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Db DO TERMERHRICEREESFITHZ LB, BE~DYRIPENL DL LTHIRER
T& (1, 2), 1980 FERIITON BB T Z2RRTIT. HANEBIC X 2 EIEHRHEC
Lo THIRIEDE S 2145 Z L B @2 —ERTED 160%2EHE LTS (1, 2), Z0ORER
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 1.2.1-4 |G SECWRU) KLY —~ 1 v 7 ER(PETERSON) DR E R 5|tk & BEE

FZ Peterson HIZ L > TA XETAE AWV TEMER KT 2 EEME - EEET ICEEOR
BT TWa (1, 2), A (BRE AEEBSEEIC L 2B OFKICET 2EHHES
HOFMER & LT, EWIIHTHEBRIS, REPIIC X 2BRE~DFE, EREHEE. M
e, DIERIEZ: ENFEE S, A E L TRKESICOWTEMMAITh T3, R/ T
A—=FIZOWTHE, TNETORNHOEETT LV TELNEZLDER—X L LT, BERITH
ni- (K 1.2.1-5 281),

_ » Leht Right
Days Days Hrs/Day Hemi-dlaphragm Hemi-diaphragm
Dog ¥ imglanted Stenulated Stioulated  BPM —mA PI_ ~mA Pl
940 484 Control - - - - - -
887 33 Control - - - - -
75 223 183 82 15 25 66 25 50
56 178 158 104 12 25 50 15 66
966 179 164 221 12 25 66 25 66
503 69 61 23.0 15 25 66 25 66
549 69 82 233 12 25 66 25 66

Key: BPM - Breaths per minute
mA - Stimulus current amplitude
P1 - Stenulus pulse interval

X.1.2.1-5 REBICOZAHRIEEREL T A—FRE

1

BRI BRI OV T, BRER (BEEHA) BRIV TERIEOAEIZLS
FTREESPELTWRWVWI EEBBENOHERIN TV, BRI X 2BRR~DFEL
L CHREBERThN, FEIT> TORWERIRICBW TiLEs (TypeID) &Ef (Typel)
BARE—IZHA LT DIIR LT, BB ZITo - BRECI3FE EBER (Type D 1L -
THEDLR TV KA ZEST 28BETIE, EH2L4ELT3), EBEEEE LU £
HBBIIBWTRIEOFEICL L TICEBRBELZ A U2FIEBhoTz, £, FEIToE
KR O SEuiEh 7 O E T RMBEHRITB\W T, EHBEET R OEMERE 2 R LMI RZ T btz o
2o ET, OB EIBEDLLTERLBERIN TV, MEGEICEL Tk, BER (=%&E
ER X2y 75470 R) BRIEZITo BB I LR T 2RI H - 72 b D OFEFH
BFEREZRR O 2hoT-, BREDOY 70— kA v b (BRI L > CTHIBBERGZES) 1
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Peterson HiX, ZhOREROEBLZLUTOMEY 1T-o7-, BB SO (REMBE
CTWARW) [ZoVWTIHADIEMZE, BEMEREZEZOND —F T, 41 XETLVOKEENLIL,
HBEISITZATERLOTHYVBRE~DO) R 7 IR/NBTHEZ LIZOVWTRBENRS LD T
B, AEBROBERZERD L. BBRA~OEBHOA A X 5 BRI A7 A%, BRERER
OFE{HEL LTHEICRIREN-BFICH LTI A2 2R/ RICEO 2 ER’ ks Z &, A
T, ZOVATARETZEED ZLEL BRI EZITO ZENFARETH S,

UEDOZEEY, A XETAMICBVWTIHADERCLZLEN MR TETEY, & MEER~OBIT
RBERYTHDILEEZBNIE,

BRI 3

1. David K. Peterson, et al., (1994) Long Term Intramuscular Electrical Activation of the Phrenic Nerve:
Efficacy as a Ventilatory Prosthesis. IEEE Transactions on Biomedical Engineering.41(12): 1127 35.

2. David K. Peterson. et al., (1994) Long Term Intramuscular Electrical Activation of the Phrenic Nerve:
Safety and Reliability: IEEE Transactions on Biomedical Engineering. 41(12): 1115-26.

3. E. IN VIVO EVALUATION/E.2/3 Movement and Recrutiment Stability

4. E. IN VIVO EVALUATION/E.2/3 Movement and Recrutiment Stability

19



1.2.2 BAFE DRk
1) BN BT AARMOEEARRR
HEMIBITARLOEERREORBLE 1.22-11CF & H B,

% 1.2.2-1 SN 5 FDA S, EEAROZA

£+ R
2007411 A 20 A | BRI CAREBMCE~—F 7 (BRFEF518356)HF, K1V, HMREIEET
4 (Diaphragm dysfunction) B#& D5 Treatment’ D AR Z B/ 5,
20084 6 A 17 B | Humanitarian Device Exemption (HDE)
HO070003
HUD NUMBER: 06-0165
NeuRx DPS RA/4 Diaphragm Pacing Stimulation System
This device is indicated for use in patients with stable, high spinal cord
injuries with stimulatable diaphragms, but lack control of their
diaphragms. (SCID3#/)
20114 9 A 28 B | Humanitarian Device Exemption (HDE)
H100006
HUD NUMBER: 10-0242
NeuRx DPS Diaphragm Pacing System
This device is indicated for use in amyotrophic lateral sclerosis (ALS)
patients with a stimulatable diaphragm (both right and left portions)
as'demonstrated by voluntary contraction or phrenic nerve conduction
studies, and who are experiencing chronic hypoventilation (CH), but
not progressed to an FVC less than 45% predicted. (ALSD#E/)
XSTED 1.3 A EICIR T 2RI (ChE DARE % FRt

2) AIEOBEFKORE
AR (FEK - JEEBER) OREEZR 1.222ICF LB 5,
# 1.2.2-2 HKBRORE

1980-2000 &
- KEA A M D Case Weastern Reserve University (2 C SCLEH ~M i} THOXFF
2 e LT, BMERNTOND,

2000 F1=R
- March 2000: Case Weastern Reserve University {ZC SCI & 12%f L T First-In-Man
(IDE G920162) DHEA

- Sept 2002: Synapse Biomedical #:3%3r, SCI BEIZ T 2EHIB & 72 DHHA A
- October 2004: ALS #RIZBIT 531 2 v FREEB AR (IDE G040142)
- November2006: ALS ERIZBIT 2 ER ¥ VEREBRNAFE

PR AR E X, FRREEOTHEERE OMBMHRIZR U CEEER 2 HREEA R R I
D HF TR ERBRT 2 5O (1970 &R XV B S N7z Avery #EBZE DR (Avery 7 /34 R) |
fi) CHERIRICERZ BE L THEBE L OEBHREEZRMT 55D (Synapse #8, XR&) L2
BTN, REBITERERICES S, 1980 FR LV AFEAMEGS L ASLBJEZEOND
D, BARNAARE OIS, BB S OBRENTE B, S2HRTHIEDICEHMERNITLN
77
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ZD%, 2 SOBRKRBRNER SN, B—OBRKRRIZ, ALMRSFIKEL O3 5HEBE
BEENRE LT, ALNRIZLAPRFEEHE R TAZEZEME LTERSNZ, 0K
REARBRIL, 1994 £E1C IDE AR L 2T TE Y, 2000 FICE—EF B OHABZ BT TS, £
D, HDE BEDD, RERARTHRE L-TEIMED L, (4 BREOERE— B
WT, BRRMICHFR CTE 3 RHRRELERNTIAROENZIMTAII L] ERESHEZ, K
TIZTHY TRRMICEHRTE 3] L, —EBRKER, BY2—EBRIJEQ00%) % 15%LL k.,
ERZZEERESNZ, £T0O%, B —EBRKEOZEREL, TEY2—FREKES LH-o7
BE| LInz, Zhix HUD BHERICBW T, &1TT5HE (Avery T34 R) AR L &L
BT 2hblzoT, [ OBHFE—BEIEE1-0IC FDA L OBRKICLVRESNE, Avery
THNA ZAOERRIZEAT2ARBREE2ET D L. UEBFRITIT 15%D~—V N2 DN T OERS
72, LR L OLBOBLAN»SEY 2 —BHKE(100%ICBWTRIIOEI G 2 T2 2 &2
RUTHBIEEZ LN, Tl FRAV M LTERR—V U IOERZ 14 B LRE
L7eERE LT, FNETOXRBERDER (94) 128V T FDA ~#H & hi- s (IDE
G920162, HDE BREEINZESWTIRBRBMEM SIZ L » TREBRMICRHINZ LD TH S, 4
OB — v RO OERIE, ZORTEMB L. 12 B2 L 24 BRE R
RV U TIETHIETIHMLERFERBE OBFBERERRDON 2o =E L LTHBASN
5,)

AEERRR TIIALINEDIAENTZ 54 4 DBF K LTI S i, B2 —ERKE 2 563
L, TDOEMERLER LI-BERIL. 524 Tholr (YYORETH LB —EBRIES 15%
FElo7- B —ERSELZEZT) BEII464THY, 2HBIEBVWTHHEHWAEB TH-
Teo)e Eio, WYR—ERRXES LRS-/ 52 A, TETFMERBZ LAREZERFRAL TR,
AT > b OBERAS R L T e, B2 ARBE ~OEN T 2008 42 HDE &AFB iz,
FE_OBRKRBRIX, ALS BE2XRE L-, BEOLEFHH (REHATLREE (TPPV)) ~0OB
THLLIRFETETOHR) DERZBENE LD THD, KRN SCIEELR L LTHERK
FERENZE, RRORANEEY ALS BENLORWAhENEH (200 4L L) FEbnl-
Zinb, ALSEERZHRE LEBRERRNAZ—F LT,

BRIEOZEMIC - T, MEEREZ 2452 b ATHRENELRSD ALS BHIZH LT,
EEHRICHE T 2 BBEOMBE L HRFRET S Z LICL V., FEERIIPRISEE 2 MR £ /- 13
ML, ALFERSREEDMEIRDHEIT 2ERMLT 2 B CTHEEMBEHRS (NIV X713 NPPV)
EOFREIIREB L LTERA SN, (L URENEITT 5 & RALOEITIC X A5 ER (&
RESEEE, MRS, REMRRSE) 225X 212720, TPPV ~BIT&h., REOFEB Ik
Eh3)

ALS BE~D/A 1 v FRBRIZ 2004 F£IZBRIE & . 2005 FEIZE—EF O BEITHE 2 A TN (HE
ABEFIIFPREOANTHEREL), LT, 2006 LY R ZARBRBBBEINT,
ZORBROFBERLEZFF-> T FDAIZE\WT 2011 £iZ ALS ~DOEAIZ>WT HDE &SR S i-, e
KETIE, 2D 2o0%FE (SCI & ALS) ORFIZR L C HDE ABRB LN TEY . KB E
BEhTna,

BRI, LD 2EBZE D, CHS LEREMEMIBHEME, XY 2 S0 HEREESETS
DRBRE (777 L., BRREEZERANET 22 L2k o THRIBENNHE (FUGES)) 3252 & BNAHE
THnHZ L) ZEENREE LiZARO CE v—% 7 2B L72(2007 4F),

Afhit CHS BEZ 2 0R & LIz BRRBRITIERE S TORWA AR & ASELLRDERF 1185
|EINTWBERRBIZOWTIE, C Morelot-Panzini et al, Int. J. Artif Organas., 2013. AU
Niazi et al,, Can. A. Anesth., 2011), Niazi 51, AL D 13 TCHS 2RE L. TN 24
FRLE, REBELROBRHBRAIEKERE (FEIRBERICESEERYEBEXOITB447) &2F
ALTWEBEIIH L, RROEAARZITo, RROFERIZLY . fifalERcCHK. EX

PHELEHIBRRETE 2 L85 LTV 5, Morelet-Panzini 513, NS EREEIZ L - T CHS #
ELEBEIIH L, KADOHEAZEToT=, TR L, REOFEHIZ LV IEKBRKE & s
FEEOKENRRONTZEHRE L TND, 15 MOEFREFTD 16 FEFID L TIZBWNT, BRDK
ERBEINTWS, 2, EFEREREQ B0 F 0 180 FEFIH 145 fFER (—E8 SCIBE %S
) THHROMENHRESIN TS, F2. BEHITHONT, BE&HTHRE SINWEOHER,
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FAEMERR, BORA . AMREE, V— FRORES, MAEEBRIC L 2HER, X—X A —
I —ORBMEE, WERZEOLDODEBMNBOERE, B, Lir—"—0KH, BROAEES,
BROBEIZLZ D 7 OB AER SNz, RMICET 3T THRE SNTZAHEIX. BORA
T & - 7~ (Morelot-Panzini et al).

R IR RFRERE D BEIZ OV TIL, Onders HiX, 2014 £i2 27 £ D5 b 13 L INERME
(idiopathic)HifRIEISRER &L R L T2 EBREL H-T-BE (MOBEDS L, 5 LiTWEE
7. 6 RIZ/EOFHIIME. 3£ IEMERRET3) TBWT, 21 ARAKOEALZTT>
72(RP Onders et al., Surgery, 2014), Idiopathic 72 BEFIZX LTk, 9 L ITHAHRBThi iz,
A, A RIOX S OREBIEEERES, ATHRBIEELREREENTWS, EORAALTEBED
9, 4 APTFERIEE, 3AC—HEERRLNT, BY 24 I3 LB LN, ML
RAATEBRRIISNENT-, RBEHREIT. ZKCb 3FREIC X ABBERE I 3K 2650
L7eBlE#TRT DO TH D, WHIALEIToT 62% (13 4) OMEMENSE L, ATHERE
AL TV 4 BIXZERICATFRBN RT3 Z LICETI Lz, —F T, 3 LICITHENR
Bz mot,

RU_RFBEICH L TCOBBESR— v 72 L85 H 5 (Smith BK ef al, Phys Ther,
2016), R ~FRIZ L A BB A U F - B A BB EKICEKEL TV 34 DBEIT—
VI DEBOHEALFEN BT o1, W 1 BEITOaryT oYy a=d (R/RT A —F OiE
LR, SRR, MRRBOMELITo7-) 2FEB L, FORE, AIHPRSELERE
FTIERBIZEL D= 7T, —E#HRERZXER L 2A40BEF BT, AIFFERSMLEREN
(R=V U TR D 3 AL, ZOREIXESRMRR L, 1413, [ERILEIZL->T
ATRERZRD S OBBETEN =2, B POATERIBBMEFEIR U, KRICX D= 7T,
FER SRR — 3 v SHRIC L A B ELEL LEVERSROBRNES 2 BE L LEZ2 0N
TW3, ZOBKBRIT, BRESR—Y 2 73, RU~NREREOANTRRSE~DEEZRD &¢
BUNAEYMEEE2FF ORI RS RF E—H LT3,

I, ERMERHNBRRERE R ROV TIRERRBOBERIZS TR TV RN &,
B L LTBRERRBROITONTZ SCL &iZ& D2 &b, RMITBWCIERE LTHERITS
B D TR,

A L OELSBIZBNT CHS ~DFEAR XM TRENTWS Z & SCI BEER L LK
RBRICBWTERN AR ORZEMNTMEINTHE Z &, KU CHS & FHBREIZBWTT
AOEB = 2 —a UAHE L TWNIERRERRSIIERT 22 L2 8 bE L2 T ARRDO CHS ~®
BRIZBOWTEMER OZEERTMHEN TS EEZ DL, ARV TIIEBEEERED
BECHLAMPERATEDEEXS,

(ERORMNEDEBROFERZEZE LI-ARTORLOMESITIZE 1.22-3 08B THhb, &
R B, RENRUERENRATLERSRNLDOZERENRTH D, —F. LENLRRE
(NIHERZBOEZE N TWRWNWERRIZRD) ERHDIBEITE, ATHRIBEFRLENS
A —0FE (FIZIEA P OFEBRMOAR) CERTAZELARETH D,

#1223 WATOBRBKEREZERE L, AR TORLHOAB ST

i) ARG PR RIE

sy | PRBBE DS LHRREOR | ALWRES
i BIHL, ATPERELER | MIBEGERN (e mrEme)

Sz WIORE BT s o RBIET LR gD

BEfF R =t s RETE RSB 5y o 5 o 3
L7 RRIEE RO 27 4 3 avFa4va=r T EED)

THREDN

B30 A, BEAF I & DO b THE
ERORRT | yrsm~wnih - RS | HO~ KRR - R
gmnm | PERB (ET BB | FPIRE (BT LMD = 7 1

ParFava=yTRAYL) | va=vIRED)
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KD, BKRBREOKEREEE X725

% 1.2.2-4 AROBERFZHOBRE

e BIZ. £1.2.24 DBV Th A,

zetk - AT

EEA EERE B RETHIELD %EEDQS;"‘;@? o
/EE RLCMA. 31
I | ok E T ey T
I | bz ke, ERLAE ;L 200745 A 3 H
B 7> A lrote,
]
A—ny s BEOES (50cm | R
— 60cm) B = L2 Rofefed L 200757 3 A
IS SEERE L,
AT —DIER . -
(REEAE ) AEEBMIER I EVWER ML 200942 A 3 A
REAERBROER (HE&EEY) FEEROEITE I mL 200942 H 3 H
BES—TNL~DX LAY | E8EkEE L
) — 7 EEE (r— 7 MEROB L) L 20094 6 73 18 H
BE7 ) ) —Y—AD=—F | BRMEA E -
It (=— FA IS DBSLL) mL 2018%F 47287
IR EBRNVE—~DTY oy | [EEMERLE
VY —TF— N (BARWTER DS LE) 1L 201344 H2H
BARAVARERONL | HHECOES mL 2%;;§H85
—RATIVDOBM (TABY | RoTF VHEORS @y 20168 A 8 A
EHE AT GRLAMEDIEKX) (#e38R)

AKEOEN COBERERICBITAMEBESITIEE 1.22-3 IR LZEY Thb, ALS I2BWTIX

2011 £ X v FEEZ
BrY L Li-LHsk

F&hi= (DiPALS,, Lancet.,2015),
) & NIV BEhEREE (R I

BWTNIV ERGROFRIZE D AFHBOERS QOL PR IN3 Z L %
BT 37 & AMEdr AR B (DIPALS) MBAtE . 2015 FiZFDEESL
FTOARINTFERIZED L. NIV EAROG R (K&
BT HAEGFHEEZ KT L, KABOATHROFNEFE

WEWERRE SN (RREEFRIE 11.0 » A[95% CI 8.3-13.6] vs X1 HBEE 22.5 » A[13.6-not
mmmm FEFEH AT — i 2.27[95% CI 1.22-4.25 ; p&O%D AEERHEBRICOWTIE, %
LSBT HRERIRELE, HRHREEORIBO-DICHLEL SNHREDOERRG. AT
FEOZEHEEIZONWTHERER-TEY, BROBRICOVWTIIEELRMBLETHS &
EZxbohd, £, (AEICBWT ALS BE~OARGRLO BEIEFIC L 0 BEIREEREDIK T 28I &
HAAREME (NIVOEAZEBEIEDLZ LR TEAHREN) IZTOWTHERTAELHNE LT,
2012 & L Y Bl X TV 7z RespiStimALS RERIZHOW T, DIPALS HBROBRZBEE 2 T,
2015 4 7 BICHWBRRESI N, KRRITZ, T4L8DBEITHALFERNEHE SN, T F AT
AL ¥ AHEEZEID AT RITOR TV, ARBRO PR RIZI T 2 PRI ERNS 2016
£ 11 AIZBRERENTEY, AGEOBRHBERICEW T, NIV EARIEIRED 63, NIV EA
BIEE TOHMOLBICB D TAREENEVER T e HEINTNE (RB#EFRIE 6.0
> A[95% CI 3.6-8.7] vs ¥ LB HME 8.8 » A[95% CI 4.2-not reached], FHEFZHNAF— K
k. 1.96[95% CI 1.08-3.56 ; p=0.02]),

INFETEKBIIBWTRINTWETRI SN AELR (ALS lRARRBRIZEB W T, NIV & ARG DOHA
L NIV BfEREICRIT S ALS 2 04AFHR GEL b L IXBEMATIERRERE
DOHIFE) ZEBLT, AT 16 »y ADEENRD ONE,) LHFHZ2 2 > ORREBEEL ST
AFD ALS ~OBERAIZOWTIIAR S (201742 A) | kwfiﬁiﬁﬁdmbgf%ékﬂ
WrL, SEIOEANSERNATEZ LITE LT,
A%, THORBRIZOWVWTOFH - REITERRLRE
ONTHED TREPMLEL R oI

B} DEmMEICL > T, ALS ~DERIZ
&&)Tﬁﬂifﬁ %%ﬁ&é?&ﬁ”é
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Za—TF—NTy IR T 4—E—TRENRTFEL : NeuRXDPS (LT, TARH] 0 )5,) ik,
PRI % — ERR CEXMICRIE T 28R —  JHEETH Y . ALS (FFEEMEME5RE
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KE(FDA)

NeuRx DPS RA/4 Diaphragm
Pacing Stimulation System

(SCD

This device is indicated for use in patients with
stable, high spinal cord injuries with stimulatable
diaphragms, but lack control of their diaphragms.

2008/
6/17

NeuRx DPS
Pacing System

Diaphragm

(ALS)

This device is indicated for use in amyotrophic
lateral sclerosis (ALS) patients with a stimulatable
diaphragm (both right and left portions)
as'demonstrated by voluntary contraction or
phrenic nerve conduction studies, and who are
experiencing chronic hypoventilation (CH), but not
progressed to an FVC less than 45% predicted.

2011/
9/28
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The NeuRx  Diaphragm
Pacing System™ (NeuRx
DPS™)

(HERRIERAER 2)

The NeuRx Diaphragm Pacing System™ (NeuRx
DPS™) provides ventilatory support in patients
with diaphragm dysfunction of neuromuscular
origin. Diaphragm dysfunction can result in
abnormal or absent respiration in patient
populations of high-level spinal cord injury, central
hypoventilation, amyotrophic lateral sclerosis, and
other injuries or diseases affecting the
neuromuscular respiratory pathways.

2007/
9/5

Yo TIE
7

NeuRx™ diaphragm pacing
system.
( Intramuscular
percutaneous motor point
diaphragm stimulation
system)

(RIRERSRET £)

The NeuRx Diaphragm Pacing System™ (NeuRx
DPS™) provides ventilatory support in patients
with diaphragm dysfunction of neuromuscular
origin. Diaphragm dysfunction can result in
abnormal or absent respiration in patient
populations of high-level spinal cord injury, central
hypoventilation, amyotrophic lateral sclerosis, and
other injuries or diseases affecting the
neuromuscular respiratory pathways.

2010

AFE

NEURX Diaphragm Pacing
System — DPS System Kit

(scr1)

The NeuRx Diaphragm Pacing System™ (NeuRx
DPS™) provides ventilatory support in patients
with diaphragm dysfunction of neuromuscular
origin.  Diaphragm dysfunction can result in
abnormal or absent respiration in patient
populations of high-level spinal cord injury, central
hypoventilation, and other injuries or diseases
affecting the neuromuscular respiratory pathways.

2013/
3/20

NIntramuscular
diaphragm/phrenic nerve
electrical stimulation system

(PR EE R )

The NeuRx Diaphragm Pacing System is intended
to provide ventilatory support in patients with
diaphragm dysfunction of nueromuscular origin and
is implanted in an outpatient laparoscopic
procedure. The NeuRX Diaphragm Pacing System
helps patients breathe by stimulating their
diaphragm muscles, through repetitive electrical

2009/
1/20
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stimulation to the implanted electrodes to cause the
patient's diaphragm to contract and cause the
patient to draw breath in a manner similar to
natural breathing.

(HFRIEERE R 2)
The NeuRx Diaphragm Pacing System™
(NeuRx DPS™) provides ventilatory support

NeuRx™ diaphragm A - ) - ;
pacing system. in patients with d*aphragr'n dysfunction of

2T (Intramuscular xc;euromu.scular origin. Diaphragm 2008/
percutaneous motor point ysft_lnct_lon.can rgsult in abnqrmal or gbsent 11/3
diaphragm stimulation regplratlon '1n.pat1ent populations of h1gh-leve1
system) spinal cord injury, central hypoventilation,

amyotrophic lateral sclerosis, and other
injuries or diseases affecting the
neuromuscular respiratory pathways.
(BAFRARMRE R 2)
The NeuRx Diaphragm Pacing System™
NeuRx™ diaphragm '(NeuR'x DPST.M) pxjovides ventilatory §upport
pacing system. in patients with dpphragrg dysfunction of

caver (Intramuscular ‘rileuromu'scular origin. Diaphragm 2013/
percutaneous motor point ysfgnct'lon'can r(_esult in abnqrmal or gbsent 711
diaphragm stimulation re§p1rat10n 'm'patlent populations of hlgh'level
system) spinal cord injury, central hypoventilation,

amyotrophic lateral sclerosis, and other
injuries or diseases affecting the
neuromuscular respiratory pathways.
(FRIE R T &)
The NeuRx Diaphragm Pacing System™
NeuRx™ diaphragm '(NeuR.x DPST‘M) pl:ovides ventilatory support
pacing system. In patients with d}a'phragr.n dysfunction of

. (Intramuscular geuromu'scular origin. Diaphragm 2012
percutaneous motor point ysft.mc'glon‘can rgsult in abnqrmal or :absent
diaphragm stimulation re§p1rat10n .m.patlent populations of hlgh-level
system) spinal cord injury, central hypoventilation,

amyotrophic lateral sclerosis, and other
injuries or diseases affecting the
neuromuscular respiratory pathways.
NeuRx™ diaphragm
pacing system.

F59n (Intramuscular (ALS) 2010/
percutaneous motor point | Treatment of ALS 4/6
diaphragm stimulation
system)

(PR R R )
The NeuRx Diaphragm Pacing System™
(NeuRx DPS™) provides ventilatory support
in patients with diaphragm dysfunction of
) neuromuscular origin. Diaphragm 2011/
angs NeuRx Pacing System dysfunction can result in abnormal or absent 10/27

respiration in patient populations of high-level
spinal cord injury, central hypoventilation,
amyotrophic lateral sclerosis, and other
injuries or diseases affecting the
neuromuscular respiratory pathways.
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1.3.2 NEIZBITHFREEGORERR

AT AHTRESRERTIILLTOEY THD,
FEERB IUTRAESWRIIL, XE FDA I2#H X /- Annual Report D THE X I T3,

FA R 2017 £ 5 AKRBE

# 1.3.2-8 BWARBOFESOREMHLEHERRUREHE
¥ I s 1)

FAEMHER () FAEFE (%)

ENRX N ZAREAZCBEET A RES 11.07%

NR—voy 7 BRIZBPETARAES 6.43%

BEF—7NICEETIFRAS 4.11%

JYV=ANAT—a Nl BETHRAES

AEAERICEETATAES 2.58%

ALY YV —TFy MZBEET A FES 1.58%

BTV X)) —Y— Vi E#T B3 RES 1.05%

AR FRNT—ICRETARAS 0.16%

AEECEETAIFRES 0.16%

(((tBR&) ¥—7rty MCBET3RES) 0.11%)

BEXy MNCBET A RES 0.05%

FNNVNZEET AR RE 0.05%

S A AA A a Y N R 0.05%

ESHtE Y —la—NViCEHETARES 0.05%

DPS (ZfEd B3R ES (1) 0.05%

REHRAEICBEET I RAES 0.05%

(R Y7y NEETRCEET3FR (0.05%)

&)

( ((FHBR&) FIA 13—l 35 RES) (0.05%)

(I 1) TDPS 23@Aevy, | WO ERRBEINR, BT CEROFERERE LWL TRES
ERIETDZENTERhol, BELARS (IDPS)) IHHIAAERFRRERIZBWTHREZ N
Teo ARETEBORBEZR7-2, BETES, FLEBRENGOEO2MEBEICERIATY
DI LDHEREIN, Fo, BEOBMBOEAR N AFEERILEICEEL, THRNB/LEL
DR RBIIED ST, RO YUBBERIAROERZ28EEL1-L . FDA ~OERBEIRIESh
7=

BECHEET IAFEROBEMABROREREL, UTORDEY THD,

® 1329 SAEEROREMBRURERE RENE/HEEEKRE

FAEME () RAHE (%)
0.63%

0.32%
0.21%
0.16%
0.16%
0.11%
0.11%
0.11%
0.11%

MBI L B FRRE (FAH)
ERER S & H L oSS
FERRCLELE (RXGHEBEHY)
B2 D BEIR

AR FRA T —OEFRTIC X D EBOEBTR
R ThDB

T (ARG BEEL)

3

FERRE UL (K& & OBEARH)
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il (BEREER)
BT AL D _BILRREN

T (WERLE) (7 2)
TEMR (& EBRARL)

BEOUVA YO—BORERBEHEH (X3)
EEROHRFSHLODOBRHNBS (PREL)
MERENAREIDEEVy (BEPEE HIBA) (E4)
MRSA £ n &

FIPEF O A R OiLE LR

[

—[ERKEDOR D
—EARBEOR Y (A& BRRL)

R EOEEBEMN CORBDORIE 0.05%
TER ERREBEEHY) 0.05%
(E 2ALS BEMNRE - LR YUBEKEBIZOWNWT, BEOBKIC L AEGIEREZ BE L FESFHFEL
7

EIERAGIT. EBAV—T 4V TOIRT, N—vay 7BEBIIKTICEBENSHM, KT
YRNMIERIICELLTAERHY, BREVAYO—BEEENCEH L WIERTHS,
AEREHERLHAAZBHRYEICL > T, ARHLABEZTI LV LBEBHL-RBOX IHE
FTHHENRY RAZ/NEVEHESN-, 22 COBEOREAHABMICE Z 2 5 08 L Fkic,
EHRZV—ETCEILBRBI b, B, ZOFREIAKOFERICE - TREIIR D)
72

(HEVIL S, EFSECIIYURBAEIIMARVERENBRES X 7- Lz L84 L, BEIERE
BZABEL . AGOERBLEE L THEBENBEZ BRI I2FROTENEEN, FHIBIR
bhieR, BEROREIIBOONT, BEOEERVCAMHOBRICEF IR hoTz, (7T L%E
EOBRETHREORRENHE,) BR. BEROKERBIbhilhot,

0.05%
0.06%
0.05%
0.05%
0.05%
0.05%
0.05%
0.05%
0.05%
0.05%
0.05%
0.05%
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