pitanall " Jai ] 5 e szl o bl
aslgll Hhil oo ,3T )

ol Hlmall 830 pasviwal) " Jadll el ) &0 OL8YL _edsimall "83L3" ) TR

wamall Jlmoll ol pasasel) ¢ Jadll sl 55 zo OLEYL eiimell "JE" 3 iy

J ez Il olgsall Jaul SLall jdde ek
abass shyall 8Lall Hlusl ai a8 &l

SLul 2byaSl Goles Slg>




Al oyl 3.1

O lbdime) l@ Cdgall plascndl janaswg =l Gisb e 3>l wlead) ,L@:. ,ca;mw o< 8yle "™TransAeris" jla>
3l Usame (25 3amey ¢ slasiul o1 FrictionLoc cidloges «dlyes TransLoc wladl Wilog oo sladl Lo 0sSig
L plasawl

48 &5yl daiidl i) szl Glaodl § gt el < il dibliac TransLoc olbasl dsyl e olladl gy LS
G2l Oleadl il ge e IS § 8hamall 4L ,eSl TransLoc pUaﬁT oo Ol oy
Lysall &yl yaall dibie § Wadl Gaob e o3l blE 5o 0sl U] 0s3byeS)l TransLoc ghad Js] azy -

UL oedl;e80 Transloc ghad e dilyaS dgly slid] e (nadly sl Gg=d a>lg Frictionloc Juoge Jesy
02yl Jasell

TransAeris e pduazell (;a331) el (G391 sl dasdl §rb go vansall ol Bl gos oty

2oy gl didlyeld J»Aﬂws ¢ pASie dg=>lg e TransAeris _,SN Sgize v

dodld| Wil 1.3.1
:dJWI dodludl Wiy TransAeris _,.;zn o
Gyl dadsy -
ayllal jee jido
Bl de Gasb oc "TransAeris” jla> Jos) diisioll oY sac dldoladl s -
[598 TransAeris jamo Ju2id Cadgh ¢l 30 ladil we  «
83ammall sulsall 25 s 6l giad Jadl S50
Lad 09> (o dhis Bla] Caad TransAeris ).;>m Jeis By Hhghs oo &l Jyis ddos -
diSbudl <l yaSIl o lozdl

orbliially gublisios 4l Js1atl paymil e Jol



Jaidddl Olye 2.3.1
W1 Jusiadl @l TransAeris 3o (owaiy
0oyl dgu yulze Wislacl
Shoall dyyliad Gatall sasll ) dy - dpladl dlb olasil si3e -
laldasi/lgiSal (Seng cdliine fguay sulsall Wilslac] laus il dldtue Wl - wlgid &j- Y FAT
owlaal) 83guaia s Ol ol o U Olawt - "Jadll ] 5y -
bl Jubastiy GIUI LYl dals ] 5amell 8396 2o - duadl dilidl -
.30l yolse B dovoy gty - 83l slae]  +
581 julse 3355 daxop s - 33Ul dlae] -
(CPM) gl jlusall dxay gty - Bygll Juso slae] -
it Jlmall donayy vy - By90| 00 slac]

Aolas of &gl dadsg (xSad puuty - &gl slacl -

sgaiall plasiwdl 4.1
sblal udymall sésall o) slasidl panaze cladl Gisb o2 szl Olaad) Juas 5w oe Sl TransAeris sixo

JIs oe ezl Geluall pudid] oo gMlally Lol & TransAeris s suscu . glzodl lasuall Ol suzasll LS00l dygad]
L(VIDD) 551 Gl bl

oyl Wligse 5.1
:dJWI joliwll e TransAeris Patient Kit degooe (G958
02333l Jwogidl LS 3330 a>lg TransAeris 365 (1)
FrictionLoc &Wdoge (e OUSI(2)  «
(Jlaz] b Slegazms 4) dnbrndl Al GBS 0 0l (2) -
Jlo=wdl 2ilge 6.1

gy -



A Slypdoul 2

A5L585 bl gl dowill Gl Caun O S0l (109 ¢sliyaSIL TransAeris 3ime Josy caall Glisl o s sl asil

V' cmn gl nblogall diasne led] Jgeosll 5oy 2525 bl Slendl et
o2el) 255 bl e @i

J Glas] JL s 635 98 Cus tlade b3guabo xé WasS & el of (TransAeris 3ame dle g6 Jolod Y
Shall Jos §

Alasiul go dulall Olasall pasy J31ui ol oSKe dubll Olasall pamy ge TransAeris jime olasiul Jslum ol oo
ik Les L;I chzl J8 "pasindl Jo>" ] g9zl > - TransAeris 3

502V 040 mo TransAeris jase slascwl Jslan 18 2033 Ja3s ol il &l o _pulaid jla> dely) o

cB9y>s byl U] 33,91 Lle dolyodl Slasall slasiul $35 98 Wdpalzdl Glbesdl
Juad ez TransAeris e 51yl U] Olasmell 048 (6355 98 .zl e OULY! Lol s 48 I @olsall &
Syl ddle dalyadl lasall Jlesiwl Jic TransAeris _,:zm

2 b lizall gyl @ plasutl el e TransLoc wiad »7._!@ «(MRI) guablisall 30yl yguaidl jlisl -
0 el ol 3L 5501 TransLoc ladl slasiuly pusé didac ch=] dic guublisall o)l poaill Jlis! dhal iz
cgeablizall Gl ol sl b g sall

<FrictionLoc Juoges ¢TransAeris jamo Jlosiwl oVl 1 5o ® +(MRI) (guublsiall 5L pguaidl jlisl o

Ol pguaill Hlasl =] Jd pasall o WlgSall 0o Al Lo+ gubliall ol 2o ! LSl Cadlly

dalaio 3 (TENS) Wadl G2k 05 el 3sesdl sl Jio ¢zl 3lsesdl snimdl olaskinl ooe sy«
8Osyl xé szl Olasdl Gl Gasy 18 .4k Sl CladYI Esloge oo Wyl Haall

dogall iVl (AN o J)1) dlasinall 1 duogall Gl slyzl oo sguaiall e puaddl WSV Cuizety O Gt
w0l 3ey Jas gz ol o Blsll panll Gyl dlogall elli &3 § ey ¢, <l sl

1.2

2.2

3.2



Jasdl U3l Sleadl plusiial olel custy o)
£l oo Ogilas (Ul so30dl s laadl slasiul Olol ity o)
bub wis (ECG) (all dygS babasie ddlye o - gl ol go J3lasll )Ll chzl v chavall Lo gl 511

o eJelad] Sgims 093 ol Glslac] pais Lo (JS16 3925 dasdle Ao § L ssuadll whlacyl Je sl dilec
al] ol 83amall a5l ,as)l OUadYI ol

-Solshll WV § Olazyll | e d5b,4s)l TransLoc g:JUaéi 2o el ol
430,48 doa) Bleyll puie popst I D (635 98 Lo

O 0503 cdhulolishon oS s A3l Gl Josi | 8oVl sy S 3 gl lisaeg oSl JS1udl 3o o
wazdl (dily Sl Wlasall go Gyl cly yoldl TransAeris olas slasuwl ic .TransAeris dakail 2o J3lus
Al Jas (o Skl TransAeris _);m dals

lawd ol wlbls! J] TransAeris jiswe gliog ((EMC) (guablisios yaSIl @8lgilly dolsdl dadyell Sloghmall gLil oy
0531 e 0,86 of 6,31 4l o901 850591 o TransAeris showe J13 dlol o dod) . quedolicios o1 33190l sty
Olisdall of CIN @My &l polsd| TransAeris shme ge )31 Olisde ol G slasiiul Cizd x5Vl 43l 451
REREW)

Gl il Jad doldly dgesedl GYLasY] Glase) oS :dslwill Glasdl Gayb oe ©YLaiVI Uu..\ RERCH]
0o W8l delusiiwl Jic TransAeris );m Joc doduw e poyadl Liau 1didl Sl dudall Bluxall e 5353 ol EAYW|
LOlaxdll 0dn

A
= <FrictionLoc Juoges dluogs pas ge LSl TransLoc iad Guyé dsy A2\ :(ESD) &iSLul £byas PR
g2l djlga) o el pued Lz ¢ 3LsaSIl bl 3l ) Jub - dyesI OUadI bl 2o Jol=dl wie Hidl Fe8
é.ul:us_,eiﬂ

O3 oSVl ddye Jio ¢ GuoSYb duasie din & TransAeris ol Jlosiuwl cizd wany 1l sl go ol
35 Gty 48 9,1 ST ol oSV ol eslogll o Jlsitd) ol (60055 bagls o Ly ol el bl

ol 989 ol 1y gt

4.2

5.2

6.2

7.2

8.2

9.2

10.2

11.2

12.2



/N Wilehe walgll lblasyl

3

dioye duig syl SYEVIRESPTE 209 -l day )l dlosiwl ddgige e Loy> dilisy oylizly TransAeris ‘,.n_m»f PN
Hlaedl § AW OlblasYl gog v (TransAeris shmay @b 48 1 )l iz < bsseall gl te wasl)

- dSlgisll Jsdl oYl 1.3

Jiz ol ol sgus ol eyl slaxi daxis Sam Of oSey TransAeris shal Jusaiss J5 @l of cdall_alsy of g

1 Lo TransAeris il Jatmall Syl 30l Jady of oSess
dollasl eac 3T @929 pAS -
(el Jases e GIUL LYl IM2) dollasl sac of ladiusl 3929 pic  «
dbls 50 whlal
Gl gyl Jame) Ao j s -
BUall ol 538l ol 30l of eJamall § oSl olais -
Juad o odyylladl 8l (ol s U3 053 _alg cdBlall ol 83l ol eyl ol cdasmall § oSl olads D>
ol 02y el lonY "JSaasena i &S e dousy JUailly cpduyell os TransAeris sasw

P e lgtasMoe (e Ligac ol Hlpal 6l oo il dandl Lo (TransAeris sasel _slasiul JS Jd - doasdl dll>
solie guas ol ey ol Ol Jlass ol cay_aSoudl Hl Jos sac ol cdide g Dl> § TransAeris saxe slasiul
& &l OMogall ol wlaladl gl aSsull

il &y 8 babsal sazesedl oyl Jio b39.05a)l dlein¥l dygumdl Uiyl e TransAeris jame shl digy oSes

b panyell e dolasciwl (e slgodl wic jlazdl oo palss La=ls pan ye ge slasuwd TransAeris _,;m PN
L9l Janl Ul dolascunl 8sle] (6355 98 Cum £3lgmdl alusuil 8le|

J UL b sl I gauas ol ¢ ol 1ot Juogill (635 48 - dbiSlg ™ FrictionLoc c:3loges (TransLoc sl
el plasil Jb bl o aasl) dalsdl by Aol eIl OUadYI el yasd (et TransAeris s

cdolasiwl die Ay sall e wydlly TransAeris jase 209 Wb oy « LSl o gl pall Eblis izl

owlisw" &S edlac doasy JLaiVl sl el i J) 92 i (S Beasd youad ¥ jlamdl of s s 13
oyl su 2l Olosdl joldsl cuws Y 48 TransAeris _;l:m ol ells [T CRUNERIR | CR W)

2.3

3.3

5.3

6.3

7.3



A likelye wzlgll dudl lblisyl

4

dioye duig syl SYEVIRESPTE 209 -l day )l dlosiwl ddgige e Loy> dilisy oylizly TransAeris ‘,.n_m»f PN
gl bgnall gl ge wasl)
eyl § &1 OlblasYl @by e cTransAeris shxay gl 48 &l el Cuizdy

& Ul I 5 dsladl COlS 13] 83> &S3t5n dovuad o eyl sl daghoyll ro byie Sgimel samall G5 i
JUaiVlg ¢TransAeris 5o Juad b b3l dodual gl yly=dl ol cdighyll 5o bybo gl Jlazdl L2339l ¢ sllaill

S Is0sn pualipw” A5 Mo doasy

g ¢shmall puShy 48 Eus (TransAeris i bliwl Ciod 15Kl doduall Comn Al o TransAeris 3o dlos
0855 Ol U] @ Lol &Szt dadlodl § TransAeris she e blasdl i 4] &2l dic elasadl dgie e

' ) Aolasial ] dols s

oeTransAeris jase gy 18 Cus £ JSlgudl § et iz cdaghyll e dex Ul Yl b TransAeris jaouw dilosd
2] ol wie elasudl y3gi0 51é pays cJosll

S5 sl gy sl ol 50l betall BT Cileioss gl iz

Jlnuls Wil aidyss ] asxid 63529 cgiuaall & TransAeris 3axe Sl o> oy TransAeris jime gud dglw izd
@ gl pleall

1.4

2.4

3.4

4.4

5.4

Jlro § desdlall Oluplanll Gaubs by wOldiiunel| § TransAeris shmel asdud! s3I e 6,591 diull Jolgsdl 355 a8
TransAeris jamuey G 48 1 disdl HaYl gio e il dodludly douall

doiznol| dadudl HBYI

5

‘_,14 L TransAeris olas olasuwl (e doxll dloised | dudud | HBYI pouass 98

sl -
S| glal e

dizdlm ylmn jlezdl e 2 gl
o o JLyeSIl Caall B
Ll sgasll -

R

55l e Ol ol I



8y JoV TransAeris _,.::w Jiics 6

0 gzl Justd g 2y ol § 5ol dilac el oo 120y clldg cabizall olasudl e gy 30 8al TransAeris i Jas
lgsd bz ez 1 JYN8pall & G LYl sl e 1" e bl o Jaidl <Ll 53 e sbasdl go bl Gasb

e ohedl 2o lasuall iyl e jlazdl dBlb Juseis oSy el guc oo 489 TransAeris ol odiwl wie 1.6
PN @]Jsb.ma.l’ alls ¢ daall " 5 [ |

AV @l slas esd dmabioll Hlsu eusiuell il o5 ¢ Jeidll ey dols e migw 2.6

TransAeris

SELF-TEST PASSED!

DAY 1 of 30
PRESS 1 to PROCEED to STIMULATE

TransAeris yamo Jaid sy dols - 1 JSadl

& ball 4 3? g2 30 80e) yestuny sl panY &5 slac cay pacg (TransAeris jaow Jusid Bl pasvunel) oSey 3.6
dslial) "1 e bhiallg " Jadll s ) e et

s Ji&.\"_s cdalasiwl oo dJlze gy 30 jgloxa Y L TransAeris );an Jais Jumas | oGV 28 slac i $25 tdasde
ROIEY



592 30 Bue) e 6\“ &9l ,3 2ol a8y )by ub L uoye oi ¢ oL 25 dlae Joid =0 )59 4.6

TransAeris

SELF-TEST PASSED!

DAY 1 of 30

PRESS 1to PROCEED to STIMULATE
Wt e e |

g3 30 duad yoiud I )9l slac edy dmy TransAeris jasw Judd ey dils - 2 Jsidl

szl b23) soleoll drarg paiwall plowdl e ¢330l Al TransAeris sisme dils ooy ¢ sasiuall dnylio dic 5.6
(9

ks 925 e g2l 0o palsdl 85,0 samall paymy sy 30 8aed said S il 993 oo slgi¥l W 6.6

TransAeris

DISPOSE of PROPERLY

(s 959 e 5lamdl oo palsall 23) TransAeris jase Jusid deodo clgil dols - 3 Jsadl

&l Igosmall ddball SLladl oo palsadl Slela] Gayb oo dis palsdll G2 clasdl Jusis deodlo elgisl 3oy 7.6
bl |



02yl Wlislig aSadl Hly3l 7
Sl sl 1.7

-TransAeris 305w diol3dl joleall Olslaclg Wilbgll § aSoil) doasiul| Sl oy ess ¢ awndl] 1do 3

<Gxnpese

TransAeris_',aaa 8 =3l 4ly3i 1.1.7

w050 JS Olllate gl lay sulsall dnayd duwlio @dlse § Azss Lgil LS TransAeris jhime § aSoxdl Hhl sl Jaudl oo

ooyl dsls 9 18L&l 1

43Lal 10 2 8Lall 2

ka1 Ll Jemis Bl / Jumis 3

boll gy 12 85l Jaso 4

ssby 13 Lyl Juis Bla] / Juis 5

Juss 14 38d1 83 6

sl 15 Jaall ele] ) 7

dslall Jyis Blal / Jyis 16 dundy)l dslidl ) 8

TransAeris )Qam 3 oSl )I)ji -4 Jsadl



" Jaadll el 53 2.1.7

0Saiy 5> batly )3l e e bl g abagta ol 5T 03 sl Jas s e p3ll i Josy
53 dadsy 4l Ul Jsogll pe pasiuell

"l Glay) / Ju2I" 55 3.1.7
Laksid Glinlg d8Uall Juseid H3l 1o e Mdadll sl]" ) e lhall go el

(G331 OglL) 18Ul 5 4.1.7

BLal Judasi/oSes USy «d3idl jlmas polsdl 1 8Lal jlasl 3l lie o ¢"Jadll elal]" ) @e ool

(&)¥1 5glL) 2 8L ) 5.1.7

Bl s/ e IS 83l ylmes polsdl 2 Bl Hlusl 5l 150 guows ¢ Jadll clall" 3 2o a3l

(&a3Y1 OglL) 3 8Ll ) 6.1.7

.slall 5/ Sl ldSg 63l jlmas ozl 3 sLal Hlasb 3l lis MJas)l )] ) oelydl
s x 9 Jmay oo BIrCdt) ) ") ge )

(a3 ogllb) 4 8Lal y) 7.1.7

U] Judas/ s Sy (63! Hlsas polsdl 4 8Ll Hlasb 53l 1 mas " Jadll <] ) me pelill
Toa ")) @e

By9wl Hly31 8.1.7

RATE . . S0 T .
B9l (0) ulseg B9l Juse sulse Jads H1HVI 040 mewd ¢"Jadll LR )3 go (el
TIME
391531 9.1.7
INTEN LG .~ o 1A el el
£032y9 )Blz]l (B} _,ulsm J.\J&u oVl ede feamad J.n.a“ :ln]l 2 @R Qol_,-Jb
FREQ



solzall s 4ly3110.1.7

Lol ol Bylisall ulsoll 83033 )bVl odo ol ¢"Jadll elal]" ) @e ool

LB Jaasd Bliy] / JuES" 53 11.1.7
gl &yl Olgiall (xfaty pasiianal )31 150 gramy o Jadll cl]" 55 2o ool

T
J.

"Gl Jus GLE:E!/M" ) 12.1.7
G 05 ol Alasiial 65y lalaasd o &l iy xSy 131150 iy " Jall SI1 ) e G0l

OFF
Lo 65331 bl Oldac e Y losie sdsall 6 5l Sbbhusl Je lsil) duadl &gl
"yl dinad1” 3 13.1.7
ﬁ il dlos Jubasig ¢S Ll dals U] daladl 8392y 3l 140 graws ¢ Jadll <l2)" )5 2o el
(R )

ool dals 2.7

aie oLl elazly ol jhil Al Hlasly edyyladl HLasy Gl HLasYl Ty 1 le Gasg TransAeris e Judd i

o o oe ety ety BT LSyl Jless]

TransAeris

SELF-TEST PASSED!

DAY 1 of 30

PRESS 1to PROCEED to STIMULATE
el

el el Blal By93 bawd 63le] g DI lasdl Ol o (s TransAeris 3o pdymy «GlUI syl plos sace A §

Buclunoll e Jgamld "Jodungas pulises” 8856 eMac doas JUaidl coz el puana yims Al



ool gyac dlgs oo iy TransAeris s of J] s "dayladl &b golassl”

TransAeris

SELF-TEST FAILED!

LOW BATTERY!
TURN POWER OFF and ON to RETEST

Aol 1 aSoll 53l 54l Y laic e JIs- ) 53 «gilaall dog) § Uas»

TransAeris

SELF-TEST FAILED!

KEYPAD ERROR!
TURN POWER OFF and ON to RETEST

2l ol  Uas ol damane Wiy & Jitd e 0¥ @ slladl Uas» 9 bl Uas»

TransAeris TransAeris

SELF-TEST FAILED! SELF-TEST FAILED!
DATA ERROR! SYSTEM ERROR!
TURN POWER OFF and ON to RETEST TURN POWER OFF and ON to RETEST

3311 Al TransAeris s poymams 1> y3lls «Jadll el ) e basol los UL HLasyl Jlais| amy

RATE 15cpm  TIME 1.1sec
FREQ 12 Hz BURST oFfF

100% 100%
PULSE
INTEHS!T‘I’
O

ON DAY 1 ON
ST!MULATION ON




o2l plasiwd pasdl 8
Alascdl Jud paxdll Bldes 1.8
dousdl J>1.1.8

Sold gue le 3929 pac o Gasill pansell e bye IS § dolasiiul 8 G _re FrictionLoc &Slogeg TransAeris 3o pasdl
JS § TransAeris § oSl Sl Jas oo Giss Loy0ls Ogac §T o cilS 13) FrictionLoc ¢iSligeg TransAeris samwe edsiud Y
il dogs Ji5 B0

3hmme slusiwl sac g LaiasMe oSes wesc 5l ol dil e LSl dawdi az (TransAeris jasa) olasuil JS 6 1au
of Olsladl ol aSoall polic gauss of cdy possll Al Jlass ol ey oSl shil Jac oae ol caide gauas dl> § TransAeris
& &zall Mgl

dsll Gl 2.8

o yladl dBls Jusii 1.2.8

el _alusiadl 5o oadl a5 Uy 30 dylhal yac ghy - diladl yoc

0aaall Jusiall a1 2.2.8

= pasall 9o ¥l Sl O3ke a8 OIS Cblogey Latiag TransAeris s oo izt Y 1552 pansall Juaell I K
L&l o3ladl seasdl W3 FrictionLoc wisbdgas lgluogs ey «( ;a3 gl = o sall oo el ildly eyl ogll

FrictionLoc J.ogs 3.2.8

sy . pay el Juaiall Jills Wl 3l o pabaiall xlasl udadl] ge Juas 1 da=lgll oe 8yl FrictionLoc Juoge
0Sas (a3l = Gan sl e peadl Gilsdly @yl gl = pan el ge ¥l Coladl) Loske s W3 FrictionLoc Juoge 3LIS
507l 33 Gk oe laghady Wl Gasb oo edbyeSl bubdll Juogs

Jadll zlae

393all Juogall
Byapall Zuilielly
OlgiVL

(533l Juogall = pan el oo pedl Calzdl «@))VI Juogall = o yall o jwadl iladl) FrictionLoc Juoge - 5 Sl



obaadl GlseSI dnill 4.2.8

TransAeris )::M Al GLyesll Cadll - 6 YS!
Jlaszay|
Ousdad | (5uibyeSIl Gubadll Jlessiwl Ju8 dS0y 83aall dalniall 3 EEESTIRVEN | RN e
e 15z logiasts o5 cdblgll dilladl s Lagibls <FrictionLoc c3bos se durd| 5l gl el Juad Ci
-Gl 5uibaSl uhdll dey> § ddlgll Sladl bl cay oo el

Ol 535801 ubadll A1)
ol § die 5kl dadall iy caiblo @iyl e bl 350 adll D] 53978l 0o % loie

81 Bl " Jadl” Lol e 6531 e ol SLaS)l nil] @ e bl 35Sl o] slasil 831y

o5ly daleyll
dandl d30,6501 GUadYI (3350 a3y elasawl JS e
Sy b o §

022559 (@Ml by 5l B8 slall po Whad @iz dBLo] G1yb e )ySiell Jlesiedll Greusd idoll o 9%y 98
3ol oy sl ailias Ja ) <lalb byiall @il (6350 (3Ll elggll xbad|
13> dold dbgande
izl W2l e gog Y
gy cluwadl s _al loie Gyl 3l Gl o palsall Giing

o aoly a0 e Al saas (bl Glses)] sl



2 5Lal 4 5Lall

18Lal 35l

TransAeris _',fw«dl

'{YNI\FSE

Biomadecal Ini

FrictionLoc (,asi - Ose3) FrictionLoc

(@231 - slest)

FrictionLoc UMoge
OlgfV B35l

o2l

lgaall Wlsasw ge TransAeris 3o & 02l Jrasall JoIL polsdl FrictionLoc Juoge - 7 JSidl

20



3Lyes! TransLoc wikad 5.2.8
(= bd1) 3L5e9l TransLoc s slas]

adl) ol Gylall slae] Loy caladl Gy oo als G2ldl Llaedl § 456,480 TransLoc Olasl oy axy
.FrictionLoc Juwoges dluogs Ju8

“drosil Gugisg JYl Bl o il ghd
Jwogdl pugis

Jsayl byl

~N

Jayl 8yl @e a8l TransLoc b - 8 Sl

I 05dad| O3 2landl 2o ¢ Juuogill pog239 JS3Y1 Bl G dlusell o 0 G5 ubniit] @hiy od
Jrogill pogss dilasiy

E55all il Bazg § sl Bale 055 G Jposdl pasy Sate sl 055ebsud] 5l Mo

B9l OsSeeudl gl

\ Jeogill pogas

gl 055l L9l Juastall Jogdl ugss @o w8l TransLoc ko - 9 JCadl



Al Juogs 3.8
.FrictionLoc iSoges (aa el Juaiall Bl Juogs (b TransAeris 5amw délb Juseid Wlil e poydl wao 1000

:TransAeris ol Juosd 4 sogall sh2yl b lesd

(835yadl slimll Ba>g) 3Lyes)l TransLoc bl Jlail slas] 1.3.8
210 K2l § ek oy e 3Uya801 TransLoc wiad) waall Gyl 095 of e paysdl oo
Sl Gliall 84> 3 plastdl) Bols cuay > Juosil pugds oo 3loll gSebuad! Lol e Blasl i
8.3.2 sl J] JEY! it ¢ Jwogill pusd 00 andil]_adais 3lels e lgll OSebuad| Ligl W3] s 13]
B9 098kl 951 Juosill pugss

/

Glal a8l Gyl Juasiall Juogill pugis &0 wa,ill TransLoc b - 10 Jsadl

B9l 055l Ll DL iz <FrictionLoc Juoge & A3y Gale byl TransLoc cad e loic

cJwogdl pugad OV LaiSiuw

Gl OsSaludl igiil )
\ GgiSall Jmogdl pogas

o, TransLoc yay Juogdl poges Lassl - 11 sl
-FrictionLoc Jroge J=315 zuovo JSia cawlind cubddl cly>] bole] wou

Jpogill pusrs Bb g Ken 398 Sk kil ghadl

22



23

5= el gl

o2l d)b\ SgdSall Juogidl pugss

Alasial Bol> ol o ,dll TransLoc b - 12 J<al

-FrictionLoc Juoge § dllsaY Gol> 3byesdl TransLoc ad @wi

vaayell e FrictionLoc g8gs 2.3.8

-3Lye8l TransLoc wdad 9,5 @890 e diybe e FrictionLoc Wiloge guo

839 FrictionLoc Juoge

5 3d1) @31 FrictionLoc
(02250l 5o eVl Caldl) ) @) Juoge

(o281 50w

Al 3Lye8)l Cadll e Frictionloc Juoge gioge - 13 Jsill

Azl G3yb e duaiall &by TransLoc wladly FrictionLoc Juogo 3.3.8
1 Lo gl ¢FrictionLoc Juogas al=dl & 5k (e 450,480 TransLoc glkéi by

.8guxll (10 FrictionLoc Wdloge @;l .

Logigae o0 dibandl 43l aSl QU o (2) oul S5 -

.FrictionLoc WMoge) Gusdawd! (el yqS)l pubadll Juadl -



oAbl 3l il

FrictionLoc Juoge

oAbl 3,501 il s FrictionLoc Juoge - 14 JSadl

(o250l pal il Je rasVI Juogall o9 et Lok i yal) ruddl Ciladl e 391 Juogall 29 atiws)

SJadll ) @y 950 16 JSal & Oue 90 WS ludl J] e "Jail" plize of e aSb

doz Jl plaall eh 5 o3
"JaBl <\ @9 Jf sl

FrictionLoc Juoge - 15 JSll
.&dg5y > FrictionLoc Juoge 3 log) yuaasell Hd3aell g OolyaSIl ubadll e dad S J>.\|

ENERIC R IVE POV [E e

30,a801 OladVl Jsa] - 16 Sl

Bl g0 3y G 17 Sl § Oseo 50 S cinadl )" JadII" pliko >

FrictionLoc Gibllas Jy> 8 sy S e dl> 035 J] 5B Gbyesdl sl Jgbo 535 45

24



25

222155

/ FrictionLoc cablas
i

Ol dgz | gliaell o5 sk it e i

«Jadll» zog JI
FrictionLoc Juoge - 17 JSidl
Jogall J51 Lagils 2,51 $8 0l el Gubadll ool

2o Jl x5 e plidall > 55 celisall s 39290l ol 53 e bl ¢ 3568l cadl] Glowdl dl>
Sgdosll 03 J1,S5 @e (" Jadll cla]”

Bk os Guxtl bl gy Sl oo die e v yell e by (bl Gl caill odl sl il
(022300l oo ol Qiladl = a3Vl ¢ el oo suadl Ciladl = @)3V1) .l

FrictionLoc Juogesy yauyalb Juaiall Jo 1 4.3.8
1 e g4l ¢FrictionLoc uogas paysell 16 Juogd
Bgasll (10 ds2o ol pau yell Ji5g TransAeris _,;m a_pl

Ol 5ea Jomy 51 @8lgall pliall (3 FrictionLoc Jbogas g yell JIS o 0l Byopell cidbogall Jio
snbiall

TransAeris ol Juas 5.3.8
: kb o gl (TransAeris 3hme (o WM Juad)
TransAeris jase ddlo Ju2i5 GOly| (o G
.FrictionLoc &Mogey v yall B oo OlglU byeyall zslaadl wld Wilogall Juasl

Alasuiwl 83lel Cuzd JTransAeris ol o palsal cou (TransAeris ol slascuwl go pau el clgil di> §
$lell

)l ol bgil) pdymiy ¥ s pal OlSe § hmall @i ¢, byo TransAeris ollas skt o el O 13]

8yo glanll &> o3 ¢ pyadll ) e basold FrictionLoc Wdloge A eyl @b b)) @asuw vyl 06 13]
a1 ] g ] 651

oausall 5o Gl il yaSIl daall 31
@bJI b2Vl sy Cuwlio JSis il ,a801 TransLoc @bs J>‘;l



25231 55

Jlgbaell ehyoi i
" Jadl s\R" @adg

FrictionLoc Juoge Jas cl=l] - 18 il

.FrictionLoc Juoge e Wadl G,k oo (udl Sl Guladll d)i
bl xSl il e FrictionLoc Juoge J3l
blazsyly (dagiSoll IV dasis zo «(edleS! Gebaill B L uwlia S il Gosb o byl oubadll ol
v sb ol @o bl giol ol o AL agy
Alascwdl IS jladl Cwls 4.8

Cuc sl va | Jlestinl die & Zgomall ju& Jouogll dilel (o 353 dabaie § dmo9 L cTransAeris _olasuwl aie
- Ol 58 ol

sl ISy simmell 43 e ghall R8I pay Of Gy

dolassil Jud jlazdl Ganlas 1.4.8

I pszdl Jilguns ol ol gkl ) 4 duolsdl 3Ll TransAeris jame ooym 18 jlgzdl @alsll slasal s
Dlg 14,1 sl J] 92l (258 »dinaly eh] S & delasiial aie ks TransAeris saxe Ji of e poy>dl o
saal @bl e e JJull s &

26



27

Alasayl Olodsi 9

Je w2 .(VIDD) sl Llaadl elal I3 e ez Wl eluall puiid] oo Ml Hg)l poheY Lauase TransAeris sl us
20o9ly Il 4l e U5 52lodl Lloadl poLisY &30 el s> 33531 99 5l yolse s Cogall

duolydyl wislacyl
o2y JS Oldhate culi by slaedl laws >y guadll oo oyl slaeyl e ljog.ua.n TransAeris 345w db

2% 38l 53

3o 12 BEICN IR

&1 B9l 5o

(CPM) d&,5101 § By 15 B9l Jase

i Sl &l

401 Olgidl graz oSaS S Syl S5 58
lobas) isunn 41 il gonzr 25 o3 Clgidll sama 30

a0 055 Y loie " il Hlo" Dol oy 1 dymy ¢ sriill didac 08 TransAeris e 095 loaie $alall Juiall Jés
Wbl deasdl )l;j dae uoye e ¢ pasudl ddac U8 TransAeris

bVl Juiidl 1.9

VU 00 23 ol Jae batis) "Jasll Aal)” 55 Je shardl o batall | 0 | o

alsisd Bliy) gl TransAeris jamo Jusii 1.1.9

:TransAeris jaso Jasdl

ABladl = o5 o sl ) e bkl s " Jadll s&]” )3 e shaiwdl go baal -

3T g edyylagl &l szl sl GUadY S99 5Lasy I L3yl Tay 1 o Sasy (TransAeris jhme Jyds dic
JReti]

ALY " e ke el G LY JlasS] aie -

.45 ,aSU1 TransAeris \,:U:éi Al U] dsalial) "1" ) e ol o3 ¢"Jadll k&)l ) e jheiwd] go ol o



TransAeris

SELF-TEST PASSED!

DAY 1 of 30

PRESS 1to PROCEED to STIMULATE
el

TransAeris _,.u:ua Jaid - 19 Jad|

iTransAeris jamo Ju2dd Glay

Asladl Galas g il ) e sl g " Jasll e’ ) Sl ylyeiwd] go basual

Olgdl wass 2.1.9
1l dolsdl solsall lana) ol clolis Blisy/lghania) ©lgid i s

b ol delis Glal / lghais wglhell 8Lall_sd) e ol s ¢ Jadll el )3 e lyeiud] go basudl
L dol3dl yylsall

5Ll Sl N o gl (LA ayuss i

@]1:2;3;4

sl sl sl

RATE 15cem  TIME 1.1sEc
FREQ 12 Hz BURST ofFF

100% 100%;

PULSE
INTENSITY

50% 50%

ON gk ON ON g
STIMULATION ON

TransAeris );aa Olgid wass - 20 Jsadl

28



29

Bl daudbg 3.1.9

Hlglas gl sl 33 bawal
Lobas) 5isT ol Basls 8L HLasY 4 513 512 ol 1515V e ol o " Jadll clal]” ) Jhe yhoiwd] go lasuol

L@l)l@b}’ "vadll B3s" Jmulb&o3w:owl ) Je ol ol " Jadll elsl]” J_)J.:)I_,A.«u)"&b.h&ol

d.lmguml

coslaall slaeyl Jl Yoo Juladl of 83U 55 e ol s ¢" Jadll clall' 55 e slyoiwdl] @o basdl

!

i

wren | | 4 3|12

1] (&

RATE 15¢cem  TIME 1.1sEc
FREQ 12 Hz BURST oFF

100% 100%
‘( PULSE
INTEHSITY
ON

9,.[‘ DAY 1
STIMULATION ON

TransAeris 63 dadsg - 21 sl

aydl dadsg 4.1.9

rabas ol 3hmmall 230 olsdl 33Ul 335 k)

28 &1 ylgby 5301 Jaul s 29 sty 3331 35 e bl o (" Jadll <] 25 e sbeidl go bl

ﬂmnaual

coskaall slaeyl Ul Yoo Julail of 83U301 55 e ol s ¢" Jadll clall' 5 e ylyotudl] go basdl

s,

A7) [~ 8

RATE 15cem  TIME 1.1sEc
FREQ 12Hz BURST oFF

100% 100%
PULSE
lNTE NSITY

°N DAY 1

3

STiMULATION ON

TransAeris )Zm 23y dagdsg - 22 JSadl



8y9 N1 o) daudsg 5.1.9
s of c3alodl Glowdl e &yl el dglas S 0955 Gl Gygall (30 bavid

ol 18 &l Hlgby "oel" Jawl bas @og sty Cosll” ) U bial o ¢ Jadl " 3 e sbaidl go ol

sl slacyl Jl Yooy Julisll of 830301 &35 e sl o o Jasll clall” 53 e shyesud] go basuisl  «

NIGISIE

RATE 15¢cepm  TIME 1.1sEC
FREQ 12 Hz BURST ofF

100%; 100%;

PULSE
VEso% 1V |intensity| Y

‘{' O}' DAY 1
STIMULATION ON

TransAeris ):pu.u oepll dadsg - 23 Sl

89l Jaso dadsg 6.1.9
ey o ¢zl ol ] el dac 3l _ous Gl Bygall Jase Lo

J.Sdal_,leb}i "Ja=all" J&ulb&ijgsdwl 2) e ol o5 " Jadll ell]" _,_)Ul.:)l)nw)ll&nbsol
)lmmzwol

coslball slaeyl Ul Yoo Julanl ol 83U 301 55 e ol s ¢" Jadl clall’ 55 e ylpaiud] go basdl

1 7] [« (&)

RATE 15¢cem  TIME 1.1sEC
FREQ 12 Hz BURST ofF

100%:
PULSE
v fso% INTENSITY' o l
2%
ON oN
A

ON pay 1
STIMULATION ON

dadbg Jusme TransAeris );:w -24 Jadl

30



31

BLAl Jusid Blis] / Jusi danbsg 7.1.9
laldas gl Wlgidll pesad)

"BLall s Bl / Je2is ) e sl b ¢ Jaill sl )3 e slyeiudl @o lasudl

3] (&

Ll Jasaiss Byl / Juseis dadsg 8.1.9
(33l Sl e Vs «Olgidl] mrom e I3 G ma) a5l digll gy e

gl ks Bl / Juis” 33 e bkaal s o' Jaddl " 3 e shaid] g bl

al (&

iyl L3N didsg 9.1.9
:J'<.‘ X I 'J X
Pl oLl 5y e bsal g5 ¢ Jaall dal]' ) Jhe syl o lasudl

w531 By "I Y1 dslis ) 83gmlly ¢ il adgh I U3 (535w

d|

TransAeris

SELF-TEST PASSED!

DAY 1 of 30
PRESS 1 to PROCEED to STIMULATE

TransAeris jasu duwiy)l dsladl digbg - 25 JSadl

281 e "Iaduage puliaw” drd Jtaws JUaiV! (2 cdishas ol golipdl @lslae] olio Olludial ol dliand i o)
. y9giall



sl W1 LS <l>] 10
sl ST sl el w odiugdl e JiS 1,10

Olgiill gz Juid abol

1007 ] 381 83 @&yl

35220 I 5811 5055 28l

detall Blayl gy e "EI" @9 055 o v
0aks Ly qold S ol dasle &> & -dVI 8Ll Juis g 23 ezl Bam e HudlisgSIl Gl o il S i
aiy ) 13l9 ity o BLAI Bt duwd 0203 ¢ )] ST dasMa el > § - )LisYl B3lelg (14 ] 33101 3353
-QLseSl il dlbly 8lall Jo245 Sla] cend

L8L6 JSI odlel 83ylgll Wilghasdl 4,8

-Josl I ©lgidll 2oz mo sl S

S plasidl I Gaxi a8 I =3Vl 11
clasyl yoye wlils 1.11

ezl J3s Dl 8l jolassl las lhsdl Lis poyms - d)ladl &b golasdl

RATE 15¢cepm  TIME 1.1sEC
FREQ 12 Hz BURST on

100%, 100%,
PULSE
2%
ON ON
-

ON par 1 WM
“‘Low BATTERY

TransAeris 3am dyyladl &l polasol las - 26 Sl

s § dylyanadl dsblio et . el IS §5e8)l Transloc cdas J) olasVl byg8 Uasdl Lis poym - GseSIl el Uas
el 30seS)l il Juad ol ¢d305a8)1 TransLoc wladl e ST ol a>lg

RATE 15cepm  TIME 1.1sEc
FREQ 12 Hz BURST oFfF

Fil=l]

ON pay 1
STMULATION ON

TransAeris )E:w 3Lyl TransLoc s s -27 Jsadl

32



33

okl _plasiuyl IS youal 4 I Olgaidl 12
Olguid] poye wlils 1,12

L5|Le~:_)..\aw)]pu>u:u|yn]| > Juszis Blay] wie dalidl 03 5k - Jusicdl Al S 3811 Olgi8 o>

RATE 15¢cpm  TIME 1.1sEc
FREQ 12 Hz BURST oFF

=

OFF pay 1 OFF
ULATON STOFE T

Jetidl 08 ) o] Olgid @uax - TransAeris shom - 28 JSidl

Aoy b dl>ye 13
43U o8| TRANSLOC willadi zlyscil 1.13

ddac 6y255 450 8l TransLoc Lladl 5] s &3Syl dlisll 5a>9 B ol Judy el o clgiVl am
diy sy 3ty 2l Gasb o oo dladi oo d5L5eSI QUBSYI o G25b 02 Ol Oxilogall dalsy ALY
Bl o b3 § iy d diy by ponas 2o &85all QB aglais sl ] dnilly dilos

ddgalell I3 Tloudly cpugall dic (o TransLoc wubad ghad o b ddoc Jugud
=l dg=ly § divaie blas l:g‘l 2258 e Josg dlidw Hlue &3 48939 lgusuw JSS (Jliedl) I3l

ezl s 14
TRANSAERIS jamo Cilass 1.14
1Olga

23 Ul d>Jl wie TransAeris Jhowe LAl Loy

o318 )1BY ezl popsi U] el (635 48 s £Cadaidl slge ol cloll § TransAeris jime yet sic iz
TransAeris jiswe Ciubais Olelyz] gaomd diudaall Caidtumoll Olelz] 26l - jlozdl sl

9801 e Basimall Oladell sl gl gl LI U] TransAeris 3ase oy pic g tdaslo
Liamell BlgSell 9l cdsomdll Oliuake sl cddsll GlS ] Slodel] 040 G355 18 >



dodudl Wilog=s 2.14

yal) oy § ol 9l el bgauw dl> § TransAeris 3o e dodbdl Blogad el o

Sradl paxall 1.2.14
:TransAeris olascul lgad o 80 JS@ QW s ol 1 Ollac eyl Cou
el dole ol ESe ol & 3929 pac oo 385 -

< oSol yhjl msen Jocs clgdl Jids 22 0o GESS -

byl yamill 2.2.14

TransAeris slascil lad o 30 JS § AW Liagbog)l pasill Gllec >l
bz e e G LI el § Slamdl gl 00 g5 -

e ISy Jasi Olalally ool sl of e 383 -

dioyme péy cFrictionLoc Wloges edw 923 Je duaie ya yall 3L Qi 0o 3855 .Ml WMuogll gz paxdl -
.k.OL.U’ x

il a5 J] doxid (63829 cgaall § TransAeris e 3lé olS>] ax TransAeris jhxe dde i Jolos Vi oy 1
4 ool plaall Jlalg

dlually deasdl 3.14

5% Mac doasa Juail 83amall Baall 8 5lamdb I Bga> dl> § L dilually deasdl aclaz] J] TransAeris 3o Tl Y
ol Jl 0o Sledl gy "JQasese pmalise”

Sl 81 53 (25 ezl (il duall uale e TransAeris gz io §2,8 jlaz JS 3453 Judud ady deld o
Mo 61§ Slazl

ziedl olowd 15

Jlgzall slaszall o Loy 30 el guitall e bog suall e Olosiall § g dbdzl (1) Ble TransAeris sasal oolid¥l sazll 2l
J e I3 I @ Sy (1) 1islg Ble @I 00lidYl sasll pad Jlsy Y TransAeris s ol 131 _oysadl sl e 2y
QLLJ Dldiwd "Jduog0 pwliaw” S edloc dousu JLaiVl cousd ¢ asgaill sz\T e =l El|9;::;]| plaseadl e agr 30 e

oleall

34



35

sLsl glad 16

(swinall) & 2 padll 355301 o AW Ll ghd b oSy

JS A9330 1002-20 TransAeris 365w degae
J9 9330 1005-22 (;a3Vls @)V Obgll) FrictionLoc degae
JU1 »g3 30 1003-20 (1002-20 dunoz) b3asall TransAeris doy>
J1 A9 30 1007-20 (10 Jlaz) 1551 5) dindadl &34 5501 GUadY degazm
JU1 #5930 1004-20 (G545 Blad 20) d.5L 4451 TransLoc gUaéT degazne

45L,491 TransLoc wladl e (dad JS) Uiy 30 *

1)Ll glad (336

il Bohuo 5§ ol c§d9ac (1) u>ly Lo § i yell Olegazme (2355 w1

99
% oLl ghd oo palsall

Lo Jgomall aiduaal Ololu $89 daball Gl o palsal wa - TransAeris 3amwe oo palsall. 1

iy ol 50 Ldoall Ol b JUaiV 255 - Jaimmall ol 2 slgedl sl o 6,591 Ll @b piaz .2

Lgro palsal) douall

Mozl doas 17

W1 o)1 e "Joangas (ualian” Sy edlac doassy JLaidl (2 cTransAeris elbasy daksiall lyludiadly Azl U] dumdll

+33(0) 134164911

2 JWI o)1 e el (2h eyl Ol Oyl ly ] iliasdl) damilly

.+33(0) 960 1244 98



LMol g clasY Blisiwl 18

TransAeris jlgz dalsiall Ol Jo § Bacluol) lgodiols ozl Lasiay JWl JIWI ozl

b=yl
)l A dols e §ass
.FrictionLoc Juogas pau yall o8 Jlail paxsl
.dalise FrictionLoc Wloge buc U=

A9 Y dady e @Sl FrictionLoc Juoges dib st wlbdyl YW OMuogs paxdl

Uil
. yasall adgs

23Uyl il sl Ly a2 ol cdlail gy
Jyoml) "Jas00m Gualiv” S5 eloc dodsy JUaY] imnd cdiSiall Cayaial 3]+
Bacluall Je
Aabgi Co ddsll § Slsin JI3- 6l 5929 0 325 .Je=y ¥ TransAeris 3ése
Lacluall e Jgnasd) "JS0uoga puilisw” 855 Mlac doasy Juaidl oy
shomall @blac] e Youss oglagall il giboge Gy Sl Gy Y o sall
Sl Bl glogall Gadiumel| sabge )2 B ohhol
. . AN
i gl / 9 dewd &> TransAeris jase slascuwl (e adgs A
lgzl) e 0alozell Gadduwall galbge $yz - Slousll 5l eyl
D3l H9y0 00 § sga=ll ol
Ll e Gladdl
Dleml) Bl Oglogell Ladsuwall gilbge syz  * )l G G 2l
bdl 3lsesl
Az ¥ dhds pe Gaasl FrictionLoc Juogas dSl sl GUaddl dslul cdluogs pamsl  « ok it gl Baslg "1 dedle
RELTVAV ALY WA EIRESY) 9l edlail [vS) TransAeris jéme dols e
degozmoll bl 3yeS)l bdll Fe -
.FrictionLoc &Moge ji& o

Jgiaml) "Joduags pulise” @S eMac dods JUasVl Ciosd (il ozl 13]
Sacluall Je

“TransAeris jamo slasiwl (e Ldgs

N> Base paswly TransAeris jaswe Jouil

§ oet &5 TransAeris jame
celoll
Sl el gl

Lyslo 5l dif e @Sl G oy TransAeris jasw pamsl
olalidly oSl Hhil Jasg cilazdl Juds ey oo 9SG

TransAeris _);lm Jlexiwlg jlgzdl slasiwl pe gl Caud « sl jlg=dl oy 131
o Yoy 10>

oy TransAeris 3o

gl

36



37

Slaolgall 19

lezdl wlaolgs 1.19

c3all Gsasl Ml same Olaslgs - TransAeris .1 Jgazdl

3ammall Olaolge

TransAeris 34w el _owsl

1000-REF 23 Skl

(.Synapse Biomedical Inc) "J 09 puwlinw" dSps diianll dg=dl

0o valsdl_an) Jlasetl o e Sl rdedall 2V Ul (y3Uas) yauao
(592 30 50 sy 3ammall

8 abylall sae

d9ld dyladl gsd

(Duracell QU1500) g8 1.5 dg=0 ¢AA azxsu «digld Wbyl 8 O)ladl o>

dygio d2)> 40 ] dygio Oly> 5+ (0 Juslid| yly> dys

dg%e dzp> 54 U] dygie d=y> -20 (e JA/ (533301 8by> dzys

IS Oy (937 UL 157 se e —ad

Jul 9552 1060 U] Jwls 9350 700 (o sl ball

Jasd J3 1)l e d8lall Jesy - 2l né Jdl sl Jpe diy b

Byaiand duid bl 91 Jols - 2 23Ul glogl sus

"X 3.6"x 1.0 "5.8 [Jskll x glaiy¥l x yoyll] (diogdb) sl

Ghé 390 0j9l

(St 1) o sbics 0230652 Ja ok ST dtls ddsll algo

IPss Jozall e dalesdl

RENRY [SIFEN ]

(1000-TransAeris (REF 77 340 odsuums Jo> sl yulse slac] ely>]

4 A Wlgd sac

3538 s Aball Ll

Jgemall Glbilesyl Gold el S8 Wlaall § Sl

LCD &loguy disls Pl &l

3l o> ol Justs Sl of ¢t

Goall sigal

(ogJsS5,5e 5 | oolsSs S 0.1) 1007 | 27 oo

5220 416 3o

@511 § 89530 JI5 0o

&361.5 J1 0.5 oo

g 30 6>

3,3l g3yl Al
dog) o cdnylladl il olasdl) digd] dl> b5
(@bl of clasll

2 81 Sgiue

SRt

85l Jase

SERYIRYS)

daell oL




Samall Gilawslge

IEC 606011:2006- +A1:2013
IEC 606012:2007-1-

IEC 606016:2010-1-

21 CFR 898

ducghll julsall JLzeyl

“dde oyl ool e Slazdl 253 oold et ¢
el Dbl sl S o) -

B35l Wlawvlgall peus jlazdl 253 oold et «

ol <15V Lo

<597 $931 5 dmahy ¢ abatins ($3935 HL L £yghall JUS ool Jidl &

25> ) gedl

el o 25 £l 200 G

el o 25 _»91 500 G

el o 25 29l gLS 1 &>

25> )5 gedl s 255 a2 sl

dgs 5 £l 200 G

gé 12.5 _»91 500 G

g8 25 29l oS T &>

d5369)Ske 200 J] diligySae 25 o 153858 dadll yose Gl
18glmol) s9ummell 3531 @ il
23l oS T die diligySin 1 5>

el o 25 ] sssol o 4 30 Ul glusYl Gl

ol o 6.25 Ul el o T 30 wo2dl gLyl gl

daylye dygsw Oy ¢ 29lgS9,5e 0

291 500 > (il aoglsS9,Sa) dinid| Gl

2 5 10 15 20 30 40 50 60 70 80 9 | 100 oyl sl
(%)
0.10 | 0.25 | 0.50 | 0.75 | 1.00 | 1.50 | 2.00 | 2.50 | 3.00 | 3.50 [ 4.00 | 4.50 | 5.00 ool
(LplsS9,Se)




39

b Uisag,0501 $8l9301 20

s O 503 dolishios g g dly,asl dBlally Joss S 5231 vz G5 1 gurdoliog Sl GSlsillpini « A
_).nan Aol pamdl (dil sl Olazall o Lydll &y yolsdl TransAeris jase slasiwl Jic .TransAeris ).n:gn &
Al Jos oo 25k TransAeris

vasy lagd dols wlblasy TransAeris 3o zlioy (EMC) guablisios 08| $31g3L diolsl dadyell Ologlnall @l -« A
50231 e 0,88 of ¢6,3V1 43l 14801 854531 o TransAeris showe J13 &l o dod) + gudoliseos 51 3313l
L3ammall sl o LIS dlsg TransAeris jisw zo 631 Wlasdo gl LIS elasiwl wizd «6y3V1 45,eS!

e 55 ol ALl Glssdl ols Jal) dslally dgamell Juaiyl Slasa) oKa bt YLVl a2 oo ydod « A
L3l dudall Glasall

TransAeris 5im dlasdlo aisd eVl o) 3lg c5y3T wlamo 2o Guailo sl sslowTransAeris sime slasil G2y« f}
g sasiuall digill § Gl Jeiedd] o B

o ising 1051 SBleiYl-dniadll dSpadl olag syl

Shme a9l Jrasdl 08 O Gz 06T 830xall duunndolisens oS didl § oluzitl sasao TransAeris shxa
dadl odo Jie Lg doluasiiwl (po TransAeris

blasyl LS
oLl &Ll lssdl s TransAeris shme oz Tdegome | dSLadll @l Oobilsl
O3l o aiblseilé «ilg nds dslall daslise CISPR 11 Lo

J3193 1 e O Jatonall i (r09 Dolsl) dinisiia LS|
Biglowe L9y Ba2l &l §

Loy ecsliall JS § Jlesiw Culio TransAeris );m B &all Sl Olssdl Bkl
8,2 3l dlazall ilicelly LSl Olidall lgd CISPR 11 )lizo
bl 3935 I ._,m_mal.@‘u ald TsUallb_sL\pBUa,oLzl: e doclizall Bty
&Sl GEHEN doaiune) IEC 61000-3-2

suhio y& Olbileayl/agadl ol

IEC 61000-3-3 d=hazall




(b lisng,6501 J3 1l o debiall-dsiadll 8,81 olag sty

0o TransAeris jame sdsiuws 3i Jrasll ASL.\ ol [GEAT) .0l B3asmall dundolisiogyS)l &l § olusiuss oesas TransAeris 35

sl 03 Jio § dolaiaul

IEC 60601
LSV ggiune

o 9l dgan ol dptis CLoMI 0585 0w | @085 o kS 8% | Lol s o8 ol 8% | diSLudl liyaSl 2y
o ooVl ahs Al § el oML | il gy s oLS #15 2-4-IEC 61000
il dyghoy)l Y5 Y1 b :%sbo:ﬁlfe 2055 Cgd LS +15

.30% e Aol

Gabio y bl cJgs gkS 2% | Glasl JEnyl / &gl
@8lall @lslae] &l
U3l bghsd clgd obS +1 IEC 610004-4-

(S
e sl ge cdgs gLS T olae 390G
(bghasdl) b=l d] (bsksdl) IEC 610005-4-

B3dl e Jgs gL 2+

(bghsJl)

el I
Gudnio y& U % 5> wlolassl
byl TransAeris 3éswe Joss (U] wie 2331 % 95<) 3Ll ag=dl
8193 0,5 )l cyuaill Olelaiyl
Jiss| bghsg

0
B0 | Sl agll clals
(UT Lie polasal % 60) "

Glygs 5 sus) IEC 6100011-4-

Ur% 70

(U, wie polassl % 30)

Glhgs 25 sasl

Ur%5>

(UT Jie polasal % 95<)

0lsh 5 6ol

Ul 337 dpabliszall cYrall @85 0l Lo o JS) yuol 3 Fo JS) el 3 eblizall Jlall
&y § Lrdse @sas Brato Olgius Gad @Bl 339

3908 ik (33, 60/50)
IEC 610008-4-

Y] gtune e b8 slitall Hladl 5Ta) gl g2l o Blic U sdlasdlo

40



41

sl ols Jlal Baal sasind Vi oy

52 ol oe wually Jail) dylally dgasmoll AL
d8luuay LI U3 § Loy TransAeris 365w oo
00 Lzl gy o0l dolal] diluall e 258
oyl ez 3358 e dignall dslzall

g so9all Juadll ddluw
d=1.2/P
d=1.2/P

5 Lo 800 ) 5550 lxso d = 1.2VP 80

350 by 2,511 55,0 bue d = 2.3vP 800

e 23l 828 e o asll LoP Cus
9 JUdl jlaxd dmaaadll asall Bsg Wlgll Jlul
*. 5l gy go9all duolil] diluall Lo d

50 bl gugblisiall Jloall 88 J&5 of
LS ell3g el dslatUl @lasdl Jlo) Braz1
St ¢ “cc@dgall (qudbliseg g8 s 030
Lol el S § @dlsdl

Joos Gl Glasmall o (il J3lazll Basg 9
:JUl 50l

(@)

JUYI giumn

JI88 ag> cJgd 3

JE8 s> clgs 10

e/ dgd 10

o0 TransAeris jame saziuwe 91 Jwesll a5ty Ol g 206l 83ammall dyboliseog oS! dinl § plasiwdl ssuas TransAeris 3hoe
lode Jie § delasuinl

IEC 60601
V| S giune

Jlsd s> egd 3

550 e 80 I 55,0 915 150
eotall Ol Glks gyls
dublly dualsll Olagdazl)
*dclually

Jlss ag> <Jgd 10

Fixd o 80 I 55,0 6lS 150
ol Oyl Gl oo
dublly dualsll Olaghail)
*duclually

Jl 5302 Lo 80 Re/dsd 10
oo bz 25

ALl Olsagl
dlogall
IEC 610006-4-

ER VIR RGNS
d=ill

IEC 610003-4-

2335 Gl el Gy ¢33 Lngo 800 ] 550 Lowo 80 wic - 1 dogarlo
Sy gugboliseng a1 HLassYE LVl guoz § GlslinYl 040 3 Y lay) - 2 dsgnle
lagde aulSsily ) silly abuzYlg Lol olaiel

Lnen 26.957 ¢35y g 13.567 U] 555 Lnge 13.553 35y nge 6.795 U] 555 ge 6.765 (2 5550 Lawe 803 3550 95 150 iy (dsally dsalslly ducliaall) ISM Bl *
<5352 e 40.70 | 5350 Lnie 40.663 ¢ 50 Lnus 27.283 | 5350

/ i)l YLaiyl Olams o Jleis! Julad dasad 50 o 2,5 U] 550 e 80 33501 6o § 3 50 Lonsa 80 5 5550 6k 150 (0 ISM 33,31 0l § JUized] ©olygins *
bl dluns Gl § doaitunsl] dinall U] 3/10 o G| Sole 2ol 5 15 cnmll 1ig) - spall Gblio J] 2 st o Waylias] o5 15] J2105 s 0l ooy dgamall
030 @333l OBladl § Jlayl 5423 lgy sosall

Jlpl 8562 B85 dunolichios g1 dil

(ALt dgammall) dishdl @133 Jass I cislgall Jaid) doydl dudyV| Ellammall Jio - daWl JUopY! 821 o0 8y3ball Jlovel B déayg Bykai guiall oS ¥ ©
35038kl Eudly FMy AM (rizgall elaVl s Blogll Sludll JUaiYl G5a2ly dlgacmall duyVl dSLsll dabailly
Geball &S| 133701 G155 Sgiuns Jolt TransAeris sie slisiul gdse § Lol Jlonall 5.1 IS 13] - ggall suolistngaS guase sl oo el AL
ol 4255 63le] o ddlo] Oleliz] 3151 639580l o 055 i b et 2T amg) 3] . b St Josy ol 30 honil) TransAeris sk dsdlyo camgd coMel ySiiall
.TransAeris );m o9 bole|

550 Lo 809 550 kS 150 o ol Gl O30l Glas 390> § 3l 13] sie/cdsd 10 e J8T Jlanell 8 05 Ol g




TransAeris 3oy dldiielly dgamell &bl JLaiVl Glase u by ogall Jadll Slélus

Juazll acluy ol 08y aSoil) giadl St G gl lgud s duuublieg oS din § plasiwd sasas TransAeris 3a>o
85021 o Aol dluall o GV amdl e Blasdl Y5 o gublisag ol J21adl gie § TransAeris jama sasiuws ol
Bag <ol dy gogall 9=l e TransAeris 3asmag (JUpYl 801) Jaill dblally dgasall dsudUl Gl3a,dl @ls eylasyl
oVLa 8562V sguaill g3l )

ol JLp¥l 3l 3353 By Juaidl d5lune 5 el i
2.5 J] 50 lava 800 | 800 J| 50 lava 80 | 80 J] 50 sk 150 | 80 J| 50 shs 150 | Jio¥! Jlend S
o L b e [ Bl 2yl 350 bue | Gl Zl 3530 bue
zosaell Glaayil el Glaayil
dualsll & liail) dualsdl & liail)
dcbually dulally duslually dulally
d=2.3/P d=1.2/P d=1.2/P d=1.2/P (wlg) W
0.23 0.12 0.12 0.12 0.01
0.73 0.38 0.38 0.38 0.1
2.3 1.2 1.2 1.2 1
7.3 3.8 3.8 3.8 10
23 12 12 12 100

Azl m il d s sogell Juadll dlus 19155 oSos codlel doyaall g 2,3l Bl safl asdl wic daiacll Sl 565 dudl

Olglls Sl e 2,301 @8lla) Jamo sadl o P s Lol o 335 e Gabh

NEN

Yl ez dsianll Sl Gsg

2335 G5 Y il dlus $aS ¢330 Longo 800 U] 550 s 80 ic 1 dlasdlo

o 13,553 ¢ 5550 ue 6.795 Ul 5550 e 6.765 (0 5530 Lo 809 5350 9lS 150 () (dudally dualslly dicluall) ISM 08laill 2 dasMo
23330 e 40.70 Ul 35,0 o 40,669 ¢ 33,0 o 27.283 Ul 35,0 lus 26.957 ¢ 35,0 lue 13,567 ] 35,0

150 0 ISM 335 lalas & Syl 565V Loy (s090ll Juaddl dblna Gl 3 dotutumall dipall J513 3/10 0 3ol Jole guod i 3 dlasdla
151 g1 dlaizalls dlgammall JUaidl Slame o Jlois| Juds) 550 oz 2.5 1 5550 Lo 80 5355 Gllai 3 33y e 805 55y oL
ot yall a2l Shblia ] w052 aylia] sty of o S

ae dulsmils @ als oluzVls Glall polaaly jilty gunblisios g8l )LV VIl graz @ lalinpyl 040 s Y layy - 4 dogale

42



43

13ac d2y8 dmivall 0dd S5



TransAeris™
System User Manual




45

This page left intentionally blank



The following list includes trademarks or registered trademarks of Synapse Biomed-
ical in the United States and possibly in other countries. All other trademarks are the

property of their respective owners.

Contents

1 Overview........ccocceeeeeeiieeeeeeens 49
1.1 About this Manual................. 49
1.2 SymbolS......coceeiviiiiiiciien 49
1.3 General Description.............. 51
1.4 Intended Use....cccoeeeeeennn. 50
1.5 Package Contents ............... 50
1.6 Contraindications................. 50

2 Warnings..........ccccoviveeennnennnn. 53

3 Precautions....................ccee. 55

4 Environmental Precautions......54
5 Possible Adverse Effects.......... 54

6 First Time TransAeris Startup...57

7 Controls and displays .............. 59
7.1 Control Buttons...........c.c....... 59
7.2 Display.....ccccoceeiiiieiiniiiene 61

8 Preparation foruse.................. 63
8.1 Checks Prior to Use............. 63
8.2 Physical Features................. 63
8.3 System Connection .............. 67
8.4 Placement During Use ......... 71

9 Instructions foruse.................. 70
9.1 Basic Operation............c...... 70

10 Perform Cardiac
InteractionTest ......................... 77

11 Errors During Normal USE........ 77

11.1 Error Displays.........ccccccceenueee 77
12 Caution During Normal USE ....76
12.1 Caution Displays ................. 76
13 Post Treatment .......................... 76
13.1 TransLoc Electrode
Extraction ..........ccoceiiiinnns 76
14 Cleaning..........cccocoeeveenivenennnnnn, 76
14.1 Cleaning the TransAeris
Stimulator .......c.cocovcvveieennnn. 76
14.2 Safety Checks ........cccccvuueee. 79
14.3 Service .....coocevevieiiieeieeeee 79
15 Product Warranty ..................... 79
16 Replacement Parts ................... 78
17 Customer Service..................... 78
18 Troubleshooting........................ 81
19 Specifications .......................... 80
19.1 Device Specifications......... 80

20 Electro-Magnetic
Compatibility............c.cccereennn 82

46



47

This page left intentionally blank



c € 2797

The Regulatory Marking of Conformity symbol indicates that the device
meets Medical Device Directive 93/42/EEC. This has been certified by
notified body number 2797.

B

The European Community Representative symbol indicates the
identification of the authorized representative for the distribution
of devices into the European community.

The Type BF Applied Part symbol appears on powered equipment that
connects directly to a patient. It is an indication of the degree of protection
provided against electric shock, patient leakage current and patient
auxiliary current.

The On/0ff symbol on powered equipment indicates push-button ON/OFF
power control of the device.

The Consult Accompanying Documents symbol appears on powered

equipment indicating that instructions for use must be consulted for safety.

The Ingress Protection (IP) Classification symbol appears on powered
equipment indicating that the device is protected from water jets.

Non-ionizing electromagnetic radiation.

MR Unsafe. A device that is known to pose hazards in all MR environments.

Notice of proper disposal.

During NORMAL operation, the check mark will be displayed on the
corresponding stimulating channels indicating stimulus delivered.

During NORMAL operation, the exclamation mark will be displayed on
the corresponding channels requiring attention to check lead connections.

The HOME button used in conjunction with the Unlock button will temporarily
stop stimulation and return the stimulator to Self-test mode.

The UNLOCK button is an interlock button that requires to be pressed
and held for any other function button to operate.

The INCREASE button used in conjunction with the Unlock button allows
the user to increase the selected parameter.

The DECREASE button used in conjunction with the Unlock button
allows the user to decrease the selected parameter.

The channel pointer is displayed below the channels indicating that
the channel has been selected for modification.

ESD sensitive device.
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1 Overview

1.1 ABOUT THIS MANUAL

This manual describes the features and functions of the Synapse Biomedical
TransAeris™ System.

1.2 SYMBOLS

Explanation of symbols

>

The Warning symbol precedes warning information that mitigates a risk
that is not obvious to the operator. Indicates that a potentially hazardous
situation which, if not avoided, could result in harm to the operator

or patient.

Powered equipment - indicates physiological effects not obvious to the
user that can cause harm.

The Caution symbol appears next to precautionary information when the
intention is solely to inform. Indicates that a potentially hazardous situation
which, if not avoided, may result in minor or moderate personal injury or
property damage. This word is used to also alert against unsafe practices.

E >

The Manufacturer symbol appears next to the manufacturer’s name
and address.

]
m
m

The Reference symbol appears preceding the part number for the device.
The part number is a unique numeric identifier for the device.

The Lot symbol appears preceding the lot number for a device. Devices
manufactured at the same time using identical material and parts will
share a common lot number.

The Serial Number symbol appears on devices that require
unique identification.

The Use Until symbol appears on devices that have an indication of the
date by which the device should be used. The date is expressed as the
year and month, with the month referring to the end of the month.

2w |lg] g

The Manufactured Date symbol appears on devices as an indication of
the date of manufacture. The date is expressed as the year and month.

/i,+40°c The Temperature Limits symbol appears on actual devices as an
+5°C indication of the operational temperature limits.

X+54°C The Temperature Limits symbol appears on packages of devices as
-20°C an indication of the storage and transit temperature limits.

The Keep Dry symbol appears on all packages of devices requiring

T to protect the packaging from potential damage.

The Don’t Use If Packing Damaged symbol appears on all packages
of devices requiring to dispose of the device if the packaging has
suffered damage.

The Accompanying Documents symbol appears on all packages
of devices indicating that instructions for use are available for
additional information.




1.3.2 Operating Features

The TransAeris stimulator includes the following operating features:

14

Easy-to-view parameter settings.
Low battery indicator — indicates stimulator battery life.

Four-channel operation — independent channels allow independent parameter settings
and can be enabled/disabled.

Unlock button — safeguards against unintentional parameter changes.

Home screen — allows the stimulator to return to the self-test screen and
disable stimulation.

Intensity setting — allows the Stimulus parameters of Intensity to be programmed.
Frequency setting — allows the Stimulus parameters of Frequency to be programmed.
Cycle Rate setting — allows the Respiratory parameter (CPM) to be programmed.
Cycle Time setting — allows the Respiratory parameter to be programmed.

Burst setting — allows the Burst function to be enabled or disabled.

INTENDED USE

TransAeris is a percutaneous intramuscular diaphragm stimulator intended for patients at risk
of or on prolonged positive pressure mechanical ventilation. TransAeris is indicated for use in
the prevention and treatment of ventilator-induced diaphragm dysfunction (VIDD).

15

PACKAGE CONTENTS

The TransAeris Patient Kit is supplied with the following items:

1.6

(1) One TransAeris Stimulator with Patient cable
(2) Two FrictionLoc connectors
(2) Pair Surface Patch Electrodes (4 total surface patches)

CONTRAINDICATIONS
None
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1.3 GENERAL DESCRIPTION

TransAeris™ is a percutaneous intramuscular diaphragm stimulator for temporary use in the
hospital setting. The system consists of implantable stimulating TransLoc® electrode leads,
disposable/single-use FrictionLoc™ connectors, and a disposable/single-use portable
external stimulator.

* The system has four stimulating, intramuscular TransLoc electrodes to be implanted
into the diaphragm for motor point diaphragm stimulation.

 Two stimulating TransLoc electrodes shall be placed into each hemi-diaphragm.

* TransLoc electrodes are tunneled to two percutaneous exit sites on the respective
lateral chest region.

A single left and right FrictionLoc connector will provide an electrical interface from
the TransLoc electrodes to a patient cable.

 The patient cable with left (blue) and right (green) identifiers is integrated into the
TransAeris stimulator.

¢ TransAeris stimulator has a user interface for clinical control.

1.3.1 Safety Features
The TransAeris includes the following safety features:
o Self-test function

Battery life indicator

 The display will indicate by counting down the number of days left that the
TransAeris will function

At the end of 30 days, the TransAeris will shut down immediately

Lock feature to prevent accidental change of parameters

Safe, two-step operation to turn off the TransAeris to avoid unintended shutdown

Electrostatic protection
* Minimized susceptibility to electromagnetic and magnetic interference



2.4
2.5
2.6

2.7

2.8

2.9

Safety has not been established for the use of the device during pregnancy.
Safety has not been established for the use in patients with epilepsy.

Cardiac interference. Before conditioning, test interference with cardiac rhythm.
Monitor electrocardiogram (ECG) while stimulating at maximal settings. If interference
is observed, decrease stimulation settings below level of interaction, turn off identified
electrodes, or remove identified electrodes.

Do NOT come in contact with TransLoc electrodes during emergency defibrillation.
It may lead to electric shock to caregivers.

ELECTROMAGNETIC INTERFERENCE WARNING: Some electrically powered
equipment gives off electromagnetic waves which could interfere with TransAeris
systems. When using your TransAeris system around electrical equipment, check
the TransAeris stimulator screen to make sure the TransAeris system is working.

Do follow the electromagnetic compatibility (EMC) information provided. The
TransAeris stimulator needs special precautions regarding EMC. To reduce the
possibility of interference on the TransAeris stimulator from other electrical equipment
or the TransAeris stimulator effecting other electrical equipment, do not use cables
or accessories with the TransAeris stimulator other than those specified.

2.10 RF COMMUNICATION WARNING: Portable and mobile RF communication equipment

may affect medical electrical equipment. Ensure proper function of TransAeris when
using around such equipment.

2.11 ELECTRO-STATIC DISCHARGE (ESD): L After the TransLoc electrode has been

implanted but not connected to the FrictionLoc connector, use caution when
handling the electrode leads. Before touching the electrode leads, touch the
patient to equalize the electrostatic potential.

2.12 FLAMMARBILITY WARNING: Do NOT use TransAeris system in an oxygen enriched

environment, such as a hyperbaric oxygen chamber, or near a flammable anesthetic
mixture with air, oxygen, or nitrous oxide. This could cause a fire or explosion.

52



2 Warnings A

2.1 Use only under the direction of a physician. The TransAeris stimulator is electrically
powered and may produce tissue damage or electrical hazard if improperly used.

¢ The device has accessible controls for clinical staff and NO
patient-accessible controls.

¢ Do NOT attempt to open the TransAeris stimulator case or attempt any unintended
modifications as this will cause a failure in the TransAeris stimulator functionality.

2.2 Use of TransAeris could interfere with some medical equipment. Some medical
equipment could interfere with the use of TransAeris. Consult the this User Manual
before having any of the following:

» Implanted cardiac pacemaker or defibrillator. Use of the TransAeris stimulator
may interfere with these devices.

e Surgery. Use of high-frequency surgical equipment may cause burns where
the electrode leads pass through the skin. Such equipment may damage the
TransAeris stimulator. Disconnect the TransAeris stimulator when high-frequency
surgical equipment is in use.

¢ Magnetic Resonance Imaging (MRI) test. @ The TransLoc electrode is MR
unsafe. Do not perform a MRI test while implanted with the TransLoc electrodes
or remove the TransLoc electrodes from the patient before a MR test.

¢ Magnetic Resonance Imaging (MRI) test. ® The TransAeris stimulator,
FrictionLoc connector, and surface electrode are MRI Unsafe. Remove these
components from the patient before a MRI test.

¢ Use of external electrical stimulation such as transcutaneous electrical nerve
stimulation (TENS) should not be done in the chest area near the electrode leads.
Unwanted diaphragm contraction could occur.

2.3 Clinicians should avoid accidental contact between connected but unused applied parts
(cable or leads) and other conductive parts including those connected to earth ground
or any device with the ground symbol.



4 Environmental Precautions A

The TransAeris stimulator has been carefully designed and tested to ensure reliability during
normal use. However, electronic devices are susceptible to many environmental stresses.
To avoid damage to the TransAeris stimulator, observe the following precautions:
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4.2

4.3

4.4
4.5

Do not expose the stimulator to excessive moisture, heat or severe mechanical
shock. If display indicates system failure or device exposed to excessive moisture,
heat or shock, disconnect the TransAeris stimulator and contact Synapse Biomedical
Customer Service.

To protect the TransAeris against damage due to mechanical shock. Do NOT drop the
TransAeris. The TransAeris may break and not be available for use when needed. The
TransAeris stimulator should remain in the plastic packaging until needed.

To protect the TransAeris against damage due to moisture, Do NOT submerge
the TransAeris in liquid. The TransAeris may quit working and not able to use
when needed.

Avoid contaminating the patient cable connections with blood or other body fluids.

Do not attempt to open the TransAeris. The TransAeris is sealed at the factory
and opening the TransAeris will damage the device and void the warranty.

Other environmental factors may impact proper performance of the TransAeris in the hospital
setting. Use of appropriate environmental health and safety practices will help prevent
environmental damage to the TransAeris.

5 Possible Adverse Effects

Possible adverse effects from the use of TransAeris system may include:

e Cardiac interaction

 Lead breakage

* Unretrieved device fragment

* Electrode dislodgement

¢ Skin infection

« Skin sensitivity due to adhesive

e Pain or discomfort due to stimulation
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3 Precautions A

The TransAeris stimulator has been carefully designed and tested to ensure reliability during
normal use. However, electronic devices are susceptible to stresses. To avoid damage to the
TransAeris stimulator, observe the following precautions:

3.1

3.2

3.3

3.4

3.5

3.6

3.7

RANDOM FAILURES -

The physician should be aware that operational failure of the TransAeris
stimulator can occur as the result of battery depletion, mishandling, or
random component failure.

Possible operational failures of the TransAeris stimulator can include the following:
¢ No output or erratic output
» No sensing or erratic sensing (e.g. during self-testing)
e False indicator signals
¢ |nappropriate variance of rate and output intensity
» Loss of control of rate, output, intensity, or power

If loss of control of rate, output, intensity, or power occurs, and it is not due to a
low battery, disconnect the TransAeris stimulator from the patient, contact Synapse
Biomedical Customer Service to return it for evaluation.

Service condition — Before each use, evaluate the TransAeris stimulator for damage
and observable defects. Do not use the TransAeris stimulator if the case is cracked,
the controls are not functioning, the displays are not working, or if the controls,
displays, or connectors are broken.

The TransAeris stimulus artifact may be seen on monitored bio-potential signals
such as continuous ECG monitoring.

The TransAeris stimulator is designed for single-patient use. Dispose of the device
when finished using on a patient. Do NOT reuse. Reuse may lead to transmission
of infection.

TransLoc leads, FrictionLoc™ connectors, and cables — Improper connection or
fracture of leads or cables may result in failure of the TransAeris stimulator. Inspect
exiting electrode leads and cables for damage before use.

To avoid patient entanglement with the cable, keep TransAeris close to the patient
at all times when in use.

If you think the device is not providing enough stimulation, then consult this manual
or call Synapse Biomedical Customer Service. This could mean that the TransAeris
may not cause the patient’s diaphragm to contract.



6.4 Once the consecutive day counter operation is initiated, the following is displayed
showing the day number in the 30 day cycle.

TransAeris

SELF-TEST PASSED!
DAY 1 of 30
PRESS 110 PROCEED to STIMULATE

Figure 2 — TransAeris Startup screen after 30 day counter initiated

6.5 When the user proceeds, the TransAeris will display the stimulus status display
and allow the user to program the parameters (Refer to Section 9).

6.6 Upon completion of the 30-day operating interval. The stimulator displays to dispose
of the device properly.

Transeris

DISPOSE of PROPERLY

Figure 3 — TransAeris Operation Expired display (Dispose of Properly)

6.7 Once the operation has expired, please dispose the device per hospital solid waste
disposal procedures.
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6 First Time TransAeris Startup

The TransAeris stimulator will operate for 30 days of consecutive use commencing from
when stimulation first starts. The initiation starts by pressing and holding the unlock button
and pressing “1” on the Self-Test screen the first time turned on.

6.1 When the TransAeris system has been received and opened from the
shipping tray, the power can be turned on by pressing and holding the
i | Unlock button and pressing the [ (73| power button.

6.2 The startup screen will be displayed and the user is prompted with the option
to proceed to enable the consecutive day counter.

. ‘Tmmﬂeﬁb

SELF-TEST PASSED!
DAY 1 of 30 |
PRESS 1 to PROCEED to STIMULATE

Figure 1 —TransAeris Initial Startup Screen

6.3 The user can power off the TransAeris stimulator and not start the 30 day consecutive
counter or press and hold the Unlock button and press “1” to continue.

NOTE: Enabling the consecutive-day counter will enable the TransAeris stimulator
operation not to exceed 30 consecutive days of use and it is IRREVERSIBLE.



7.1.2 Unlock Button

This button is the interlock function for any other button to function. This
button must be pressed and held to allow access to any other function.

7.1.3 Power ON/OFF button

In conjunction with the Unlock Button, this button allows the power
to be turned on and off.

7.1.4 Channel 1 Button (color coded blue)

In conjunction with the Unlock Button, this button allows Channel 1 1
selection for the Intensity parameter and for enable/disable of channel.
7.1.5 Channel 2 Button (color coded blue)
In conjunction with the Unlock Button, this button allows Channel 2 2
selection for the Intensity parameter and for enable/disable of channel.
7.1.6 Channel 3 Button (Color coded green)
In conjunction with the Unlock Button, this button allows Channel 3 3
selection for the Intensity parameter and for enable/disable of channel.
7.1.7 Channel 4 Button (Color coded green)
In conjunction with the Unlock Button, this button allows Channel 4 4
selection for the Intensity parameter and for enable/disable of channel.
7.1.8 Cycle Buttons
In conjunction with the Unlock Button, these buttons allow the Cycle s
Rate parameters and Cycle Time parameters to be modified.

TIME
7.1.9 Stimulus Buttons
In conjunction with the Unlock Button, these buttons allow the Stimulus e
parameters of Intensity and Frequency to be modified.

FREQ
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7 Controls and Displays

7.1 CONTROL BUTTONS

The buttons used to control the functions and parameter settings of the TransAeris stimulator
are described in this section.

7.1.1 TransAeris Stimulator Controls

The TransAeris stimulator control buttons are easy to use and conveniently located
to program the parameters for each patient’s requirements.

1 Channel 1 9 Display

2 Channel 2 10 Channel 4

3 Channel On/Off 11 Channel 3

4 Cycle Rate 12 Cycle Time

5 Burst On/Off 13 Increase

6 Stimulus Intensity 14 Decrease

7 Unlock Button 15 Frequency

8 Home Button 16 Power On/Off

Figure 4 — Control Buttons for TransAeris



“LOW BATTERY” indicating the TransAeris is approaching the end of its service life.

TransAeris

SELF-TEST FAILED!

LOW BATTERY!
TURN POWER OFF and ON to RETEST

“KEYPAD ERROR” indicating a failure when the control buttons are non-responsive.

TransAeris

SELF-TEST FAILED!

KEYPAD ERROR!
TURN POWER OFF and ON to RETEST

“DATA ERROR!” and “SYSTEM ERROR!” indicating a failure with the programmed

data or firmware.

TransAeris

SELF-TEST FAILED!
DATA ERROR!
TURN POWER OFF and ON to RETEST

TransAeris

SELF-TEST FAILED!
SYSTEM ERROR!
TURN POWER OFF and ON to RETEST

After the self-test completes successfully, press the Unlock button and “1”, then the

TransAeris will display stimulus status.

FREQ 12 Hz

RATE 15¢cem  TIME 1.1sec

BURST DFF

1W'Jﬁ
‘ ’IHTEHEIT'I'

DAY 1 E'j ‘1{‘

STHJLATIGH Oh
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In conjunction with the Unlock Button, these buttons allow the chosen
parameters to be increased or decreased.

7.1.11 Channel ON/OFF Button

In conjunction with the Unlock Button, this button allows the user to enable
and disable individual channels.

7.1.10 Parameter Adjustment Buttons ..?.
CHARNIL

OM

OFF

7.1.12 Burst ON/OFF Button

In conjunction with the Unlock Button, this button allows the Burst function OFF
to enabled or disabled. Pulse Burst stimulation may be used to overcome a
patients’ reported stimulation discomfort when other adjustments have
proven unsuccessful.

7.1.13 Home Button
In conjunction with the Unlock Button, this button allows the display to return

to the self-test screen and disable stimulation.

7.2 DISPLAY

When the TransAeris stimulator turns on, the following occurs: a self-test is initiated to test
the battery, test the status of the control buttons and for data errors. When the self-test
completes successfully, the following will be displayed.

TransAeris

SELF-TEST PASSED!
DAY 1 of 30
PRESS 110 PROCEED to STIMULATE

If the self-test is not successful, the TransAeris will display any of three error displays.
Re-cycle the power to clear the errors. If the errors do not clear, call Synapse Biomedical
Customer Service for assistance.
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8.2.4 Surface Electrode

o

Figure 6 — TransAeris Surface Electrode

Application
* (Clean and dry the skin at the prescribed area thoroughly prior to application of
surface electrodes.

» The surface electrodes shall be snapped to the FrictionLoc connectors then removed
from the protective liner then firmly applied to the patient. Store the protective liner in
the surface electrode package.

Removal
* When removal is required, lift the edge of surface electrode and peel towards the
surface electrode.

* To reuse the surface electrode, place the surface electrode back onto the protective
liner's “ON” side.

Care and Storage

* Between uses, store the surface electrodes in the surface electrode package in a
cool dry place.

* |t may be helpful to improve repeated application by spreading a few drops of water over

the adhesive and turn the surface up to air dry. Over saturation with water will reduce
the adhesive properties.

Very Important!
¢ Do not apply to broken skin.

 The surface electrodes should be discarded when they are no longer adhering.
* The surface electrodes are intended for single patient use only.
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8 Preparation for Use

8.1 CHECKS PRIORTO USE
8.1.1 Service Condition

Visually inspect the TransAeris and FrictionLoc connectors before each use for a patient to
verify that there are no observable defects. Do not use the TransAeris and FrictionLoc connectors
if there are any observable defects. Verify that the TransAeris controls function each time
before connecting to a patient.

Caution: Before each use, evaluate the TransAeris for damage and observable defects. Do not
use the TransAeris if the case is cracked, the controls are not functioning, the display is not
working, or if the controls, displays, or connectors are broken.

8.2 PHYSICAL FEATURES
8.2.1 Battery Powered
Battery life — The battery life is a maximum of 30 days of consecutive use.

8.2.2 Patient Cable

The patient cable is integral to the TransAeris and terminates in color coded keyed connectors
(Left side of patient = Blue and Right side of patient = Green) that connect to the FrictionLoc
color coded keyed connectors.

8.2.3 FrictionLoc Connector

The FrictionLoc connector is the interface between the percutaneous electrodes and the
patient cable. The FrictionLoc connector cables are color coded and keyed. (Left side of
patient = Blue and Right side of patient = Green). The percutaneous electrodes can be
connected and disconnected with the release button.

LOCK Slide Switch

Release Button

Color Coded
Keyed Connector

Figure 5 — FrictionLoc connector (Left side of patient = Blue connector,
Right side of patient = Green connector)



8.2.5 TransLoc Electrode
TransLoc Electrode Preparation (Surgical)

o After the TransLoc electrodes have been implanted into the diaphragm and tunneled
through the skin, the proximal end of the electrode requires preparation before it can
be connected to the FrictionLoc connector.

 The suture between the tunneling needle and the conductive pin must be cut.

Conductive Pin
Tunneling
Needle N

Figure 8 — TransLoc Proximal End with Tunneling Needle

e Cut the suture approximately half way between the tunneling needle and the
conductive pin, leaving the silicon protective tube covering the conductive pin.

* The silicon protective tube will remain on the conductive pin until it is ready to use
in the ICU.

Silicon
Protective Tube Conductive Pin

AN |

Figure 9 — TransLoc Proximal End Conductive Pin with Silicon Protective Tube
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Channel 2 Channel 4

Channel 1 Channel 3

TransAeris i == e

FrictionLoc
(Left - Blue)

FrictionLoc
(Right - Green)

FrictionLoc Color
Coded Connectors

Patient Cable

Figure 7 — TransAeris Patient cable FrictionLoc connection with Channel Designators
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Suture cut flush with

the end of the ‘{ Exposed Conductive Pin

Figure 12 — TransLoc Proximal End Ready to Use

The TransLoc electrode is ready to be inserted into the FrictionLoc connector.

8.3.2 FrictionLoc Location on the Patient
Place the FrictionLoc connectors in close proximity to the TransLoc electrode exit site.

Green FrictionLoc Connector

(Right side of Patient) Blue FrictionLoc Connector

(Left side of Patient)

Figure 13 — Position of FrictionLoc connector with surface electrode

8.3.3 FrictionLoc Connector and Percutaneous TransLoc Electrodes

To connect the percutaneous TransLoc electrodes to the FrictionLoc connector,
do the following:

* Remove the FrictionLoc connectors from the packaging.
* Remove two (2) surface electrodes from the packaging.
¢ Snap the surface electrodes to the FrictionLoc connectors.
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8.3 SYSTEM CONNECTION

WARNING: Confirm that the power is OFF on the TransAeris before connecting the patient
cable and FrictionLoc connectors.

The following is the recommended procedure to connect the TransAeris system:

8.3.1 TransLoc electrode connection preparation (Intensive Care Unit)
Confirm that proximal end of the TransLoc electrode is similar to Figure 10.

» The silicon protective tube should remain on the conductive pin until it is ready
to use in the ICU.

o |f the silicon protective tube has been removed and the suture has been trimmed
from the conductive pin, proceed to section 8.3.2.

Silicon
Protective Tube Conductive Pin

AN |

Figure 10 — TransLoc Proximal End Conductive Pin with Silicon Protective Tube

¢ When the TransLoc electrode is ready to be inserted into the FrictionLoc connector,
remove the silicon protective tube.

 The conductive pin will now be exposed.

Silicon
Protective Tube Exposed

\ Conductive Pin
|

N

Figure 11 —TransLoc Proximal End Conductive Pin Exposed

¢ The suture must be trimmed to fit properly into the FrictionLoc connector.
¢ Cut the suture as flush as possible to the end of the conductive pin.



Release Button

. FrictionLoc Hooks

Slide switch to the right T
to the Lock Position

Figure 17 - FrictionLoc connector

¢ Gently pull on the electrodes to confirm they are locked into the connector.

e If an electrode pulls out, press the release button behind the slide switch and slide
the switch back to the unlock position and repeat the process.

* Remove the adhesive backing of the surface electrode and place it on the patient in
close proximity to the percutaneous electrode exit side. (Blue = Left side of the patient,
Green = Right side of the patient)

8.3.4 Patient Cable and FrictionLoc Connector
To connect the patient cable to the FrictionLoc connector, do the following:
¢ Remove the TransAeris stimulator with integral patient cable from the packaging.

» Connect the color coded keyed connectors from the patient cable to the color
coded mating keyed connector from the FrictionLoc connectors.

8.3.5 Disconnecting the TransAeris System
To disconnect the cables from the TransAeris stimulator, do the following:
 Confirm that the power is OFF on the TransAeris.

 Disconnect the color coded keyed connectors from the patient cable and
FrictionLoc connectors.

* |f the patient will not be using the TransAeris system anymore, dispose the TransAeris
system. DO NOT reuse.

« |f the patient will be using the TransAeris system again, place the TransAeris stimulator
in a safe place where it will not be dropped or damaged.

« |f the patient will be having a medical procedure that requires the FrictionLoc connectors
to be removed, press the release button and slide the switch back to the unlock position.

* Remove the surface electrodes from the patient.
 Dress the TransLoc electrodes appropriately for the medical procedure.
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Surface Electrode

FrictionLoc
Connector

Figure 14 - FrictionLoc Connector with Surface Electrode

* (The blue connector will be placed on the LEFT side of the patient and the green
connector will be placed on the RIGHT side of the patient.)

* Confirm that the LOCK slide switch to the left, as shown in Figure 16 to the
Unlock position.

Slide switch to the Left
to the Unlock Position

Figure 15 - FrictionLoc Connector

Insert each of the two electrodes into each of the two electrode inputs in the FrictionLoc
connector until it stops.

Insert Electrode
Into Inputs

Figure 16 — Electrode Insertion

« Slide the LOCK switch to the right, as shown in Figure 17 until it clicks.
¢ Excess electrode length may be looped in a figure 8 pattern around FrictionLoc hooks.



9 Instructions for Use

The TransAeris system is indicated for use in the prevention and treatment of ventilator-induced
diaphragm dysfunction (VIDD). The clinician should adjust intensity and/or frequency parame-
ters until sufficient to cause diaphragm contraction for both left and right hemi-diaphragms.

Default Settings

The TransAeris Stimulator will have a default setting from the factory. Please adjust
the setting per patient requirements.

Stimulus Intensity 2%

Stimulus Frequency 12 Hz

Cycle Time 1.1 Seconds

Cycle Rate 15 Cycles per minute (CPM)

Burst Off

Channels Enabled All 4 channels enabled

Channel Selector Indicator All 4 channels pre-selected for modification

During Normal operation when the TransAeris is stimulating, the status bar will display
“STIMULATION ON”. When the TransAeris is not stimulating, it will display the number

of days remaining in its service life.

9.1 BASIC OPERATION

The | | Unlock button must be pressed and held for any other function buttons to operate.

9.1.1 Turning On or Turning Off the TransAeris Stimulator
To turn on the TransAeris stimulator:

¢ Press and hold the Unlock button then press the Power button until the display
turns on.

3] (O]

When the TransAeris turns on, the following occurs: a self-test is initiated to test for the
presence of the electrodes, test the battery and status of the control buttons.

» When the self-test completes successfully, it will display “SELF TEST PASSED”.

* Press and hold the Unlock button then press the “1” button to continue to the
TransAeris electrode status.
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Release Button

Slide Switch to
Unlock Position

Figure 18 - Unlock FrictionLoc connector

¢ Remove the percutaneous electrodes from the FrictionLoc connector.
* Remove the FrictionLoc connector from the surface electrode.

¢ Dress the percutaneous electrodes appropriately. Coil the electrodes, cover the exposed
leads and keep them close to the body so they do not get caught on anything.

8.4 PLACEMENT DURING USE

When the TransAeris is in use, place it in an area that reduces potential unauthorized access
from patient interaction or tampering by non-medical personnel.

 Verify that the stimulator is directly observable by medical staff.

8.4.1 Cleaning Prior to Use

During normal use, the TransAeris stimulator and cables may become soiled with blood or
body fluids. Verify that the TransAeris stays clean during use per hospital facility procedure.
Please refer to section 14.1 of this manual for cleaning instructions.



9.1.3 INTENSsity Function
To adjust or modify the stimulus intensity:

* Press and hold the Unlock button then press the 1, 2, 3, or 4 button to choose one
or more channels to modify.

¢ Press and hold the Unlock button then press the INTEN button; “PULSE INTENSITY”
will be underlined to show it is enabled.

¢ Press and hold the Unlock button then press the increase or decrease to the
desired setting.

'@]123@mu'"f'ml__

RATE 15cem  TIME 1.1s€EC
FREQ 12 Hz BURST offF

1%
INTEHSIT"I" ]

N TN pay g O
STHULATDH ON

Figure 21 — TransAeris Intensity Function

9.1.4 FREQuency Function
To adjust or modify the stimulus frequency of the output of the stimulator:

* Press and hold the Unlock button then press the FREQ button; “FREQ” will be
underlined to show it is enabled.

* Press and hold the Unlock button then press the increase or decrease to the

desired setting.
Ei] mea| [F] [ L.

RATE 15¢cpm TIME 1.1 sEC
FREQ 124z BURST oFF

1m 00
PULEBE
el
2%

I‘.ﬁi

ON pay 1
STIMULATION ON

Figure 22 — TransAeris Frequency Function
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TransAeris

SELF-TEST PASSED!
DAY 1 of 30
PRESS 110 PROCEED to STIMULATE

Figure 19 — TransAeris Stimulator power on

To turn off the TransAeris stimulator:

¢ Press and hold the Unlock button then press the Power button until the display
turns off.

9.1.2 Channel Select
To select any channels to turn on/off or make parameter adjustments:

* Press and hold the Unlock button then press the channel number desired to turn on/off
or make parameter adjustments.

 When the channel is selected, a triangle . will appear below the channel:

@]1 2 3 4

or or or

RATE 15¢cpm  TIME 1.1sec
FREQ 12 Hz BURST oFF

-={F]
INTENSITY
OA“ % % 2% uii

ON pay 1
STIMULATION ON

Figure 20 — TransAeris Channel Select



9.1.7 CHANNEL ON/OFF Function
To enable or disable the Channels:
 Press and hold the Unlock button then press the CHANNEL ON/OFF button.

ElE

9.1.8 BURST ON/OFF Function
To enable or disable the Burst Mode: (effective for all channels not individual channels)
* Press and hold the Unlock button then press the BURST ON/OFF button.

ENRE

9.1.9 HOME Function

To disable stimulation:
 Press and hold the Unlock button then press the HOME button.
e This will stop stimulation and go back to the SELF TEST display.

@) (»

TransAeris

SELF-TEST PASSED!
DAY 1 of 30
PRESS 1to PROCEED to STIMULATE

Figure 25 — TransAeris HOME Function

For any questions or concerns regarding program settings or modifications, please
contact the Synapse Biomedical representative at the number provided.
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9.1.5 Cycle TIME Function
To adjust or modify the cycle time that stimulation is on to the diaphragm:

 Press and hold the Unlock button then press the TIME button; “TIME” will be
underlined to show it is enabled.

¢ Press and hold the Unlock button then press the increase or decrease to the

desired setting.
,g] me| [F] [ L

RATE 15cPpm  TIME 1.1sec
FREQ 12 Hz BURST oFF

100% 100%:
k]

% F

on ON pay 1 OGN ON

STIMULATION ON

Figure 23 — TransAeris Time Function

9.1.6 Cycle RATE Function
To adjust or modify the cycle rate that the stimulation is presented to the diaphragm:

 Press and hold the Unlock button then press the RATE button; “RATE” will be
underlined to show it is enabled.

¢ Press and hold the Unlock button then press the increase or decrease to the
desired setting.

3 (= @) [T

RATE 15cem  TIME 1.1sec
FREQ 12 1z BURST ofFF

100% 100%:
% 2%

on ON pay 1 OGN ON

STIMULATION ON

Figure 24 — TransAeris Rate Function



12 Caution During Normal USE
12.1 CAUTION DISPLAYS

e All stimulus channels off - This display indicates when all the channels are turned
OFF suppling no stimulation.

RATE 15cepm  TIME 1.1sec
FREQ 12 H: BURST ofF

100%: 100%:

PULEE
i) INTENSITY i

2% 2%
UEF Q iF DAY 1 UEF UEF
S LINULATION STQFBED

Figure 28 — TransAeris — All stimulus channels off

13 Post Treatment

13.1 TRANSLOC ELECTRODE EXTRACTION

« After the conditioning treatment has been completed and prior to discharge from the
ICU, the TransLoc electrodes will be removed. Removal will be performed by the clinical
staff by pulling electrodes from the percutaneous entry point. This is done in a similar
fashion as a temporary cardiac pacing wire with a slow steady pull in a straight non
oblique line.

» To facilitate extraction, cut the TransLoc electrode at the pin and allow the coiled wires
to unravel (straighten) as you pull. This will provide a smooth path and release any
adhesions at the skin interface.

14 Cleaning
14.1 CLEANING THE TRANSAERIS STIMULATOR
Cautions:

e (Clean the TransAeris stimulator when required.

Do not immerse the TransAeris stimulator in water or cleaning agents. Severe damage
to the device may occur.

Cleaning - Follow Hospital facility procedures for all cleaning of the TransAeris.

Note: Do not expose the TransAeris to ethers, acetone, or chlorinated solvents.
These solvents may damage the case, labels, or metal components.
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10 Perform Cardiac Interaction Test

10.1 PRIOR TO START OF CONDITIONING, CARDIAC INTERACTION
TESTING MUST BE PERFORMED.

Turn all channels OFF

e Increase Stimulus Intensity to 100%
* Increase Stimulus Frequency to 20Hz
Burst Mode must be OFF

Test each electrode individually. To do this, turn channel one on. If cardiac interaction is
noted, reduce Stimulus Frequency to 14 and retest. If still noted, reduce percentage of
intensity of the channel until interaction is eliminated. If not eliminated, turn channel off
and remove electrode.

» Repeat for above steps for each channel.
* Repeat test with all channels on.

11 Errors During Normal USE
11.1 ERROR DISPLAYS

Low Battery - This error displays a low battery error during operation.

RATE 15cPm  TIME 1.1sec
FREQ 12 Hz BURST on

1|I|°£- 1|I|°.ﬁ.-
PULEE
e IH’TENEﬁTY‘ i

2%
DAY 1
LGW BATTERY

Figure 26 — TransAeris LOW BATTERY Error

Electrode Error - This error displays the TransLoc electrode is in need of attention during
operation. The continuity is broken in one or more TransLoc electrodes or the surface
electrode is detached.

RATE 15cem TIME 1.1sec
FREQ 12 Hz BURST oFF

100%: 100 %

PULSE
%3 ° |liNTENSITY| ¢ F2O*

2% %
ON pay 1 9 b
STIMULATION ON

Figure 27 — TransAeris TransLoc Electrode Error



16 Replacement Parts

The following replacement parts may be ordered from an authorized supplier.

Item Part Number Service Life Order Quantity
TransAeris Stimulator Kit 20-1002 30 days 1 Each
{éilfjtéo;nLdoglr(ei;n) 22-1005 30 days 1 Each
{;?V”esé\gﬂso'g'zu)”i"’a"k 20-1003 30 days 1 Each
(SS“SSﬁe(f(')etCé{gg)e Kit 20-1007 30 days 1 Each
TransLoc Electrode Kit 90-1004 30 days* 1 Each

(20 electrodes)

*30 days per TransLoc electrode

Storage of Replacement Parts:

1. Store patient kits vertically 1 high or horizontally 5 high.

DISPOSAL of Replacement Parts: v:';

1. TransAeris stimulator disposal — solid waste disposal per hospital policies.

2. All other replacement parts with potentially bio-hazardous contamination —

please follow hospital policies for proper method of disposal.

17 Customer Service

For questions concerning the TransAeris System, please contact the Synapse Biomedical

Customer Service at +33 (0) 1 34 16 49 11.

For Technical questions and training concerns, please contact:

+33 (0) 960 12 44 98.
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14.2 Safety Checks

Perform safety checks on the TransAeris if the device has been dropped or damage
is suspected.

14.2.1 Visual Inspection
Perform the following visual inspections each time the TransAeris is used:
¢ (Check that there is no mechanical or physical damage to the device.
e Confirm that the device will power up and all controls buttons function.

14.2.2 Functional Inspection

Perform the following functional inspections each time the TransAeris is used:
* Verify that the device passes the self-test at power-up.
« Verify that the control buttons and displays function and work properly.

* Inspect all connections and cables. Verify that the patient cables properly connect
to the FrictionLoc connectors and are not damaged.

Caution: Do not attempt to open the TransAeris. The TransAeris is sealed at the factory
and opening the TransAeris will damage the device and void the warranty.

14.3 Service

The TransAeris stimulator is non-serviceable. If the device fails prematurely, contact Synapse
Biomedical Customer Service to return for evaluation.

A serial number identifying each individual TransAeris is printed on the back label of the
device. Reference the device serial number in any correspondence.

15 Product Warranty

The shelf life of the TransAeris is one (1) year and the unconditional product warranty is 30
days of consecutive calendar use. If the TransAeris is within the 1 year shelf life and fails in
less than 30 days of consecutive calendar use, contact the contact Synapse Biomedical
Customer Service for warranty questions.



19 Specifications

19.1 DEVICE SPECIFICATIONS

Table 1. TransAeris — Temporary powered muscle stimulator specifications

Stimulator Specifications

Number of batteries

Device Name TransAeris Stimulator

Model REF 23-1000

Manufacturer Synapse Biomedical, Inc.

Power Source(s) Built-in: non-replaceable Batteries

(Stimulator disposed of after 30 days)

8

Battery type Alkaline

Battery size 8 x AA 1.5v Alkaline (Duracell Qu1500)
Operating Temperature +5°C t0 40°C

Storage/Transport Temperature -20°C to 54°C

Relative Humidity 15% to 93%, non-condensing
Atmospheric Pressure 700 hPato 1060 hPa

Method of Line Current Isolation

N/A — Internally powered only.

Number of Output Modes 2 — |dle or Continuous Pulse Trains
Dimensions (in.) [W x H x D] 5.8'x3.6"'x1.0"

Weight 390g

Housing Materials and Construction ABS

Ingress Protection IPss5

Accessories None

Procedure for setting up
stimulation parameters

TransAeris User Manual (REF 77-1000)

Individual Output Status

Status Condition Indication
(Low Battery, Keypad, or Data)

Output Intensity Level
Output Frequency
Cycle Rate

Cycle Time

Days Remaining

Number of Qutput Channels 4

Regulated Current Cathodic Pulse
Microprocessor Control PEMS

User Display LCD graphic

On, Off, Overload

Visual indicator

2% 10 100% (0.1 pC to 5 pC)

6 to 20 Hz

5 to 30 Cycles per Minute (CPM)

0.5t0 1.5 sec

Count up to 30 days
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18 Troubleshooting

Use the following troubleshooting guide to help solve problems with your TransAeris System:

Problem Action

1 | Stimulation stops. e Check the display for battery condition.
 Check the connection of the patient cable to the
FrictionLoc connector.
* Try different FrictionLoc connectors.
* Inspect the connections of the electrode leads to the FrictionLoc
connector for non-connection or breakage of the electrode.
« |f the problem continues, call Synapse Biomedical
Customer Service for assistance.
2 | The TransAeris does * Inspect for mechanical failures on the case due to being dropped.
ot power up.  Call Synapse Biomedical Customer Service for assistance.
3 | Patientis not  Qualified hospital staff modify the settings of the stimulator.
receiving adequate
stimulation
for conditioning.
4 | Discomfort * Qualified hospital staff to evaluate.
while pacing. ¢ STOP use of the TransAeris until setting can be evaluated
and/or modified.
5 | Bleeding, bruising, * Qualified hospital staff to evaluate.
or infection where the
electrode leads pass
through the skin.
6 | Skin irritation from  Qualified hospital staff to evaluate.
surface electrode
7 | One or multiple * Inspect the connections of the electrode leads to the FrictionLoc
“I”s appear on connector for non-connection or breakage of the electrode.
the TransAeris
stimulator display. Change surface patch electrode.
¢ Change FrictionLoc connectors.
« |f the problem continues, call Synapse Biomedical
Customer Service for assistance.
8 | The TransAeris ¢ STOP use of the TransAeris.
stimulator is . -
submerged in water Replace with new TransAeris stimulator.
or fluid.
9 The TransAeris * Visually inspect the TransAeris for physical damage.
s dropped. » Confirm the device power, controls buttons and display
are functioning.
« |f device is broken, STOP use of the device and replace
with new TransAeris stimulator.

81




20 Electro-Magnetic Compatibility

A-

A.

A-

ELECTROMAGNETIC INTERFERENCE WARNING: Some electrically powered equipment
gives off electromagnetic waves which could interfere with the TransAeris stimulator.
When using the TransAeris stimulator around electrical equipment, check the TransAeris
screen to make sure the device is working.

Do follow the EMC information provided. The TransAeris needs special precautions
regarding electromagnetic compatibility (EMC). To reduce the possibility of interference
on the TransAeris from other electrical equipment or the TransAeris effecting other
electrical equipment, do NOT use cables or accessories with your TransAeris other
than those specified.

RF COMMUNICATION WARNING: Portable and mobile RF communication equipment
can effect medical electrical equipment.

& * The TransAeris should not be used adjacent to or stacked with other equipment and

that if adjacent or stacked use is necessary, the TransAeris should be observed to
verify normal operation in the configuration in which it is used.

Guidance and Manufacturer’s Declaration — Electromagnetic Emissions

The TransAeris stimulator is intended for use in the electromagnetic environment specified
below. The customer or the user of the TransAeris stimulator should assure that it is used
in such an environment.

flicker emissions IEC
61000-3-3

Emissions Test Compliance Electromagnetic Environment — Guidance
RF emissions Group 1 The TransAeris stimulator uses RF energy
CISPR 11 only for its internal function. Therefore, its
RF emissions are very low and are not likely
to cause any interference in nearby
electronic equipment.
RF emissions Class B The TransAeris stimulator is suitable for use
CISPR 11 inall gstablishments, incluqing domestic
Harmonic emissions | Not Applicable establlshmgznts and those directly connected
A to the public low-voltage power supply
IEC 61000-3-2 . g
network that supplies buildings used for
Voltage fluctuations/ | Not Applicable domestic purposes.
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Stimulator Specifications
Compliance with Voluntary Standards

IEC 60601-1:2006 +A1:2013
IEC 60601-1-2:2014

IEC 60601-1-6:2010

21 CFR 898

Essential Performance Requirements

e The output of the device will measure the
same as programmed.

* The programmed parameter values
will not change.

* The output of the device will measure
within specification.

Waveform Shape

Maximum Qutput Current

Biphasic: Rectangular cathodic current pulse
followed by anodic capacitive discharge.

@200 0 25mA
@500 Q 25mA
@ 1kQ 25mA
@200 0 5V
@500 Q 12.5V
@ 1kQ 25V

Pulse Width Range

Cathodic: 25psec to 200psec

Impedance Limited Anodic Discharge:
~Tmsec at 1KQ

Non-Burst Amplitude Range

4 mAto25mA

Burst Amplitude Range

1 mAt06.25 mA

Net Charge (uC per pulse) @ 500 Q

0 pC, Capacitively-Coupled Outputs

Intensity Table

Display | 100 |90 |80 |70 (60 |50 |40 |30 |20 |15 |10 |5 2
(%)

Charge | 5.00 | 4.50 | 4.00 | 3.50 | 3.00 | 2.50 | 2.00 | 1.50 | 1.00 | 0.75 | 0.50 | 0.25 | 0.10
(uc)




Guidance and Manufacturer’s Declaration — Electromagnetic Immunity

The TransAeris stimulator is intended for use in the electromagnetic environment specified below. The
customer or the user of the TransAeris stimulator should assure that it is used in such an environment.

|EC 60601 Compliance Electromagnetic Environment
Immunity Test Test Level Level - Guidance

Portable and mobile RF communications
equipment should be used no closer to
any part of the TransAeris stimulator,
including cables, than the recommended
separation distance calculated from the
equation applicable to the frequency of
the transmitter.

Recommended separation distance

Conducted RF 3Vrms 3Vrms d=1.2yP
IEC 61000-4-6 150 kHz to 80 MHz
outside ISM bands?

10 Vrms 10 Vrms d=1.2yP

150 kHz to 80 MHz

in ISM bands?
Radiated RF 10 V/m 10 V/m d = 1.2y/P 80 MHz to 800 MHz
IEC 61000-4-3 g%“éﬂi to d = 2.3y/P 800 MHz to 2,5 GHz

Where Pis the maximum output power
rating of the transmitter in watts (W)
according to the transmitter manufacturer
and d'is the recommended separation
distance in metres (m).

Field strengths from fixed RF transmitters,
as determined by an electromagnetic site
survey,® should be less than the compliance
level in each frequency range.?

Interference may occur in the
vicinity of equipment marked with
the following symbol:

(@)
NOTE 1 At 80 MHz and 800 MHz, the higher frequency range applies.
NOTE 2 These guidelines may not apply in all situations. Electromagnetic propagation is affected
by absorption and reflection from structures, objects and people.

2The ISM (industrial, scientific and medical) bands between 150 kHz and 80 MHz are 6,765 MHz to 6,795 MHz; 13,553 MHz
to 13,567 MHz; 26,957 MHz to 27,283 MHz; and 40,66 MHz to 40,70 MHz.

® The compliance levels in the ISM frequency bands between 150 kHz and 80 MHz and in the frequency range 80 MHz to 2,5
GHz are intended to decrease the likelihood that mobile/portable communications equipment could cause interference if it is
inadvertently brought into patient areas. For this reason, an additional factor of 10/3 has been incorporated into the formulae
used in calculating the recommended separation distance for transmitters in these frequency ranges.

¢ Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless) telephones and land mobile radios,
amateur radio, AM and FM radio broadcast and TV broadcast cannot be predicted theoretically with accuracy. To assess the
electromagnetic environment due to fixed RF transmitters, an electromagnetic site survey should be considered. If the
measured field strength in the location in which the TransAeris stimulator is used exceeds the applicable RF compliance level
above, the TransAeris stimulator should be observed to verify normal operation. If abnormal performance is observed,
additional measures may be necessary, such as re-orienting or relocating the TransAeris stimulator.

¢ Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 10 V/m.
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Guidance and Manufacturer’s Declaration — Electromagnetic Immunity

Immunity Test

Electrostatic
discharge (ESD)

IEC 61000-4-2

IEC 60601
Test Level

+ 8 kV contact
+ 15 kV air

Compliance
Level

+ 8 kV contact
+ 15 kV air

The TransAeris stimulator is intended for use in the electromagnetic environment specified
below. The customer or the user of the TransAeris stimulator should assure that it is used
in such an environment.

Electromagnetic Environment
- Guidance

Floors should be wood, concrete or
ceramic tile. If floors are covered
with synthetic material, the relative
humidity should be at least 30%.

Electrical fast

+ 2 kV for power

Not Applicable

(30 % dip in U;)
for 25 cycles

<5 % UT

(>95 % dipin U;)
for5s

transient/burst | supply lines
IEC 61000-4-4 | +1kV for input/
output lines
Surge +1 _kV line(s) Not Applicable
IEC 61000-4-5 | t0 line(s)
+ 2 kV line(s)
to earth
Voltage <5 % U, Not Applicable
dips, short (>95 % dip in U;)
interruptions for 0,5 cycle
and voltage
variations 40 0{;’ U
input lines %605/" d'Fl’ in Uy)
IEC 61000-4-11 | O > VS
70 % U,

The TransAeris stimulator is battery
operated equipment.

Power
frequency
(50/60 Hz)
magnetic field

IEC 61000-4-8

3A/m

3A/m

Power frequency magnetic fields
should be at levels characteristic of
a typical location in a typical
hospital environment.

NOTE U, is the a.c. mains voltage prior to application of the test level.
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Recommended Separation Distances Between Portable and Mobile RF Communications
Equipment and The TransAeris Stimulator

The TransAeris stimulator is intended for use in an electromagnetic environment in which
radiated RF disturbances are controlled. The customer or the user of the TransAeris
stimulator can help prevent electromagnetic interference by maintaining a minimum
distance between portable and mobile RF communications equipment (transmitters)

and the TransAeris stimulator as recommended below, according to the maximum
output power of the communications equipment.

Rate_d Separation distance according to frequency of transmitter m

'“*}X"{'““‘ 150 kHzto 80 | 150 kHzto 80 | 80 MHzto 800 | 800 MHzt02,5

OUIPULPOWEF | My, outside MHz in ISM MHz GHz

of transmitter | e\ pands bands

- d=1.2yP d=2.3yP
d=12yP d=12yP

0.01 0.12 0.12 0.12 0.23

0.1 0.38 0.38 0.38 073

1 12 12 12 23

10 38 38 38 73

100 12 12 12 23

For transmitters rated at a maximum output power not listed above, the recommended separation
distance d'in metres (m) can be determined using the equation applicable to the frequency of the
transmitter, where P is the maximum output power rating of the transmitter in watts (W) according
to the transmitter manufacturer.

NOTE 1 At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies.

NOTE 2 The ISM (industrial, scientific and medical) bands between 150 kHz and 80 MHz are 6,765 MHz
t0 6,795 MHz; 13,553 MHz to 13,567 MHz; 26,957 MHz to 27,283 MHz; and 40,66 MHz to 40,70 MHz.

NOTE 3 An additional factor of 10/3 has been incorporated into the formulae used in calculating the
recommended separation distance for transmitters in the ISM frequency bands between 150 kHz and
80 MHz and in the frequency range 80 MHz to 2,5 GHz to decrease the likelihood that mobile/portable
communications equipment could cause interference if it is inadvertently brought into patient areas.

NOTE 4 These guidelines may not apply in all situations. Electromagnetic propagation is affected by
absorption and reflection from structures, objects and people.
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