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LD &7, CRST OFHIIT FIRIZEWIRE SN T A2 HWTEEIN D, &
Fia% 6 OERFE D CRST B 7 A= 7 774 (Tremor Research Group) (Zi55H4L., &
ZTCRaT ) TN R EN D, aT TAROHYLYELERILONETH D,
AGRBR O FEA R FMIZTIEE 3 » ARICER SN D CRST MIE A AW 5, 1RRIRN %2
1T 76D FRKIZR 25 CRST (3— b AB ZiH) OR_R—Z T 1 b DOELDE|
B U ARHREE L L U CREIICA BITIRWETH 5 2 & & EEH 2% &
L7z,

e CRST @ Part A X, LT & DIREEOREZFGL A a7 Vo 745 FEFT, 10D
BROL (BA. . . BEED. A B A BB AR, MR IR, SE
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RO R - ) o %ﬂ:ﬂ# (Rest) . ZZWF (Posture) . Bh{ERKE/ {2 X
(Action/Intention) 2T HIRMDEE A, LUT OILHEIZHE - TFEANT 5.
0 : JRERIER 72 L (None)
B REZNAET A (Slight)
EZOE<2 cm, BxE2 5 (Moderate)
Ez O 2~4 cm Marked)
B2 OME>4 cm (Sever)

e Part Bix., #< Z & (Handwriting). I - EfRZHHI< 2 & (Drawing A/B/C). 7K
Z1E< (Pouring) ®#E)E (Motor/Function) ZFEAMd 5, %D, fiEICIILL T O
REFEEL T 5,

. IE5% (Normal)

%q:@:é’ﬁ XIbHL, D LEET, IEXND (Mildly abnormal)
CHIBERRETE N, A SN2 E A3 H D (Moderately abnormal)

HHEAN AT (Markedly abnormal)

4: RHEDOFERAIRNERE - XULRFFTERV, IIRITIHE - U2 E

WTEBL ZENRTEZR (Severely abnormal)

KEFESENEIZ, FRETHEWEEO ZIFT/KOETO~D ST 5217709,

e Part C (Functional disabilities) IZLL N H A HERE 8 THE ~DEE % 0~4
D 5 BEfE TR %,
Speaking: RE9 2 &
Eating: JiBE)&/ERAMLISDOIER
Drinking : RENE /XA & QTS Z &
Hygiene: HCOHAEEE (PeuElZ &G EOEMENRAIRE/R Z &)
Dressing: &4
Writing: &L Z &
Working: fE#iz&175 Z &
Social Activities: tH&HY72iEE)

B> W DN

W N = O

AR - BEEA RIS AV /2 CRST 1%, 1990 4E4X|Z Fahn, Tolosa, Martin (X -
TBAZE &7~ Fahn-Tolosa—Martin Tremor Rating Scale(TRS) 23 % & 272> T
BY ., MRERABEIC X DIREOREOFHIIZIAS HEH I TWD, ARG
WPRIRRIESHER Z B SRE TEEERMRIEHRE « RREBMERIR) [ZBWnWTh bl
HInTWsd, ZOFEDOEFEMERFEIX Assessment of Interrater and
Intrarater Reliability of the TRS in Essential Tremor, Mark A Stacy,
Movement Disorders, Vol.22, No.6, 2007, pp 833-838 IZ#E23H V. Kappa
Statistics # HHWWTHRFEL CTW5d, Z OEFEMEMIETIL, Part A @
Reproducibility I& Good & #Fffi X412 Kappa fili>0.6 ZfEfR L CHY ., Ziuk
P SR> TH A a7 1 B b & 60T ERR 2 EIRE L &2 i © =
HIEHEREL TS, Part B H A 7N 1 8725 LIS NTERRI 7R ER A
b Z 7l T 525, Reproducibility #FAfio> Kappa fEi% 0.6 LT TH D Z L
O, RERXNVERRBRTIX, PL—=0 7 SN2 7 TROMEE 13T T
D Video B CAaT Vv 7+ 5L IIC Lz,
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FEAMEFMIZ AW Part A & PartB OFHiIX, FEHIEICL A2 A a7 DIX6HoX
BREZPRT D720, Pb—=r 7 ENTaT T ROFEE T~ TOHERE D
Video 7—# ZBB L AaT7 Vo 7352 L LT,

BUIMRE R~ 1.5 12 QRST (FE3C, Fi30) ZiRfFr L=,

@ QUEST (Questionnaire for Essential Tremor)

QUEST (ZAHEMR LB D AEDE (Quality of Life) IZB+ 57— T, =
Ra=b—var~o0XE, LF (BFEE) o7, %k, FEEE (L, &
Gh. PC BRE, BHEZ., BER L), [EFLOFFLH LT 5 30 HEND
2%, LT 5 DD EICX g T&E D

Communication: 'ER#1~H#3 REHRE ST ~D X [E)

Work and Finance: ER#4~#H9 ({LFE, RFHZ LI2BH4 5 XE)

Hobbies and Leisure: /ER#10~412 (ERERIZBET 25 &)

Physical: 'Eff#13~$#21 (HEEEICBIT 5 )

Psychosocial: Efj#22~#30 (Kt ECcoE)

R 5 DDA EHZEIT 5 30 OFERMERIZX L 0-5 D 6 B S CTHBiRE A & IC
FEZEZLTHH I HFNTHD, 0: HOORIITEY LR, 1iEo7e< R, 2
FEAERN, 3 EXEEHDH, 4 < DD, 5: 0O, ODRATRSTHD,
BEBRE DR OFLEE I SN TIE, 0~4 THMIiT 5,

2370 ol ey (RERDIIET D Z L3 720)

Aa7 1 R (HFENCRW T ELY X 72 S WRRE O DT D R EER)

272 PR (—EHOIFENII W TR L & 729 HRER)

Z2a73: P CEXTT R TOEENCIBW T A X 7- TR

a7 4 BE ERICL > TTERVWEENH D)

EEORBRE L., MEGEICHER Lo H Wiz, B =E#E (Health Research
Associates, Inc.) DEEROENZUTHDHZ & 2R L TWA,

WS ERERA a7 NS, RaT7 N1 85 LERNERECEFHMICE 5 &
F x5, BEEFEEREOWEDROFAMIC, HREER O ORIEIZINZ T,
H & ATE EOBERE - BfE, a0 BER EE2FHMiT 5 2 13— &I Tbo
NTWb, N—F Y VFREOREDOREGHFMIZHE OIS Unified
Parkinson’ s Disease Rating Scale (UPDRS) (2% . & —¥% [F5tidae. 17dh
LO&4r (4 THE) | B8 THEAEEEE (13 HE) 2T s, K
Bl 8. 2 I TH|H9 53k PDH1 TlE. Frenchay Activities Index Z W TE
D, BEOHE., EE, HEOHNY O TOEE, ELWEFR & HEER
D15 OHEABE, LYy — ALFICEATHHE (P, FiE. ASEE~OSN,
BRERZR ), 2O 7T v N R7 OIEFENCEET2HE (a v 7, 5 —
T=UT, fIT) & 4 RIETIEHME L, 0~60 DA a7 ZEHTHHNTHY
QUEST & [FIERIC QOL Ol E &5 % 5,

(7) JEBIEDOARHL
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ARBRTIE, BBREE . O v AKTBEEOH A 3 1 TEMEA(LINIHIE 72 A, &K 80 A
DIEFIE (ITT) & L1z, ZOW oI o RiE, il T REMRBRA 60 JEHH> & IEFER) 72
WERE DR DOEEE B/ L, 2008 S =558 Lz, 60 EFD+20%0 5, 44
ITT N=72 & LCWzA, 7'm bazZlGT LK 72 ], iR 80BIETEEHDH I &
[CEE L, ARBRIIEENGR OEFEENS ML CTRB Y, BECA Y7 U —=r 7 BNEfi
SN A IRETIACED 2 L9128 OBLEND FDA N7 v b 2 VikGET 2 &GE L7z
BHREN D D, Z OFHM ] BEWEERE 60 JEFI &2 L 7-ARHUILI FTH 5 -

o AKRIBROANCENE L7= Pilot BRERERIZI W T, ARG A L= B#E D CRST =
a7 ENT20.4 05 4.T ~E TBWRIRT, —HFARIBREATOR N> T BFIL 4% D
KT RS T2fERN G, 60 FEFHIUL 99%LL EDORE S (Power) T ¥
L% HRRE L SBRBE DO ATEIEIC L B CRST D A 2 7 DAL Z AR TRE & WaA S 5,

o ZEMFHIEOIEE L LTV D HEEFGO LARMEIZHE N TY, SEREED AT
5%TER THEEFEZENEAETHERELZEAETH, ITT N=60 (N, RBREHT 45)
THhIUEHOMHETRETH D, HIZT B AA—/3— (2T 15 DT ¥ LRTIREEN 3 4
ARBICRIBEEZZ T UL, TN EEFREREICLD2LEMFFMoxg L T 5,

(8) #EFEANTE DT —H &> b

SEBE G & IR TE T3 DR10 2014 4 4 A IZHEEHAENTEHE (SAP) % FDA (242, 6 A
13 HIZEKRESET-, MHMBITBABEOT-OOKEHROIERT — % 2 EHT 5
EDC (Electrical Data Capture)7>% SAS(Statistical Analysis System) ~DF —H DX
v or— RE . BIEFIED 3 4 H OB NERME A & 2 7% 0 2015 422 H 3 HIZHE i
U, SR 247 O BRI S L7z, SBREED 3B5%5ETD 12 MAETO7 + 1
=T I T=EEF T — RETW, T—F_X—2R%&uvy 7 L,
WERHIRAT DXt 5 & 3 D IEFIEUTEEREE 55 JER]. v AXTHREE 19 JEFITH D, 3 » Atk
WA CRFA[ T2 7 B A4 —/3—|21F 18 D ¥ ¥ AR IRBEOHERE 13S0, FICHEBREED S
2 PEBRE Y 2 BEH ORI A FM L7z, 7 n 24— "— O 20 JEFI & 72D, T D
JLERIX FDA OFF Al 245 CTiT o7z, LFICT—% Yy NOMEE EH5 .

o GRBREE : 55 SEM,

o v LxEIREE - 19 SEH

o 1 AF— N— : 20 JEH

9) “ubrantkET
AR FEfE 2 3 [\ 7 1 b =L ET002 OekET7Y FDA O&ER A2 15 CEhi S v,

#8.1.1-5 7u ha)LkET Ok

sl ZaT |

2012.12.20 | ¥k IDE#:G120246

7u b aVKETRE
BETHAE

2013. 5.2 Amend 1 20134F 3 A 2, 3 HEMOMERI Y ERiSZFHICHIT A ERIC kG

T5H1-0, FIBAZIRAL TWDHEE, KOWEEICR kv 7 2R

BEZ T TBEORBBAERD LT ODERE(ToT2,

ZEF 1 A EEER12 OB (3 » A LI EREAIZ IR LT\ T
B 3 AMICEY RTEERCZFDHENE DL S 2T E, 2
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HIEIWTE3,)

PR BRAMENER23 (MR BIERD HILD H, XUELE OFEEN
HDHLGA) ICTU A7 OFmWEFIIHEREN D, FTBAIARAE O
EBNLZE L TWOIUR, REIER ORI IT R EE T, Zaetko
BELRWEDRRICL D, /=% Y IRICT DK T
@ DBS TIFRIEA & L TRZEOMEN H DA, AREMRK T
ZOHEIT L. Ko THBAIIRM O B ICARZEE I X D 0K
T 21 LT L ReDBR&IT e,

W2 RAMEHEH23 12, TPHQ-9 FHEFEARA =78 20 LIE TH
%1 ZB

B o [BHERRDEE] OHBIEE O— DIZEKRIITE & LT
V% PHQ-9 (Patient Health Questionnaire 9 HH H OERIE) %
EW

W3 BRAMEHEH 30 A BN
[(R—=ZZ A VHID 5 » ABIZ, . B, EHOWTNIIR
V) X AmBEERGINZZ END HWERE,

Bl AV U XZAmFEONFIL 3-4 D HF T 5720,

2013. 4. 25

Amend 1 FDA ZF8 IDE#:G120246/S003

2013.12. 2

Amend 2

IEW R4 ERYERST & LT SDR(Skull Density Ratio. VEME X
o7 LR RSy DB FE L A R RRE) 2B L, CT $2 OE
B AE I SDRIEZFEAT D L O ICEE L,

B REHETEENE 3L X — ORI ROMEE R T D

7=,

2013.12. 30

Amend 2 FDA 7KF8 IDE#:G120246/S005/A001

2014.8. 14

Amend3

£ ERE R B\ TERIE Gk S AV TIEBNZ 6 L CRBR TIE % f5t 1)
HZLEBODHEZDOETE, ZCky ., 1T ERIEE 80 JEH
FTEDDLIENTEDI DT, BKAIZITT 76 JEFI L 722
S, ZO7m N aAVERIIHEHENTICET 2 FHEHOATHDH Z
LD BIEREBNCIIT D IRB ~DOLEERITIT-> TR,
BARRIZIT

[0

AFRERIZIT, JRIERE © v AxTIREEOY 301 TEEALE
NWI=AEE 712 N\OBBRENREGEEND, ZOV 7 ¥4 X%, §F
i FTREREERE 60 AnD ., BEMRYEHRE N ey 77U h&EE
L. 20% N SH7- 55 LT b,

(£E#%]

AR IX, VAR © v ARTBREEO DY 301 THREALS
NIi& 72 N, |k 80 AOWBRE NG END,

2014.9.11

Amend 3 FDA 7&#2 IDE#:G120246/S008
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7'a b a)VEETOWN, Amendl KO8 Amend2 (3 AL YE KL OSBRIMNEHEICBIT 2 A F CTH 5,
% DWET (Amend3) 1T 2WTIE, ITHEFIEICRET H2EE TH H, WERTATO 7 1 k=L
T2 TH T D%, FAKT26], BARSOFIE TEEDHZ LITEE L=, ARBRiZ
7'a h a )V OME TRKSHEE DEFEENSINT 5 Z Ll TED ., ZOWETDREA
THEICA 7V —= 2 TN SEHE SIVTIERNZ OV CIE, {BIETFIRIZED D Lo e ha
NEWET LT,
(10) fEFIT—F OEHE
ExAblate 2000 O 'F#EE M AN K 2 miRFOmE HBINO 721250 U 72 E1EL T v A
oy ha— W kAR ZVERRREREF & B U EDC (Electronic Data Capture) %
72o T ExAblate 2000 DARFAIKFE AT 2014 4F 10 AIZHFRKREHF TN D,
K ek DIERFIHEEE (CRF:Case Report Forms) X817 7 A /L _"— XA TEB L, AHiix
I% Part 11 |Z5#@A& 9 5 Security Internet Access(Check Point Software Technologies
LTD #f Connectra, XiX Microsoft ® Internet Security and Acceleration(ISA)
Server)IZ &V EDCIZT =X AN &AT 5, RBRDHE T3 2 L LU OWAL CHEGHIFIT 217 9,
a)  IAJER O EROMEERY . InSightec I FDA (Z#KE LARNTBRIG OFF ] 2155,
b) EDC OF —HWERFET = v 7 2FE M LT —F 2y 35, T 7
— A IIFAID OBNERRE 72 5,
c) FDA MOIENTBIMGE D AN CTlzb, Z U= ray=l b2 —T ¥ —0
FERIicE D, EDC 7 m VT ~—mn, &7 —%% SAS (fatfigir Yy 7 b)) o4
vrnu— KL, et %R TechnoSTAT (242635,
d) FREHEEATEEICHEV, SAS I THEEHIRNT 2 Ehi 4 5.

—
N—

\/

eCRF

Electrical Data Capture
Server
in Haifa, Israel

\

Via

Connectra ‘

or

ISA CRF->SAS database

¥

Statistical Analysis
by TecnoSTAT

e J

K8.1.1-1 EHITFT—FZ o7 a— (#AX)
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(11)  FEGIEAER
1) HEHENT T T O Bz R o3 > O RMEM 2 3E L7 -

[Safety Analysis Population]

Z OREMITZ MM 21T O BRI Uiz, MBREE R OV v A5t BB IZB W T, D
<L —EOBMERMN HEEOLGEITRFH 2B llRE) 2% T3 X TOlE
Bl & &,

[ITT (Intent—to-Treat) )

Z OREEMIESafety Analysis PopulationZ 9 _XTETe, ANFER CIXIBHRIRE LW

BREIIDRLE L —EOBKEZITH Z LD, ITTRH#ER & Safety Analysis Population
BEHEFNTEE LWERICH 5,

BRI ORI B & ISk 2 Kl — 2 3R BERIOT — & THise T D HikE L

7= (Last Observation Carried forward:LOCF) .

[PP (Per Protocol)]

ZOREMICIE, FEA RN 2 EhE T 2103y AROBIE LT, AR OZE
PEEIAI I B8 % T T 7 1 kN 2 SER 72 o T2 ITTREER O3 _C & e,

2) JEBIERR DFEA
RlBRIZ BT DIEBER 2 X8, 1. 1-21277~ 7,

FIEEIZES L, ARBRIZS A UTIEFPREEUI16IER Th - 7=,

Z DONITHINENELALDORTIO A 7 ) —=2 7 OB TR S iz, iR
N IEAE~ DA HETR D BB TScreen Failed Group 1& L C30HIARS, #BE 2
RekBrfki 2 B £ 720 & L TTHINIE LT,

FE2Screen Failed Group 1D30#¢ER#E OFEH 2 #£8. 1. 1-712. EIEALORNIZER
BR~DZ N 7% FEE LT THIRE OWNFRAZ KRS, 1. 1-81TR T,

D TORERIS TRAERRE (ExAblate) | . [/ LxfHERE (Sham) | IZEE/ER(LS
i,

REBEED DB, PERE S DARTERE T ORIZScreen Failed Group 2& L Tl
L., BEEEBERNAZZ T 0o 7-, ITTRER K USafety Analysis PopulationfhEE
L, SBREEN=55, o v AXTHREEN=19DGEIN=TATH D, TS, 1. 1-6ICKFEM
DFEM IR — I LT,

FE2Screen Failed Group 200NER A58, 1. 1-9127°77,

AREREESSBID 5 B 2617337 AR DOBIEICSI L e o7, B OO/ Lo
ORI TE AL Lo 7= O], BRI A & 2 S AR ERGE T2
HEFLZRI & 7R o T2 T D, K o TPPRIERIIN=53 L 72 %,

B3 AR OEMROMEREZ T T, v v LARIREELI94 D D H18K4 N7 1 A
A== U TR 2T T2,

B3 AR RO BROMRO%, WERFED 5 H244 (Subject 1D:43204 &
107204) N7 v A4 — "—& U CHERBREZ T T,

ARERBEN=550 5 b | BTN 2 FEhE 3 21693 » AR OBIEICS I L 2o
TE2ER], 7 v AA—— L UTCTHERE 2T T2 20E6], O IRH %25 7= LER,
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67 HRBIZRICBIN L 7e o T2 UERBI O FH6 4 ERE 3% U, 120 H OBIELIZ49E S
Toholz, 8. 1. 1-10ITP% LI=6IEB DOWNFR 2 —EIZ LTz,
NR—=RA T A L EBIERERIZEB T DIEFIEOHERE O E A2 £, 1. 1 —11IIRT,

#8.1.1-6 HREFOHEBREE

RHE] PR >y L
Safety Analysis (N=74) 55 19
ITT Effecay Analysis(N=74) 55 19
PP (N=72) 53 19

KiBRClE, 1BEMRE Lo 1307 L b —EORMNZ21TH Z &
5. ITTREEER] & Safety Analysis PopulationREEERIZEE Ly,
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[ SR S ]

N = 116
A7) —=v
7 R
SF Group 1
N=37 ﬁfﬁ?%ﬂ:
N =179
A7) —=v j
7 R
SF Gr_oup 2 KBS B e Y Aﬂﬁgﬁfﬁﬁ@
N=5 N = 60 N =19

|

[ SRER P ] Safety Analysis [ ¥ LRHEERE

ITT

%ﬁﬁﬁgﬁ# N = 55 (N=74) N =19
3 HBIE  —
(Z A0 ﬂ -kﬁ%ﬁ
N =2 ABRTE PP (N= 72) - e
37 ABERT ares
N - 53 N =19
ﬁmxﬁ~ﬂ~
N\ ==
( S e ‘
D /#A
AERRE \
A HHE alinn
S Z D% 7 A
Z—,x — =R
— ZIN
N = 18 N =1

X8.1.1-2 JEHIHER 7 2 —F ¥ — b
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ARREMHRE O NE - < o

#8.1.1-7 SF Groupl (N=30) DR ﬁ;@%;( ﬁfﬁ%ﬁﬁk:ﬂﬁ%bk
% (N=7) O3
BRI 2 HREH T
7| SOR OMEFFUEMLLF 1 AR L B L7 M
5 JRELS o> N7 BRI X 2 HkR
FHHOFHR
4 HEAMEICEZ S L
- 2 RS EL, #*
3 fES AR E S BB TR E A
3 N R A B g EL7D
X SR 1 frERR Lo BRMIC K D8k
HPTAE B & OFFIR

HITRHER O 23 Ei & %

#%8.1.1-9 SF Group2 (N=5) DHNIR

1 FIEHFORT BERE R M

1 R DRAR N X 2 SDROAE S HLEME LA T
1 & JB DRI D IA 72 1 FEARHY 7R & B
1 ENIE T (BRAMEEHE) 1 TEERI R B R
1 TRBRFE Y 2= 0| lhr 1 TRBRHE 2 [ 0> Iy

#8.1.1-10 B OB U 7-9BEL (N=6) DR
FEH 1D JI 9% 517 D e B 22 201 ) HH
112203 1 AigE FEEHIE D A & BTz 72l s S AREREBRE  T 3
ERERIE o7z,
106221 Ly A% AR I IBIR D 22 B C O Lo EHR
106205 3 AR DBS DA A 1341
43204 3 AR 78 AF— =2 BN
106219 6 AEIE AGRER &I IBR O e B L OREEE EOFH
107204 64 A#IE 70 AA—N—ZHN
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F&8.1.1—11 REBERFITOEREOHS

. R—=25 1| 1 hHKRBE 3HBEE (6 -1 (12004
e R [ Vv b [RBEE [ v b [RBREE | v & | RBREE | A5t
B ERIE 116
SF 1! 30
HEAELACETIC S A IR 7
R AR 60 19
SF 23 5 0
FEEEFIEL ! 55 19
FETS 0 0 0 0 0 0 0 0
Vi Sl )il 0 0 0 0 0 0 1
OB X 2 idk © 0 0 0 0 9 0 3 5
WY 55 19 55 19 55 19 51 49
ES v 55 19 55 19 53 19 48 49
ES 100% 100% 100% | 100% 100% 100% 94% 100%

1 — SFIL : j@#fH - BRAMEUEIC ARG OB HE CTHYE L7 EFIEL (Screen Failed Groupl)

- WAEZALZAT S TIERIEL CBEREFIE—SF 1 —TAEZ LRTICS A IR)

- SF2 : MEAEZ bz, TRIEBRSRTIC @ - BRANEEIC RS OB Tl L 72 iR 5K
(Screen Failed Group 2)

- R EZZ T BREE L & v AXTRBEOIERIEL CBREMEFIEL—SF1 —Z A 1l —SF2)

- FK EOBRH T OTREE A B Uik &2 Bidg U 7= g5

= BEIZ Xy S WER IS K 2 BB W oo gk R

- (FEEREFER— OB L 2 %S — B P EF R — ) DREFIEL

- BIEMEZ ST T EZEE ORI

- HWIRPEGIBUC 39 D B 2 5 1 T2 SEBR O IE IR D E S (%)

w Do

© 00 3 O Ol v

(12) 7m haER

JaAK ==L ED, 39 0T 1 hWVERO®RERH T, £ 8.1 112 ICNR%E

T, TD9L, BIEFERREOEAB 7 13 14, Blg2iilsn 3 1, iMisi 13 14

i~ F =L LTHbhlz, "R—=ZFA D QUEST ZEji L7723 ¥ LREED 1

0% QUEST DM eI 297, v v LBEN=18 JEF| & L7,

6 FDRIEEEIILLTTE L,

o IREEDIERPOEL, REZEOBLMIELT DI LR TEXenoT,

o TWHIDRIEZEIZBL L TCLESZN, [OWEKHZEL LE LT,

e x4 HBFERIFCA L, TCICREEICESL L 4 4 OREREN, IRB
THRINTZH LV A~DOBL DB EBNT-, Zhui~AF—7pEKE LT,

3 D R UE TR EE~DERIILL T TH -7,

o JBRTFNEBRERIOEKEMRE 2 Z T o T2,

252



2 MV EDOT AV ERHALTCLES
5. Y ERNT

o FEZSNCTHETIARMLMGRTIO 1 M
Too WEBRE OFBASRERE X EF#EZ R TR THo 722 &
R E TESBOMEET 5 Z LTk,

o HEMHFIMNE L CEMET D X—R2F A ®D PHQ-9 JIE &2\ TV Rdo 7z,
HEAEACRED | EOERIE, REED LG 1D F 5 112209 &4 & 5% [E-
T 112219 THEAEZA{LZIToTCLE o7, BEWIZROWERFRT, AR —X 1D &
112209 OHERENARKE DL L ORIZEI D B TONDIREX ooz ifkd 51D ES
fEOTELEMRLIZE Z 51mm9%1mm9%ﬁu%mf@otox&)~—/7%
&z 72 1D Fh 112219 OHEERF 12 U Tk IiZ £ L T 57, Lo TZ Ofii#E

DRI o T2, IE LWIRIEREOE| D S TR T,

#8.1.1—12 7u haiEK 39 EONR
3L E%)
6 [Eh=a
3 R UE  BRah L
13 AEATEE H 0D R Y
3 BRI EN
1 AR 2L IRF 0D [BIREE L
13 18152 S it IRF 1) oD i oD 3

(13) AD#EHERNT —F

ITT N=74 OHERE DSX—A T A BT D NAMFHENT —X %K 8. 1. 1-13 ITF L& ®
%o AFln, BMI, B, (KE, MR AFERERICOWT, R, ¥ v AxtRBEO T —#
FIEFITHEIL TV D, Fre LTk, #RE OSFEREIT 71 %, BYER Lt L v £ <,
ANFEIZAANET VT GFE) BETH-7m, AAOREHIEROEEEITEAD 5 52
ELbEbh Ty, ABROANEBRIT - NEKM LTS EB 2D,

#8.1.1-13 AO#MHZFNT —F (X—XF (V)
fiES
AN O#EHFER T — & aBR A ¥ LKTHREE

N=55 N=19
i [Years] N 70. 8 70.5
BMI [kg/m*] ) 26. 9 28. 2
HE [cm] S 171.9 174.7
RE [ke] ¥ 79.6 87. 4
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P Tk 36 (66%) 15 (79%)
Lo 19 (34%) 4 (21%)
HA 41 (74%) 16 (84%)
BA 0 0
NFil TIOT 13 (24%) 3 (16%)
EANR=Z T 0 0
Z D 1 (2%) 0
s ‘ HY 39 (71%) 15 (79%)
RIRO ETIRHE WL 6 (29%) 121
WeBRFE BT JRIE (4F) DA D) 13.9 14.7
SDR & L) 0.6 0.5
VA & SORHA L e .
% CRST 47" 337 &) 0. 56 0.50
QUEST O &EFt A7 RA) 42. 94 43. 60
CRST PartC A =27 ) 2.06 2.09
R
D ZOT—20nba05 X9, BBREEL O v A% BT A DR 7RI
FEMED 22T 720,
2) ¥y LKRHIREED QUEST 1 N=18 (N—A T A L DOHIE SN &)

(14) WBRIZET N A—F

RIRFEDORHEICBE D37 A —=F OFEEELLITICE L0 D, £8. 1. 1-14 12, REHER L
L7z Vim DA DX Gr %, £ 8.1.1-15 10, BRI T DRl 2 =7,

¥ LKRTERBEDOIRHE ORRIER], FRE ORIER], FRHEE (23X —IEricRE) .|
FEROREZIZIEEDERH DL, BIEAEFICa B a—H|C i@iwé’(%ft
RERICHED & LTerbTh D, BREHEBREEONE, B =L ¥— ([K=x/1L¥—1
NIV L D IRHALE - TR OMEREE L | LERDEDOIBRD 72D ORREHRF O = R )L ¥ —)
IR E I L > TUEL DI N RKRENWT LD,

#8.1.1-14 BEHEBIERTNA

BX5
R L7l ARERAE ¥ LR
N % N %

48 87.3 14 73.7

7 12.7 5 26. 3

% AT | of
=

55 | 100.0 19 100. 0
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#8.1.1-16 {BRICETHNRT A =4
TR RERAEE | Vv AXRTREE
TRBEBRARD D& T £ TRk | Mean 214. 3 167. 2
FRRERER (4)) Std 69. 7 40.9
MR ~ 7% > AT | ) xiian 18;8 19656 Oo
P PR S AL TN IR Vo 198.0 60,0
N 55 19
FREF ORISR (4)) Mean 108. 1 70.7
Std 53.9 22.3
Min 46.0 47.0
Median 93.0 62.0
Max 349.0 116.0
N bh 19
B OREx X (en®) Mean 0.4 0.4
Std 0.5 0.3
Min 0.0 0.0
Median 0.3 0.3
Max 2.9 1.1
N 53 18
FRSHOLE - JRBRRE D 7o [Mean 1016. 8
ORI T L E—[]] Std 714.6
Min 0.0
Median 1456. 0
Max 2500. 0
N 55
BB 2 st = p L |Mean 11628. 8
— Std 6684. 7
Min 3500. 0
Median 12839. 0
Max 34860. 0
N 55
HR B oD 18 Mean 18.5 15.3
Std 5.3 2.4
Min 8.0 13.0
Median 18.0 15.0
Max 35.0 20.0
N 55 19
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(15) ZAEEH— LB BT
REREE, v AXPRRREORBREEMIC . AR AT I SRR A B R B R A T T
B (WEE) BDHEELRWI L2ERT L0, MEEMITZ I L, T, ~
— A7 A4 CRST 27 MR, FEhEmREEz2 L EE Lc, TR T Lo 7 1—7
B HD P EIZ 0. 05 LT CTH V. WiskBREERIC RIS D R BAER 2 /T A &
370 <, REIC K DHEHNEIEZAT - T akBREED O v AP RREE & bul U C RAF 7o il IR 03 5
LN TWNWAHZ LEERLTWVD,

L BARYT
ZHERMO | P 7 | P 3 |P-fE ZAAE
ST A W& EEp s — TR | BENF iEESIE S
PE M Without <.001 0.737
With <.001 0.339 0.101
~NR—RF A CRST A | Without <.001 0.629
a7 With <.001 0.367 0.324
PERI] Without <.001 0.268
With <.001 0.947 0.106
F2 I [ R R Without <.001 0.350
With <.001 0.773 0.455
SE1 FEH Without <.001 0.395
With <.001 0.299 0.177
~N— AT A2 CRST A | Without <.001 0.362
a7 With <.001 0.561 0.780
PRI Without <.001 0.011
With <.001 0.138 0.513
I kL R Without <.001 0.010
With <.001 0.278 0.254
SE3 FEH Without <.001 0.354
With <.001 0.947 0.149
~N—RZF A CRST A | Without <.001 0.941
a7 With <.001 0.897 0.795
PERI] Without <.001 0.014
With <.001 0.208 0.198
F2 6 [ R R Without <.001 0.857
With <.001 0.876 0.779
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(16) EEHHEOFMMEHIELER

1) HEEHET
AR O EEA TG E B 1L CRST JIETH Y . ITT JEFNIxFT 2 CRST HIE Z U
TLA T OGN xT T D FERHENT 21T 5

JHHE(HL (HO) : M3ExAblate < M3Sham
SISAAREL (H1) : M3ExAblate > M3Sham

Z Z T, M3ExAblate (X759 3 7 HRIZH 1T HFBREED CRST DX—R T A )b DZE
{EDEIE (%), M3Sham IXV6% 3 » H1ZICH 1T 5 2 v LxtHREED CRST DRX—RX T A
Mo DEADEE (%) KT,

] Ui FH 2L - K’T‘%%Eé’{ﬁﬁtﬁ‘ﬁ BVERRHE & B2 W ST R REEE [ 2 IR 2 | 23R
BE. X ARBEECT T2 86, ZO 2RI LR AT N TE 57
. M o =0. 05, Wllcoxon rank—sum t—HRE & AW CTHEHEIT T2, AEKE

=0. 05 DO b LIFMEEAEE HO 2SFEHEI I iuX, RIGEIIAREMEIRIC A D) & fsamft
Tohs,

2) EEAHNEFMOFE
Step 1: ARFRERCIIAMAI Vim AR MRE LTS, VinEo ESL Ml CEHISUT
FEAR) RS LB RRET D,

Step 2: BHEBAAAZVEE L7-854. CRST DLL T OIHEBIZHOWTER AT 5,

| Part A = item #6 (LUE tremor): Rest + Posture + Action/Intention \

AL

> Part AlX, RARDEMLICIT DFfIERF KEE Mo TRe, BIfEE L7CRFORH
DOFEELZRES D, AERS. 1.1 (6) 25, CRST IZBIRE R~ 1.5 IZHRfT,

> MU TERINT 2 ODOA a7 PH{LNGE, 2 2OMEEE

> —EIOBIEDHDEE mﬁ%ﬁ+ﬁ£®71% eV, Part AIIX¥EE LT
WS D,

| Part B = item #11 Left* + item #12 Left + item #13 Left + item #14 Left + item #15 Left \

*Item #11 (Handwriting (Dominant only) [Z/ZER]& O#ERE OE O HRPIET 5,
X o THRE OBRE DBEITITZ Dl ten #11EZRWAEBOZ a7 28T 5,

R

> Part B 1, #EL, #i<. KEESOEEELIT o 2REOREZ TS 5, K&
8.1.1 (6) &M, CRSTILBIRE R~ 1.5 IZUshS,

> EL TWRWHER = 2OHEITITAR 2K OB ICXT 5227 ofx gk
HY o, EFEOEBREIL4HE, AFEOEREILI3IHEORaTOfMERD,

> R LZHEAN2OLL EOEEITIX, Part BITRE E L CALFEET 5,
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Step 3: BHEANZTEE LI-8E . CRST OLL FOHEEIZ DWW TEST 5,

\ Part A = item #5(RUE tremor): Rest + Posture + Action/Intention

FED:
> ST L TCEBINTZ 2 O0ZX a7 RnELNTH5HE. 2 o OfEiHE
> —EIOREDHLDOEA . Part AIZKRIEE LTS5,

Part B = item #11 Right* + item #12 Right + item #13 Right + item #14 Right + item
#15 Right

*[tem #11 (THF|E OWERE OLGEDOAHARET 5, Lo TERME OYERE OLEIZIX
ZD Ttem #11 ZBRW-AHEBOAaT 2B HT 5,
FEC

> HEL TWARWIEHN - DSOEAIITARN IR OIEB Ik 2 A2 7 0fz ik
B 5, ERZOWBREIZ4HE, ARIZOWBREILI3IHEORITOME725,
> RELZHEAN 2 OLL EOLEEITIX, Part BIIKR¥E & L CULET 5,

Step 4: JREEE N L7218 & SOHEl o RIS b9 2 BIELREE k (2331F D CRST FFAM
DAAT LN FTRET D,

Part A + Part B
Total

[ERL : 2 2°C7 Total” I, Part A L Part B THEMT 2HHZEE LA =37 ORE
£ D, Ko THEIRAE Z LIV Total DR 2 7HITFET 2.

Bl 21X,

o IR LTZMINFX T L[ UM
e Part A TIHAMRIERN
e Part BT5IHANE
AIZIX, Total=8 (Part A:2IHH kR RKA=27 4) + 20 (Part B:5HH kK
Aary4) kb,

CRST[ContrallteTal,k] =

7035, CRST OHIE A a2 7 1BV EEDIE L, IR OIER TRV - & 52 RT,

Step 5: VB & BOHMAI ERRICKTT AR 3 » HBEDO CRST 7 2 a7 D, X—R T A v
NHOWEDEES (%) PE (confirmatory Primary efficacy Endpoint.
FEMEEA M) Liidd 5, LN CRHET S,

258



E = CRST[contralateral, Baseline] — CRST[contralateral, 3 month FU] «100

CRST[contralateral, Baseline]

3)

EFRND PEIIEVMEIZ EBERRP W 2R, X, TDOPEIE=aT TR D CRST
P S FH RS 2 27 LIfEEZ W TEET %,

FFAZHPEFEAm D55 5
TR LT & SOt oo BRI 2169 3 o H#%IZFFA9~ 2% CRST @ Part A OB %
W2 CRST H T Ra T D, R—=RAT A UMD OREOEIG Z EEANMME (PE) &L
Too EEAIWEDFFEIZHWZ CRST Part A & Part BOARa X, a7 7HRDEM
SNTRHATOFME R EM L 7D Z AWz, FHEIC L2 A aT7RHEOIEG>& &k
INRIZT D720 TH D,
CRST @ Part A%, FhILKHEHE (Rest) - REMRFIRE (Posture) - BIFERE/ (X HRHL
(Action/Intention) @ 3 DIZXLFINAEIRDEESWEHIE., Part BiZEI Z L.,
M - BEfRE#i< 2 &, KEESROBX 2T 5720 THH | REZHRMIT 3
DO EFR (Tremor) & 3 DOEXHEFE (Motor) DT A B[E L7 i FiETH D,
CRST ¥ 7 A2 =227 Part A & PartB &5+ A =7 % Composite Tremor/Motor Function
score k%fpﬁﬁéo

ITT N=74|2%9 % PE Ol AFE 8. 1. 1-16 |Z~¢, REREE L o v AxTREEOE
EDORFH A E %77 p L. p<0.001 & BAF72fETH - 7=,

ARG 2w U7 RABR BRI 50% T W IERORERTH Y . — HARIBEORE %2 i L T
WY v AXIRERIZIZ S A FWE L T RWERTH - 72,

#8.1.1-16

e & BO Rl ERRIC x4 2 3 7 A RBIEERE R D CRST (Part A & Part B) #7*
AT DR—RFA b DREDES (Primary Endpoint:PE)

| s
fatgies T IRFHRRE
N =55 N =19
Mean |% Change| Mean |% Change
PE Score Score P-Value*
ITT Mean 0.29 47. 7% 0.50 -0. 07% <0. 001

1. T-test ZMH\Wo, WRERFEH A B ZEZ%Z 777 PEIX0. 001 MF 6TV 5D,

2. PE = ((Baseline - Visit)/Baseline)*100 Ta}8, SE1 fENEWVMT Y, WERRE IS
WZ & EIRT,

3. ITT=74 T _RTOPWERE D_— R T A L ORESIL, FHEHRMEIREER 2Rk 9,

259



(17) 2 REOBZMEFHmETE L SR
1) QUEST

2 WA DR DO—> & LT, IR TR OB KT T B OREE % 532 QUEST
Z U5, QUEST i Communication, Work/Finances, Hobbies/Leisure, Physical,
Psychosocial @ 5 -2MD438 (Dimension) 236725, 3 4 HBEENR: S TO QUEST & 2
TINR—RA T A O QUEST A 2 7T AT EORREWH L= &R SEL
(secondary efficacy endpoint. WEZFAY 2 RESAZNME) ZLLFCEE4 5, QUEST X5
DOLEHZR T 55 30 HE O-E RN 0~5 DS E AT L5 THY ., %
Dimension MDA a7 % DS & L TCHEIHT 5,

Stepl: QUEST ® DS (Dimension Score) D H

DS[. k)= Total applicable points [i,k] «100

L= Total possible points (# of applicable questions x 4[i,k]

TR

vV RBIZ~—7 LTWRWIE B IIREHRITERE O 7.1 HHIZHEWR %K & LT
Do

v X300 B DER%Z 5 SONBHICZK G LA VT v 7 ATH D,
vV Ok TR AT A T v I ATH D,
V GET x4 ELTWDEDIE, IBEROESWE 0~4 TIMET 2 Z &1k b,

Step2 : BEZEH] k 12817 5 QUEST EfE (QUEST summary of dimensions score) %
T CHRIET 2, Ei0% (Dimension) IR L7z DS Z 3B 0¥ 5 TH
DHERLCEWEZ23E T2 5 NCTH D,

X1 DSig

B 5

TERD : QUEST k] DfEAMEWV 2, QOL 3LV BIFTHDH Z & &7,

QUESTI[k]

Step3 : 3 » ABILHFSICEIT 5D SE1L 2L F CHIHET 5,

_ QUEST[Baseline] - QUEST[3 months FU]

%4100
Q UEST[Baseline]

SE1p

A
V' QUEST [gaseiing] (T X—A T A ' DfEZ R,
vV SElyDEAKREVIZE, QL OUENEIHTHDH Z L ERT,
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2)

SE1 ZaBRfE & o v LARTHEE CHR Lo R A K 8. 1. 1-17 1T, 3 » ABIEREIIC
BT HREREETO QUEST A a7 OUERIL 47. 7%, —FH ¥ v LARHRERZ 7. 2%,
WD t FED p EIF<0.01 THY | FAltHICHRICEDR D LR E R oT,

ARBR TR RIERBENTER CH Y . BT 202 ANCRE L TEBY | Vin D
MR 2 BUBER T 2 IRFRIE TIE RV, —F, IR EREOBICEET 2 RELHET S
EEH®D QUEST DOERIFIHIIXMAIZ BRE L7=NAE TIEZev, AR ENT O AR I
T, EHICER LA ECOXEALET 5 L OfERIL, RNIBESERNICAEERE
IR RIET 2 EERIE L TV D,

#8.1.1-17

1B 3 » H#®D QUEST ODR—ZR TG4 U b DR aTELLBEBOEHE
(SE1) DFBRAEE L v v LXTHREED LIS
iE3
SE1 FBREE N=55 T Lo REE N=18™ P-Valuex

ITT Mean 22. 36 47. 7% 41.57 7.2% <. 001

1. Wilcoxon Rank Sum test O t ¥a7E % i H

2. SE1 1% 3 » HBIZ S To QUEST A a7 Dk ERE T,

3. SE1 DfENAREVIEE QL DUENBIFTHDH Z & 2T

* p-value ILMAED SE1 OFEHIBAEEEZ T,

*k Ly ARTHREED 1 #RE DO R—RA T A4 L ORPEDRKE Z TR 72D T,
SIEENIL I8 & 725,

12 7 4 £ T® CRST Part A& B

2 A MR O OFEEE & LT, 184 3, 6, 12 2> HBIEIRE D CRST D Part A
L Part BH T 23T DR—R T A LD DFESY DR 2 TR B D ket 0 FAm
W5, ZOFMIIEEAE SE2 £ 35, fRAEFRK S 11917, BRI 12 202A% T
H IR RO IHEFHNGRD AR Th > 72,

#8.1.1-18
TR & BRI Bt 2 8122 5D CRST (Part A & Part B) 7 2=
T DR—ZF A b DOWEEIEE SE2

FRBRIE N=55
B B2 Mean CRST subscore| % Change P-Value
3 Months 0.34 47. 7% <0. 001
6 Months 0. 31 43. 8% <0.001
12 Months 0.33 40. 3% <0. 001
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0.8

0.7

0.6

0.5

s.D.)

0.4

0.3

0.2

0.1

TREMOR / MOTOR FUNCTION % CHANGE (Mean /

0.0

8. 1.1-3

RERFEDSE2 (%FR) OEBERFHITHIT HED

ZACR A

W ExAblate
O Sham

51.16%

47.68%

43.84%

40.28%

- -0.65%
-3.90%

Baseline 1 Month 3 Month, 6 Month
Study Visit

12 Month

32.00

28.00

24.00

20.00

16.00 -

12.00 -

8.00 -

4.00 -

0.00 -

1789

5|89 16{10 15|74

M ExAblate

L41Sham

H
(o]
(951
[0 ]

Baseline 1 Month 3 Month 6 Month

12 Month
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3) CRST Part C
2 WA MR O OFREE & LT, BARHRE~ D B2 5§ 2 B % & - CRST
Part C Z#KBERATHIEL, XR—=A2AT7 A L OEbEREHT D, Khiskd CRST
FHiE (CEEROMLEME) D CRST Rl 1L ERAE, o v AXTREEOIR Y 73 1 I3H 5
INTELT, DOIBEICHILHEE S TR N, REDA X B a—Z2@ LT
HEREfEEDRELZ 2 a7V /454, Part CIZHFHIZRBERE GET 2 &, WREEL4t
DOER, MEREZ IESZ &, FAEER, MAK, EiL, (F, L0 7R158) 8
HH 27T 5,
Part C OFFHILA T CHINT 2,

Stepl: BIZEWEA k TO Part C FHMOKFHZ LU T CHRH
CRST_Cy = average of answers to items #16-#23 at visit [k]
TERC « AREHARFELADIHB DS 2 SLUFOSE, WRER A 37 OYE) 251 H

L. CRST Cpy & 92, 3 DLL EOBAEITIEL, HEFHRNTEHEIEITHE,
Part CH#FHIXE & L TR T 5,

Step 2:N—R T A L L OB HAT 9 MEFEA) 2 IREGA IMEFEAM SE3 132U F CEHET 5,

CRST_C ine] — CRST_C
3 = -Y“[Baseline] -“[3 months FU| % 100
CRST_C[Baseline]

R SES DENRKREWEERENRBIFTHDL Z & ERT,

#8.1.1—19|Z SE3 OfERZ T, RBREE COUGEE SE3 (£ 64.9% THY ., — ¥ v L
KRRETIX 3. 2% TH Y . WEEOMEZTT pE<0.001 THY , MHBICHEERZENH
HERERMTE D, T Part C OFHB IIHRE OO, FOMREDOFRE AL T
BY. FRTURBEEMRTGERE LEARBR TH KREREENEGEONIERTH -T2,

3y ABIERIEN CTELLDOIZEI Y ToNT=EMmbESL7 0 ha /L ThY, 6 7 A,
12 22A @ Part C ZAa 7 IXFERIL I TWRUVIREETORERER TH 5,

#8.1.1-19

SE3 (CRST C DR—RFA b DUWHEEER) OEBERRATORA2T LWEEE
FBRHE N=55 3 LTIRAE N=19
e N—=R 7 EALDE] | X—RF A | E{LDE S A TR

gamgy | 7| ELOR =2 T £ 2O AN
yEnE | A (%) vE0E | G%) |#Eop i o p i
Month 3 10. 55 64. 9% 0.53 3.2% | P<0.001 | P<0.001
Month 6 10. 22 62. 8% P<0. 001
Month 12 10. 36 65. 0% P<0. 001
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(18) EANEY 72 A R AT

2 WA IR & L C 3N L7= CRST, QUEST R =t 7 OfR et & AW 7= A 2hE o st 2B
ML T, CRST ® Part B, Part C Ofllx OIEH BIOFAMAEAT. QUEST D A = 7 BRI DEEA %
Ehi L=, ZH5 BN BZEORMmIE, EEAIMER O 2 BV ZIEFHmIZ L 5
AERTIN 2 TIRIEZRICEE T 2 B MAIE R NS DD REMEN H A BN G . B MRF
fiiE UCHUE L7z, BARRIZIZLL N OB Z vz,

CRST Part A @ Posture component (&5 & 6)

CRST Part B OZERIEHE DA a7 L ki

CRST Part C OFERIEHE DA a7 L ki

QUEST ™4 Dimension A a7 L #E

1) CRST PartA O43#T
Part A OREMRHEEOFEAGNE B X, AEMEIRE OBEF OB O HREVE R O SE L
BVOFHI & L TR T RIS Db D IRIECTH 5, BEF OABHIIEHE & O [RSE O
FFETORE D=0, Z OFBfREZ V-, #8.1.1-20 12737 Xk 5. BBREEOLEE
ABUWI 1L 72 ATT19%. 37 HTT72%. 120 ARETE 10% ThoTz, 2AaT7 %K
8.1. 15T 7, MBRHETIZLBEORaTHETH 5,

#£8.1.1-20

RBEESITEIT B CRST Part A _ERE®D Posture B4R 2724l

FREREE | o v LR
b (%) FEZAL %)

R—ZF5 A N5

Pagie: 2
S 7 DI

Only

BERIE | > 20E | BUBRRE | S LR
N=55 N=19 N=55 N=19
Part A ~N— R 7 |Mean 2.09 1. 58
Posture |~ std | 1.13 1.22
1}7 H Mean O. 44 1. 58 1. 65 0. 10 78 9% 6. 3%
Std .69 0. 96 1. 09 0. 88

0
3}7 H Mean 0. 58 1.84 1.51 -0. 26 72. 2% -16. 5%
Std 0.83 1. 07 1. 18 1. 05
64 A Mean 0. 65
Std 0.93

12 A Mean 0.62

Std 0. 87

B
1.

oAl (%) 13, WBRFEE %« D 2 =27 OIFE Z AV TR
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X|8. 1. 1-5
£ B DOCRST Part A Posture 2a70 7y k
3.50
W ExAblate
O Sham
3.00

a

v 2.50

~

§ 2.p9

S 2.00 - 1.84

v 1.h8 1.58

S

» 1.50 -

w

[~

: T

= 1.00 - -

Q oha 0.58 0.p5 0.52
0.50 - : II
000 = T . T T T 1

Baseline 1 Month 3 Month 6 Month 12 Month
Study Visit

2) CRST Part B ®O43#T
#8.1.1-21 |Z Part B OERHEHEED A7 & Part B ORG24 774, HEHBO AT &
O 2K 8.1.1-6 (A-F) 127y hLiz, Zhnb,
o ABAMEIX Part BOTRTOHEHEH THELZRLTND, X—ZXAT7 A DAAT )N
5 30-56%DUERBTHY . HEENZRK TH o7 Pouring 1X 3 » HEFE T
55. 1% D ETH 5,
o U¥ ARBREOKFIIFEA LR LN WGERTH T,

#*8.1.1-21
KBRS CRST Part BOEREEBD R AT LRXR—XF 4 b DEAL
=y N—2 T A b DL | REBREEN— | v AN —
BRI RBREE | Vv s | RBEE | Uy AR | AT DIRTA DD
N=55 N=19 N=55 N=19 5D %) | D2k (%)
Handwriting
N—25 A | Mean | 2.07 1.88 NA NA
14 A Mean | 1.09 2.19 0. 98 -0. 19 A47. 3% ~10. 1%
34 A Mean | 1.04 1.88 1.04 0. 00 50. 2% 0%
6 » H Mean 1. 11
12 » H Mean 1. 05
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#F8.1.1-21

KB RIZEIT 5 CRST Part BOEREEBED R AT LRX—XF 4 b DEAL

Aay NR—2F5 A U bDOEAL | RBREEN— | 2 v LHEN—
BRI RBEE | Vv | RBEE | Uy AR | AT DR TA DD
N=55 N=19 N=55 N=19 5 DAL %) | DZAK (%)
Large Spiral Drawing A
NX—Z 7 A | Mean 2.84 2.53 NA NA
1 » A Mean | 1.44 2.53 1.40 0. 00 49. 3% 0%
37 H Mean 1. 64 2. 42 1. 20 0.11 42. 3% 4. 3%
6 7 H Mean | 1.69
12 » A wean | 1.85 |ENEEE 098 |
Small Spiral Drawing B
N—Z T A | Mean 3. 07 3.00 NA NA
1 H Mean 1. 80 2.95 1. 27 0. 05 41. 4% 1. 7%
37 H Mean 1.87 2.95 1. 20 0.05 39. 1% 1. 7%
6 7 H Mean | 1.95
12 » A wean | 2.15 [N 0.9 |
Line Drawing C
N—Z T A | Mean 2. 89 2.79 NA NA
17 A Mean 1. 60 2.68 1.29 0.11 44. 6% 3. 9%
37 H Mean 1.78 2.53 1.11 0. 26 38. 4% 9. 3%
6 A Mean | 1.84
12 » A Mean | 1.91
Pouring
N—Z 7 A | Mean 2.29 2. 05 NA NA
17 A4 Mean 1. 00 2.05 1.29 0. 00 56. 3% 0%
37 H Mean 1.04 2.05 1.256 0. 00 54. 6% 0%
6 A Mean | 1.13
12 » A Mean | 1.22
Total Part B Scores
NX—Z7 A | Mean | 13.13 12. 05 NA NA
17 H Mean | 6.91 12. 05 6. 22 0. 00 47. 4% 0%
37 H Mean | 7.35 11.53 5. 78 0.53 44. 0% 4. 4%
6 H [ Mean| 7.67
1270 | Mean| 8.18
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HANDWRITING Score (Mean / S.D.)

w
o
S

N
U
o

2.00

1.50

1.00

0.50

0.00

[X|8.1.1-6 A: CRST Part B Handwriting Score

M ExAblate
OSham

=
o]
)

[EEN
0

Baseline

1 Month

3 Month 6 Month 12 Month
Study Visit

Large Spiral Drawing Score (Mean / S.D.)

4.00

3.50

3.00

2.50

2.00

1.50

[X|8.1.1-6 B: CRST Part B Large Spiral Drawing Score

M ExAblate
OSham

.p3

Baseline

1 Month

3 Month 6 Month 12 Month
Study Visit
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g
o
S)

w
U
o

3.00

2.50

2.00

1.50

=
o
o

Small Spiral Drawing Score (Mean / S.D.)

o
U
o

o
o
S)

[X|8.1.1-6 C: CRST Part B Small Spiral Drawing Score

W ExAblate
OSham

15y
N

Baseline

1 Month

3 Month
Study Visit

6 Month 12 Month

3.5

2.5

15

Line Drawing Score (Mean / S.D.)
N

0.5

[X|8.1.1-6 D: CRST Part B Line Drawing Score

W ExAblate
O Sham

[y

Baseline

1 Month

3 Month
Study Visit

6 Month 12 Month
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[X|8.1.1-6 E: CRST Part B Pouring Score

4
M ExAblate
35 OSham
a 3 [
: T
~
§ 2.5 29
s DS 24}5) 2.05 ;
@ 24 ] T ] F
o
(8]
5 |
[C] J
z »° s 1p2
s 1.00 1.04
o 1 -
[-%
0.5 -+
0 = T T
Baseline 1 Month 3 Month 6 Month 12 Month
Study Visit
[X|8.1.1-6 F: CRST Part B Total Score
20.00
W ExAblate
O Sham
3 |
& 15.00 T T
: 13}13
o 2|05 12]05 11/53
s |
$10.00 - T |
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3) CRST Part C O43HT
o KB 1.1-22 HUXS. 1. 1-T IZBILERHAZ &, BEZ & @ Part CHREFAa T Z2R7T,

o #8.1.1-23 LYK 8.1.1-8 (A-H) IZ Part C ® 8 DDIERE T

EDA AT ZaRT,

#8.1.1-22
B BERFEITIIT B CRST Part CHEFR AT ER—ZS 4 U bDELL
“‘_X R Y \‘_X — Y
Part C A= 7T - 7ADoD | 74 B0
B LA a7 21k (%)
o PR Ty LB | RBREE | v o8 | BB Ty LB
N=55 N=19 N=55 N=19 N=55 N=19
NR—ZF A 16. 45 16. 68
17 A 5.11 16. 47 11. 35 0.21 70. 0% 1. 3%
347 H 5.91 16. 16 10. 55 0.53 64. 9% 3.2%
6 » H 6. 24 10. 22 62. 1%
12 » A 6. 09 10. 36 63. 0%
X8.1.1-7
K BEEHOCRST Part ClEt a7 a v b
25.00
W ExAblate
- OSham
32%0 T
~
5 16(496(68 14;7 16l16
=
o 15.00 -
o
a
o
£ 10.00 - T | T T
o
= 5.91 6.p4 6.p9
< 5.01
& 5.00 -
>
o)
000 = T T T T 1
Baseline 1 Month 3 Month 6 Month 12 Month
Study Visit
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#8.1.1-23

KBIERRITET 5 CRST Part COEMBEEBED AT ERX—ZF (4 U1 6DEL

ITT (KFEDN)

[ R=ATA N0 | RBREE | Vv o8
BlE2nE ZAt
AEREE | v | BB | v EE| 2O | A%
N=55 N=19 N=55 N=19
Part C - Speaking
NR—2F 4> |Mean| 0.73 0.79 NA NA
14 A Mean| 0.38 1. 11 0.35 0. 32 48. 0% 40, 5%
3 A Mean| 0.45 0. 84 0.27 -0. 05 37. 0% 6. 3%
6~ H Mean| 0.47
12 7»H Mean| 0.51
Part C - Eating [Feeding (other than liquids) ]
R—2F 4 |Mean| 2.36 2.21 NA NA
17 A Mean| 0.69 2.26 1. 67 0. 05 70. 8% 9.3
35 A Mean| 0.85 2.32 1.51 -0. 11 64. 0% 5. 0%
6 7 H Mean| 0.87
12 7»H Mean| 0.78
Part C - Drinking [Bringing liquids to mouth]
NR—2F A |Mean| 2.98 3.05 NA NA
14 A Mean| 0.76 2.79 2.22 0.26 74. 5% 8. 5%
3 4 A Mean| 0.80 2. 68 2.18 0. 37 73. 2% 12. 1%
6 7 H Mean 1.02
12 7»H Mean 1. 00
Part C — Hygiene

R—2F 4 |Mean| 2.45 2.47 NA NA
14 A Mean| 0.64 2.42 1.82 0. 05 73. 5% 9 0%
3 4 A Mean| 0. 84 2. 47 1.62 0. 00 66. 1% 0%
6 7 A Mean| 1.05
12 7 H Mean| 0.85
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#8.1.1-23
HBERF U 5 CRST Part C OEMBERBDORIT EN—R T U HDEAL
ITT (FHED N)
[ N=2ATAnbD | WEBREE | v LR
BlEL Y] 21k
AEBRAE | v o | REBREE | v alE | B | &l
N=55 N=19 N=55 N=19
Part C - Dressing
N—ZXZ A | Mean 1. 58 1.74 NA NA
1A Mean| 0.45 1. 37 1.13 0.37 71. 5% 21. 3%
3 7 H Mean| 0.58 1.53 1. 00 0.21 63. 3% 12. 1%
6 H Mean| 0.42
12 72 H Mean| 0.58
Part C — Writing
N—ZF A |Mean| 2.60 2.63 NA NA
1A Mean| 1.02 2.74 1.58 -0. 11 60. 8% —4. 2%
3 7 H Mean| 1.13 2. 63 1. 47 0. 00 56. 5% 0%
6 H Mean 1. 20
12 72 H Mean| 1.16
Part C - Working
N—2XF7 A |Mean| 2.18 2.42 NA NA
14 fA Mean| 0.78 2. 58 1. 40 0. 16 oy 6. 6%
35 A Mean| 0.76 2.53 1.42 0. 11 65. 1% ~4. 5%
6 H Mean| 0.89
12 72 H Mean| 0.82
Part C - Social Activities
N—AF A |Mean| 1.56 1. 37 NA NA
1A Mean| 0.38 1.21 1.18 0.16 75. 6% L1 7%
37 H Mean| 0.49 1. 16 1. 07 0.21 68. 6% 15. 3%
6 H Mean| 0.31
12 22 H Mean| 0.38
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[X|8.1.1-8 C: CRST Part C Drinking Score
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[X|8.1.1-8 G: CRST Part C Working Score
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CRST Part C ®4HTE LT, 8 DDOKERED 9 % Speaking & Writing #%< 6 DDIHED
EEEZEYD BT 5, AR VERRRBRIIEE T OB ROIRIRIE & kL, B ORIRAER
WELE ERIEERE LTWAHT=, ° Speaking ‘&HBRU\-, F ARG 2 BEAED
SAEMROTEREE (BLERAEENT . RURHRIIEAT) IR c& vy (GEAL - BEREFIRRA:
Bl WRENA KT A4 5 2[R, P28-29 #5MR), AiBRCIX™ Writing’ #EEEDEIT
56.5% (3 » AHIES) OFEE T o727, Part B ® Hamdwriting BfEDOR—2F 1 LD
HIEN Normal T o ImREBNDNZEH N2 & D, Z OENIE 5135 LT,

CRST Part C DA TIIR—RATA 5 1203 HFEETYH 60%LL Eodk#EE2 R LT
BV (8.1.1-22) . UTFTHEY EIF% 6 >OMEEOUEES S 50%8~80% & &
BER R ThH o7z (£ 8.1.1-23) , BEAFOBGIRIEEIN TILMRIRE KA G IHED U X
@D E DT L TRHAMEENT & LTV . EIUTHEWARE AR Z VERIRER T & sl
AR & L7223, #8880 B E ATEOBEEDSED RITREWES 25,

LN D4 #Hr T, ‘Nonresponder |3 _—RAZ A LRI LAY (Part C DKHEREIL 0~4
DEEBOAT TEHET D) . XITAaT7N ER-7-45RF %2~ L. ~ Responder ‘I%
R=Z2T7 A IV ENWR 2T (OF D ERESGENR O biLe) LaMili Sl 4R
T, Aa7 0 XL 1 OwkERZE L’ High Level Responder’ . “X—RZA T A L TO0., D%
DOBIERETH 0 DFEETHo2GEIE Unaffected” & L7z, Part C OEFEREDFHAM
A 2 TIFA MR OFRENEHEIC L 23RS R a2 vz,

7 : Responder DEFHEN D, [FFE 8. 1. 1-24~29 OKRIC A 27 4 T35 ITAFLE L7,

Eating (Feeding other than liquids)

PERRED 3, 6, 12 MHBERF SO R ZF 8. 1. 1-24 (Z/r7, ITT N=b5 ORERFED 45~
47 (82~86%) DIKERFE DML 6 OERESEZ RO TEH Y  (Responder) |, 38~41 D

(~70%) OBEREZE N 0 Normal) 71 DL~LFE TCOUZELZRDT-, —F 8~10(15~
18%) D#ERF 73 Nonresponder TH Y | (I LW EN R o727z, LvL 1 #ikE %
FRONTHEALIZ L Ty, 20 T #BRFE X 12 2 AR T LB L7,

Drinking— Bringing liquids to mouth

AERRED 3, 6, 12 A BRI ORI R A3 8. 1. 1-25 (T, #REEENKAYZ N
(> TV ORREETH > 7=, ITT N=b5 OFREREED 47~48 (85~87%) DHLERFE HMi]
ML DOKIESHEZRDTEY (Responder) . = DW 37 #ir#E (66%) 2EDFikE
PERLTWD, —F 7T~9(13~15%) DHRFEDX—A T A L ERICLLTHD | 1
Bk 2 BRUN T Nonresponder & X7 &7z, T 1 #BRFE 13 12 > A RE CTh 3 23
kL7,

Hygiene

REREED 3, 6, 12 ABIEE SO A 8. 1. 1-26 17”1, T X TOWREITE O
AP R L CREE A > TN A, ITT N=55 ORBREED 43~47 (JLF~80%) DO#ErE
DME L S OMERESE A ZRBH TV 5 (Responder), FDWN., 40 O#ERE (65%I12FH2Y)

DK 7B HE LTV D, 6-10 #iBRE (11-15%) NEEZ RO T, 2-4 #iRE
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4=7%) MR—AFT A4 L LD ETEALLTZEDZ & THo7-, Nonresponder D LR
AERIED T-12 gBRE (13-22%) ThH ol

Dressing

RERFED 3, 6, 12 N ABLERE ORI REE LS. 1. 127 (TR, ITT N=55 ORBREE 0D 36~
39 (65~T71%) DOHERE ML & OMERELEZFEH TH Y (Responder) | ZDHH
34~37 (62~68%) DHERZE N 12 NH OB CRIARUGERHEEF LT\ 5, 8-12
R (9-14%) 73 Nonresponder Toh o7z, iBEH, N—R T 1 VIS E WD 8-12 #i5k
# (15~22%) 7% Dressing HREIC W TIXIER L OFHITH Y | A4 A & CHROBLE
AEETH -7,

Working

ABREED 3, 6, 12 D ABISERER O RE 2% 8. 1. 1-28 |27, ITT N=55 O#BREED 41~
46 (MLZ 80%) DHERE DML D OMREEZFRD TH Y (Responder) . MZ 70%
7 High Level Responder ToH o7z, 6-10 #RAE (11-16%) HM#EIZLHIHE F Nonresponder
LK SN, SAPRE AN —ATA L K OB TE LI E DI E ThoT,

Social Activities

HERBED 3, 6, 12 7 HBIER S OFERAH 8. 1. 1-29 17T, ITT N=55 OFREREED 31~
36 (L7 56~65%) OBIREIMATA L 5 OMREL#H AR TH Y (Responder) , £ 0
1 & A ED3High Level Responder Tho7-, 10-15 #FERE (18-27%) MVEHEIHAM
Nonresponder & X4y ST, FDOND 2 HERENNR— R T 4 > L 0 BFE( 550 1X[FH
ULV A R Ch o7, 12 ) H OIS T 64% 3 IEH 72t TR B S Al e/ RBECThH > 7=,
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3 8.1.1-24 Part C @ Eating (Z%}9"% Responder/Non-responder 44T

Eating : Feeding (other than liquids) HUPERE R | dEDY High Level

(ITT N=55) Responder

#iErR 3, A
Unaffected - Normal at Baseline; remained 0/55 (0%)
Normal
Non-Responder Breakout CRST Part C Eating Status at Follow-up

Worsened from Baseline 0/55 (0%)

No change from Baseline 9/55 (16%)
Responder Breakout CRST Part C Eating Status at Follow-up

0= Normal 26/55 (47%)

1 = Mildly abnormal. Can bring all solids to 12/55 (22%)
mouth, spilling only rarely.

38/55 (69%)

2 = Moderately abnormal. Frequent spills of 8/55 (15%)
peas and similar foods. May bring head at
least halfway to meet food

3 = Markedly abnormal. Unable to cut or 0/55 (0%)
uses two hands to feed.
#BERR 67 A
Unaffected ‘ 0/55 (0%)
Non-Responder Breakout CRST Part C Eating Status at Follow-up
Worsened from Baseline 0/55 (0%)
No change from Baseline 10/55 (18%)
Responder Breakout CRST Part C Eating Status at Follow-up
0= Normal 24/55 (44%)
41/55 (759
1 = Mildly abnormal. 17/55 (31%) 45/55 /55 (75%)
2 = Moderately abnormal. 4/55 (7%) (82%)
3 = Markedly abnormal. 0/55 (0%)
BEEER 127 H
Unaffected ‘ 0/55 (0%)
Non-Responder Breakout CRST Part C Eating Status at Follow-up
Worsened from Baseline 1/55 (2%)
No change from Baseline 7/55 (13%)
Responder Breakout CRST Part C Eating Status at Follow-up
0= Normal 29/55 (53%)
41/55 (75%
1 = Mildly abnormal 12/55 (22%) 47/55 155
2 = Moderately abnormal. 6/55 (11%) (86%)
3 = Markedly abnormal. 0/55 (0%)
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#8.1.1-25 Part C ® Drinking (Z%} 9% Responder/Non-responder 44T

Drinking:Bringing liquids to mouth

% R 2K
(ITT N=55)

HEDH Y

High Level
Responder

BERES 37 A

Unaffected - Normal at Baseline; remained
Normal

0/55 (0%)

Non-Responder Breakout CRST Part C Drinking Status at Follow-up

Worsened from Baseline

1/55 (2%)

No change from Baseline

6/55 (11%)

Responder Breakout CRST Part C Drinking Status at Follow-up

0= Normal

29/55 (53%)

1 = Mildly abnormal. Can still use a spoon,
but not if it is completely full.

16/55 (29%)

2 = Moderately abnormal. Unable to use a
spoon. Uses cup or glass.

2/55 (4%)

3 = Markedly abnormal. Can drink from
cup or glass, but needs two hands.

1/55 (2%)

45/55 (82%)

BB 678

Unaffected

| 0/55 (0%)

Non-Responder Breakout CRST Part C Drinking Status at Follow-up

Worsened from Baseline

0/55 (0%)

No change from Baseline

7/55 (13%)

Responder Breakout CRST Part C Drinking Status at Follow-up

0= Normal

27/55 (49%)

1 = Mildly abnormal

10/55 (18%)

48/55

2 = Moderately abnormal

6/55 (11%)

(87%)

37/55 (67%)

3 = Markedly abnormal 5/55(9%)
BERN 1248
Unaffected ‘ 0/55 (0%)

Non-Responder Breakout CRST Part C Drinking Status at Follow-up

Worsened from Baseline

0/55 (0%)

No change from Baseline

8/55 (15%)

Responder Breakout CRST Part C Drinking Status at Follow-up

0 = Normal

26/55 (47%)

1 = Mildly abnormal

11/55 (20%)

47/55

2 = Moderately abnormal

8/55 (15%)

(85%)

3 = Markedly abnormal.

2/55 (4%)

37/55 (67%)
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#8.1.1-26 Part C ® Hygiese {Z%}9" 5 Responder/Non—responder 43T
Hygiene A% Y R BR WEH Y | High Level
(ITT N=55) Responder
BB 34 H
Unaffected - Normal at Baseline; remained | 0/55 (0%)
Normal
Non—Responder Breakout CRST Part C Hygiene Status at Follow—up
Worsened from Baseline 2/55 (4%)
No change from Baseline 7/55 (13%)
Responder Breakout CRST Part C Hygiene Status at Follow-up
0 = Normal 25/55 (45%)
1 = Mildly abnormal. Able to do everything, 15/55 (27%)
but is more careful than the average
person.
2 = Moderately abnormal. Able to do 5/55 (9%)

everything, but with errors; uses electric
razor because of tremor.

3 = Markedly abnormal. Unable to do most 1/55 (2%)
fine tasks, such as putting on lipstick or
shaving (even with electric shaver),
unless using two hands.

BERA 64 H

Unaffected | 0/55 (0%)

Non-Responder Breakout CRST Part C Hygiene Status at Follow-up

Worsened from Baseline 4/55 (7%)

No change from Baseline 8/55 (15%)

Responder Breakout CRST Part C Hygiene Status at Follow-up

0= Normal 23/55 (42%)

1 = Mildly abnormal 10/55 (18%) skEREey
2 = Moderately abnormal 9/55 (16%)

3 = Markedly abnormal. 1/55 (2%)

BgRR 12 7 A

Unaffected ‘ 1/55 (2%)

Non-Responder Breakout CRST Part C Hygiene Status at Follow-up

Worsened from Baseline 1/55 (2%)

No change from Baseline 6/55(11%)

Responder Breakout CRST Part C Hygiene Status at Follow-up

0= Normal 28/55 (51%) 36/55
1 = Mildly abnormal 8/55 (15%) 47/55 (65%)
2 = Moderately abnormal 10/55 (18%) (85%)

3 = Markedly abnormal 1/55 (2%)
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# 8.1.1-27 Part C ® Dressing {Z%}3" 5 Responder/Non—responder 43T

Dressing U E S | EH Y | High Level
(ITT N=55) Responder
BERRS 34 A

Unaffected - Normal at Baseline; remained
Normal

6/55 (11%)

Non-Responder Breakout CRST Part C Dressing Status at Follow-up

Worsened from Baseline

4/55 (7%)

No change from Baseline

6/55 (11%)

Responder Breakout CRST Part C Dressing Status a

t Follow-up

0= Normal

25/55 (45%)

1 = Mildly abnormal. Able to do everything,
but is more careful than the average person.

12/55 (22%)

2 = Moderately abnormal. Able to do
everything, but with errors.

2/55 (4%)

3 = Markedly abnormal. Needs some
assistance with buttoning or other activities,
such as tying shoelaces.

0/55 (0%)

BERES 64 A

Unaffected

| 8/55 (15%)

Non-Responder Breakout CRST Part C Dressing Status at Follow-up

Worsened from Baseline

0/55 (0%)

No change from Baseline

8/55(15%)

Responder Breakout CRST Part C Dressing Status a

t Follow-up

37/55 (67%)

0 = Normal

30/55 (55%)

1 = Mildly abnormal

7/55 (13%)

2 = Moderately abnormal

2/55 (4%)

39/55 (71%)

3 = Markedly abnormal.

0/55 (0%)

BEER 1274

Unaffected - Normal at Baseline; remained
Normal

7/55 (13%)

Non-Responder Breakout CRST Part C Dressing Status at Follow-up

Worsened from Baseline

2/55 (4%)

No change from Baseline

10/55 (18%)

Responder Breakout CRST Part C Dressing Status a

t Follow-up

0 = Normal

26/55 (47%)

1 = Mildly abnormal.

8/55 (15%)

2 = Moderately abnormal.

2/55 (4%)

36/55 (65%)

3 = Markedly abnormal.

0/55 (0%)

34/55
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3 8.1.1-28 Part C ® Working (Z%}3"% Responder/Non-responder 434

Working %Y B WEH Y | High Level
(ITT N=55) Responder
BERR 37 A

Unaffected - Normal at Baseline; remained Normal

1/55 (2%)

Non-Responder Breakout CRST Part C Working Status at Follow-up

Worsened from Baseline

2/55 (4%)

No change from Baseline

9/56 (16%)

Responder Breakout CRST Part C Working Status at Follow-up

0 = Tremor does not interfere with the job.

29/55 (53%)

1 = Able to work, but needs to be more careful
than the average person.

12/55 (22%) 41/55 (75%)

2 = Able to do everything, but with errors.
Poorer than usual performance because of
tremor.

2/55 (4%)

3 = Unable to do regular job. May have
changed to a different job because of tremor.
Tremor limits housework, such as ironing.

0/55 (0%)

BEEESR 67 A

Unaffected

| 0/55 (0%)

Responder Breakout CRST Part C Working Status at Follow-up

Worsened from Baseline

4/55 (7%)

No change from Baseline

10/55 (18%)

Responder Breakout CRST Part C Working Status at Follow-up
0 = Tremor does not interfere with the job. 26/55 (47%)
1 = Able to work, 12/55 (22%) 41/55 38/55 (69%)
2 = Able to do everything 3/55 (5%) (75%)
3 = Unable to do regular job. 0/55 (0%)
BlErRR 1278
Unaffected ‘ 0/55 (0%)
Non Responder Breakout CRST Part C Working Status at Follow-up
Worsened from Baseline 3/55 (5%)
No change from Baseline 6/55 (11%)
Responder Breakout CRST Part C Working Status at Follow-up
0 = Tremor does not interfere with the job. 28/55 (51%) 38/55 (69%)
1 = Able to work 10/55 (18%) 46/55
2 = Able to do everything, 8/55 (15%) (84%)
3 = Unable to do regular job 0/55 (0%)
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#8.1.1-29 Part C ® Social Activities (2% % Responder/Non—responder 34T

Social activities RRERERE S | iEH D | High Level
(ITT N=55) Responder
BEEES 37 A

Unaffected - Normal at Baseline; remained Normal | 12/55 (22%)

Non-Responder Breakout CRST Part C Social Activities Status at Follow-up

Worsened from Baseline 2/55 (4%)

No change from Baseline 10/55 (18%)

Responder Breakout CRST Part C Social Activities Status at Follow-up

0 = No changes 27/55 (49%)
1 = Minimal change in social activities, still 2/55 (4%) 29/55 (53%)
ol
socializes ‘ . _ ‘ 31/55
2 = Moderate change in social activities, avoids 2/55 (4%) (56%)
0

encounters with strangers.

3 = Marked change in social activities, avoids 0/56 (0%)
encounters with friends.
BERR 64 A
Unaffected ‘ 13/55 (24%)
Non-Responder Breakout CRST Part C Social Activities Status at Follow-up
Worsened from Baseline 0/55 (0%)
No change from Baseline 6/55(11%)
Responder Breakout CRST Part C Social Activities Status at Follow-up
0 = No changes 30/55 (55%) 35/55
1 = Minimal change 5/55 (9%) (64%)
2 = Moderate change 1/55 (2%) LB (R,
3 = Marked change 0/55 (0%)
#BgnR 1278
Unaffected ‘ 12/55 (22%)
Non- Responder Breakout CRST Part C Social Activities Status at Follow-up
Worsened from Baseline 2/55 (4%)
No change from Baseline 5/55 (9%)
Responder Breakout CRST Part C Social Activities Status at Follow-up
0 = No changes 29/55 (53%) 35/55
1 = Minimal change 6/55 (11%) (64%)
2 = Moderate change 1/55 (2%) )25 (62
3 = Marked change 0/55 (0%)
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4) QUEST |Z X % QOL fh
BE% 1, 3. 6. 12 722 HICEB1T 5 QUEST O#REF oA 8.1.1-30 12, X 8.1.1-9 %
DTy b, 5 OO E OO RAEFK 8. 1. 1-31 [T,

SERFE (ExAblate {BEASZITT-RE) @ QUEST MEH 2 a7 1%, #8152 3 » HIES T 47. 7%
DREWRERTHY . —HF v 2XBEEIL 7. 2% TN THY . BRI WFEETH

277,
8.1.1-31 (T T L9, RBREEIT_RCOSH TUELRLTND,

ARERZ VKRR, R OREOUEZ B U B EEIIC 2 5HMi) Vim B
THVY, ZoZ & XY QUEST TIiLFIZ Physical OSEN A S NS,

Communication, Work and Finance, Hobbies and Leisure O3B OcdEIHIF I TV
TR ooy, 268.1.1-30 1% 30-50% D A 2 7 OUERREEZ R L TV D,

Physical KU Psychosocial I1ZPA R CTdh o7z, #BREZF OBOEENIH S D Z &b,
THENT-EREE 2D,

e Physical : BIZHIRIH, 50-60% Dz HERF
e Psychosocial : HEHIMIH. 60-70% Dk % HaFr
—F . Ty AT T R TOSE CHERUGE T, A TEELRONT,

#£8.1.1-30 QUEST #a3f

1T
N—=2 T4 nbDE
BLERRE Aa7 (%)
T LATHREE | RBREE | v DOREE
ARBRBE N=55 N=18 N=55 N=18
N—AFA v 42. 94 13.60 |G
B 19. 25 43.16 53. 0% ~1. 3%
3 4 f 22. 36 41.57 47. 7% 7. 2%
6 7 /] 23. 38
12 5 A 20. 90

¥ LGHEEE N=18 & L CWA DX, SubjectH#ID 106217 DO#ERE DX— R
A ENDR ST Th D,
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#8.1.1-31
BB RITBIT 5 QUEESTRFH A AT ER—RF 4 b DR

ITT (ZEED N)
— NR—=RAF A NG N =AIAVIND N AT
DB (ZaT7) | OEG%) | DE %)
AREREE | v o8 | BUBREE | Tov o8F | AU Ty L
N=55 N=18 N=55  [N=18 N=55 N=18
Communications
Baseline 18.94 22. 22 NA NA
1 Month 9. 41 21. 49 9.72 0. 46 51. 3% 2. 1%
3 Months 11.52 25. 88 7.42 -3.70 39. 1% ~16. 7%
6 Months 11.97 NA 6. 97 NA
12 Months 12. 27 NA 6. 67 NA
Work and Finances
Baseline 25.43 32. 80
1 Month 13. 16 30.48 | 11.34 | 4.33 44. 6% 13. 2%
3 Months 15. 45 28. 27 9.98 7.59 39. 2% 23. 1%
6 Months 16. 91
12 Months 12. 80

Hobbies and Leisure

Baseline 56. 97 46. 76

1 Month 36. 21 50. 88 20. 76 -1.85 36. 4% =4, 0%
3 Months 37.73 48. 25 19. 24 1. 39 33. 8% 3. 0%

6 Months 37.12

12 Months 31.67

Physical

Baseline 72.78 75. 46

1 Month 28. 26 73. 04 44,53 2.37 61.2% 3.1%

3 Months 33.28 70. 96 39.51 5.03 54. 3% 6. 7%

6 Months 35. 62

12 Months 35. 08

Psychosocial

Baseline 40. 56

1 Month 13.99

3 Months 13. 84

6 Months 15. 30

12 Months 12. 68

HERE Vv AKTERBEN=18 & L CWA DX, Subject#ID 106217 OFERFE DX— R 7

A NEN IR T2 TH 5,
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Overall Scores (Mean /S.D.)

B R NN WWDSDOGOOUOOO N
O U1l o Lo wuoulo wu o v O U, o

X8.1.1-9

QUEST Overall Scores

M ExAblate
] } _ OSham
43160

42|94 43|16 4157

2234 23(38

19 25 ZU9U
Baseline 1 Month 3 Month 6 Month 12 Month
Study Visit
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(19) AZhEFERSE R OBREE
FEAIMEREAM M OF 2 IREVA MR D 3 7 AR R OFER Y~ U —%2 &K 8. 1. 1-32 [T/RT,

o EEAMMERHMEHBILAT. T% DUGER R Th 070, ¥ v LAXTIREE & ITHERIIC
BE AR (p fE0.001),

o IREMEAR DE O UGERMIFEIE T D CRST Part A Posture 1% 72. 2% Dok
HTHoT,

o [N FOMSEEZ A3 5 CRST Part C 1% 64.9% T&H V. Drinking 1% 73%.
Social Activities [£69% & @V EMERTH V. 12 20 H OBIZHIM £ TRt
L7o. ARIBHEIIAHMURRIE CH 203, M 60-80% DakBREEHERE 23 A 27 0
(Normal), 1 (Midly abnormal) OHSEEL~LDOckELE R LT,

o QOL DIEITAE ] S5 QUEST 13 47. T% D ERE R TH o712, 5 DDOHED 5 5,
EHRENRNDST-D1X, THIEN S X 9 Physical (H{KREIEIZEII 2 )
DI THY ., 3y AL T 4% DUGER TH 7=, Physical IZEDH
S T HERF X, [FIERIZ Psychosocial (fEffiE ECTOXRE) DOoEIZOWTE
WENR L., 66%DKETH -7,

o EWRHEI A HWIHREMEEMIC L0 . IR OIEIRUE & T RE DU EDR b
HDHZEND, RIBFITBREITER R T 4 v bbb T EfEmTE 5,

#8.1.1-32
ARSI E T A MBI oE:  (BIEEHIR 3 » A%
ABREE T LXPHREE | p-value

Primary Endpoint - Composite A47. 7% -0. 7% p< 0. 001
Tremor/Motor Function

(CRST Part A + Part B)
CRST, Part C 64. 9% 3.2% p< 0. 001
CRST, Part A Posture 72.2% -16.5 p< 0. 001
QUEST 47. 7% 7.2% p< 0. 001

BEWPEREAIZ V7= CRST OG22 HTE © 1990 454%C Fahn, Tolosa, Martin (2 -
THI3& &7~ Fahn-Tolosa-Martin Tremor Rating Scale(TRS) 3% & lC7e->TCHR Y |
EPIIEL £ S RBROBMOTICIE A ST 5. SRTITE SRR
L RAET 5 72010, AREVEIREE - S— %2 Y L% - BRI RERE 67 40
?Vﬁbﬁ%@ﬁ%%ﬁoﬁiﬁ(ﬁﬁgﬂ@iﬁMAcmmﬂwnﬁchmws
thalamic stimulation and thalamotomy for suppression of severe tremor) Tt
CRST LRI 0—4 DA a7 TRl LTV 5, CRST A7 28 13E 9 Z LIk 2 IRIE S
WDTEWTRERINZEDRD 5D,

2 RIS ZH AR IZ VN 7= CRST @ Part CIX ADL 23427200 DTH Y . QOL Z 5
fli4 2% QUEST &6, AR ZIVERKRER COAM I AW IR Y L S 2 5,
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(20) ZREMFHE

) HEHEZEHOT a7 7 AV
BIREZ T ITTES] (Vv ABEEOSA RN 12 ) 235 L-AERES
WG A ER L ORI AT 7o, WS SNEAEFELOWRE H72 0 OFEEHIL,
AREBREECIE 3. 31 BReR 12, BhvBafh) ., vy AxHBRECIE 1.3 (K51, &
INEafE) Tholo, BERBECIEL T HERE . > v AR T 5 RS TAEFROH
Hixehot, KRB CTOLEEFRUKOT a7 7 A VI FTH D,

ARBREE (ITT N=b5) I 48 #¥BRE Cx L C 181 ., v L%IHREE (ITT N=19)
X 14 BEBRE IS L TC 26 E DA EFHELE TH 72, T ORE 207 £ 99. 5% 1%
fEEOBERIDEE X IHRETHS T,

RO AEFROMBEOERIIL, B Mild) A 134 (74%) ., HRE
(Moderate) 75461 (25%) Th o7,

AREREED 53 1 (29%) 1T —HMEFRX G THY | 13 LA ERRHNERD, 15
R H Y H SUIIEHES 3 HLUANICRER LTz, v v L6PREET 12 1 (46%) 23—
BHEFROX G TH -T2,

AREREED 56 1 (31%) 1%, B2 - TARIZRIE LW G X 55,
1121 (46%) NZDORGTH o7z, REBREED 15 1F (8%) A HEs -
Bi# g5 HHTHHoT,

57 (32%) ARRRMEMT LRI AET 2 HLTH Y, LOI/Hl (21 4,
11.6%) 72 /37 210 £, 5.5%) . EENVKFH (7 . 4%) | 3m (4 1R,
2.2%) . Soox (4 | TEEUAH) ONRTH D,

ENMUEE 7 L— DT A EFRITRREE 14 . v L6MBEET 9 L,
At 23t (11% THotz,

¥ LR RRRE
TR

KB LI-BICLAEFLEZEEOHEKI TR LIEDORT,

8. L 1-34 ([T IRRKE, FIRIC K Y Ry LIcHEFRR AN~ v 75277,
#8.1.1-33 AEOEKIIT LIRS LEAEFSMHEK
fEEDEKRS FREREE ¥ Lkt RREE

pegnesy | POTH g negg | R

R 134 (74%) 45 (82%) 18 (69%) 10 (47%)
HRE RS 46 (25%) 28 (51%) 8 (31%) 6 (32%)
HE (Bas & OBFEIZ2 L) 1(0%) 1 (2%) 0 (0%) 0 (0%)
(oS 181 (100%) 48 (87%) 26 (100%) 14 (74%)
SAE (Hé#s & OBEH V) 1 (0. 6%) 1 (2% 0 (0%) 0 (0%)
SAE (F#s & DOBEE7e L) 1 (0. 6%) 1 (2% 0 (0%) 0 (0%)




#8.1.1-34 HERHE, BRICLVRD L-AEERREM K~y T
SR | AR ABREE (181 1) Ty LR QT )
(29553 R 29553 b Yy
R | B BR | R | Bk BR | MRS | Wk BR | R 5| gk B
(%) % | %) # %) | (%) F® | ) | F%
ODIEERA | RIR 1 1 1 1 0 0 0 0
(0. 6) (2) (0. 6) (2)
e 1 1 4 4 0 0 1 1
(0.6) (2) (2) (7) (4) (5)
B 1f £ 0 0 1 1 0 0 0 0
(0.6) (2)
TIA 0 0 0 0 0 0 0 0
B SAErE | Fs 0 3 3 0 0 0 0 0 0
(2) (5)
{RYREA PR 1 1 0 0 0 0 0 0
(0.6) (2)
B | WE TR 1 1 0 0 0 0 0 0
(0.6) (2)
WEGE S 1 1 0 0 0 0 0 0
(0.6) (2)
i & 43 /IR 6 6 7 7 2 2 0 0
(3) (11) (4) (13) ®) (8)
VN AL 2 2 0 0 0 0 0 0
(1) (4)
e 0 0 1 1 1 1 0 0
(0.6) (2) (4) (5)
AT 1 1 0 0 0 0 0 0
(0.6) (2)
EEUENS 1 1 0 0 0 0 0 0
(0.6) 2)
JikYe JER 1 1 0 0 0 0 0 0
(0.6) 2)
NERY R e 0 0 1 1 0 0 0 0
(0. 6) (2)
EsR | BTREE 2 2 2 2 0 0 0 0
(1) (4) (1) (4)
VEB R4 1 1 1 1 0 0 0 0
(0. 6) (2) (0. 6) (2)
T UINT A 7 7 3 3 1 1 0 0
(4) (13) (2) (5) (4) (5)
s 1 1 1 1 0 0 0 0
(0. 6) (2) (0. 6) (2)
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755 B K5 0 A 0 0 1 1 0 0 0 0
(0. 6) (2)
R BN FE IR 5 5 0 0 1 1 0 0
I/ A (3) 9) (4) (5)
SO 5 5 1 1 0 0 0 0
(3) 9) (0.6) 2)
P ea T 2 2 0 0 1 1 1 1
(1) (4) (4) (5) (4) (5)
EE T 6 6 1 1 0 0 0 0
(3) (11) | (0.6) (6)
BHEN 0 0 1 1 0 0 0 0
(0. 6) (2)
VR L 1 1 0 0 0 0 0 0
(0. 6) (2)
IR L 3 2 0 0 0 0 0 0
(2) (4)
S A 2 2 0 0 0 0 0 0
(1) (4)
W 2 2 0 0 0 0 0 0
(1) (4)
L7 1 1 0 0 0 0 0 0
EES (0.6) (2)
D= 1 1 0 0 0 0 0 0
% (0.6) | (2)
LU/ 23 15 3 2 2 2 1 1
(13) (27) (2) (4) ®) (11) (4) (5)
REFARE R ZE 1 1 0 0 0 0 0 0
(0. 6) (2)
SRR L 1 1 0 0 0 0 0 0
(0.6) 2)
TR 1 1 0 0 0 0 0 0
(0. 6) (2)
e+ R | EE O 0 0 1 1 0 0 0 0
ek (0.6) (2)
TR 7 0 0 1 1 0 0 0 0
(0. 6) (2)
HE 9 8 5 5 4 4 1 1
(5) (15) (3) 9) (15) (21) 4) (5)
WE 5 12 £k D 7 7 7 7 0 0 0 0
575 . (4) (13) (4) (13)
%R | Loo< Y 1 1 0 0 0 0 0 0
(0. 6) (2)
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Rz i sy 1 1 0 0 0 0 0 0
(0. 6) (2)
15 1 1 0 0 0 0 0 0
(0. 6) (2)
e E e | IR T 2 2 0 0 0 0 0 0
7L —A (1) (4)
P T - i 0 0 1 1 0 0 0 0
(0. 6) (2)
L O/ il 1 1 0 0 1 1 1 1
(0. 6) 2) (4) (5) (4) (5)
7L — Al 1 1 0 0 0 0 0 0
X D55 (0.6) 2)
v RSy D 1 1 0 0 1 1 1 1
VIR 0.6) | (@ (4) (5) (4) (5)
v RSy D 2 2 0 0 0 0 0 0
B (1) (4)
v R4y D 0 0 0 0 0 0 1 1
HH i (4) (5)
v RSy D 7 7 1 1 4 3 0 0
Jrg - (4) (13) | (0.6) (2) (15) (16)
WA T =TI 1 1 0 0 0 0 0 0
DN (0.6) (2)
JREYE 1 1 0 0 0 0 0 0
(0.6) (2)
W15 G iR 0 0 1 1 0 0 0 0
& (BHP) (0. 6) (2)
pipEpes | BERED F | 2 2 0 0 0 0 0 0
VY (1) (4)
HEN 11 10 0 0 0 0 0 0
(6) (18)
T Ay At 1 1 0 0 0 0 0 0
HFEWN (0. 6) (2)
T BLEFAAE 1 1
(0.6) 2)
AaEt 134 45 46 28 18 10 8 6
(74%) | (82%) | (25%) | (51%) | (69%) | (53%) | (31%) | (32%)
HED

RERIE CRA LI 1 RO HE DA EFERIT,

2725,

OEBRR TIA(— BN MIETE) DX T
HY . EEROFRIZITIED TV, 14 (0.6%) /1 #ERE (2%) Z3RERFEIZINZ 5 & 100%
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2) FAEMMXSICLLETa T 7 AL
TRIRD O A ERFRIEE IR E TORITX S (30 HLAN, 31-90 H O, 91 A%
LIED 3 SO TXSY) LA EEFROMEE, WBREHEE 8. 1. 13512, ¥ v L%
PEREITF 8. 1. 1—36 127,

#8.1.1-35 RERE RARHILOFEFEREARN

JiE IR Ak f5e H 30 HLANIZH A 31—90 H DM THA | 15% 91 A% LRI A

# %% PR S (G PR (G=1e PRE K
(%) (%) (%) (%) (%) (%)
88 43 2 2 4 3

30 HLLN (49%) (78%) (1%) (4%) (2%) (5%)
14 12 2 1 1 1

31—90 HH (8%) (22%) (1%) (0. 6%) (0. 6%) (2%)
24 18 1 1 4 4

91 HEL E (13%) (33%) (0. 6%) (2%) (2%) (7%)
35 21 1 1 5 5

ke 1 (19%) (38%) (0. 6%) (2%) (3%) (9%)
161 48 6 4 14 11

R (89%) (87%) (3%) (7%) (8%) (20%)

HEOEIE (%) 1. B 181 ik 2 EIE
BB DOENE (%) 1. ITT N=55 |Zxtd 5 E|IE

#8.1.1-36 ¥ AXTHRE BARY I LOFEEHRELERN

JiE AR A e B 30 HLAWIZFRRE 31—90 H DO THAE | 16 91 HRLABRIZHA
b Ge i ebRE 5 Geq e Ge g HeBRE K
(%) (%) (%) (%) (%) (%)
24 13
30 HLAWN (92%) (68%) 0 0 0 0
2 2
31—90 HFH (8%) (11%) 0 0 0 0
0 0
91 HUL 0 0 0 0
0 0
Phig 0 0 0 0
26 14
@z (100%) (74%) 0 0 0 0

HEOEIG (%) 1%, W26 Rk %55
PRELLOEE (%) 1F, ITT N=19 (&3 5FIE
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3) AEFLOXZHT a7 7 A
PUTFICRST 559 DSMB (F—2Laette=41 v /EEE) OEEEZZITT-,

)

—iRfEZER (TRANSIENT Events) : 3847 72 Bl (3 H) DANICHER L 7= $4:,
ZO—BMERELIITBAETICHRE SN LOREZL H Y | AIRE CIXIRE P IR
FICFENT TS E MR LN DEMT 5720, BEIZHEI WA - DFENRER
BREEICORIEAE LT ERFRIL, BERBRN ) E<ORERE LI LICL D8
BB O )GE LT L LR TE 5,

ATERICBEE LRV B2 (Events UNRELATED to ExAblate) : ACEE X ITAIAIEICIT
B L7 YRR K 0 p S5, IV T —7 b, EMKEE 7 L—
LMZBET LD, TR, BEOBYE, HBEKROFERETHD,

ARTERICEE L7-E4 (Procedure Related events) : EHJE TRWELANITIEATH
D5, FRFATIZ VBN S 3 7 A LB 0D, i, £, EkETh o,
FHERREE « RIVSAFIZ LB OES (THALAMOTOMY related events) : BEAZE D ARG TEIE
TEREEEAR « R O SCERCIA S A STV AL FERT, LUIVIEPE, 73T v A,
HEENGHH, S o0& Enb s,

EEEDSMBOD AR IZHE VY, B EESRI B0 A [l ES ) 8510 TR
TRWRICEE L2V IS T A 0EIA 4 2 15 T8 L&KS. 1. 1-37I2,
[RGB LA EFS) & THURMEE - AR LB O FROX YT 54
FEHLL | (TR L 5 B TS, 1 1381 LS. 1. 1-38ICk & iz, HEOE
e I

vV LU MR RS H —SHB ORISR L TLOWN il 1% [k
G ORXSy, BHEBEMILO TLON ) 1TEMMEE 7 L— NIRRT 2 &
LTSy, SHELEMEG LZMURL - H2 8o TLON, #ilE ] 13 TG EE
L7csg) T THURIEE - fgmic @3 2 5% 12X,

voOHEER RN RS H -3 H B ORISR Linr— A% [l Es ] X5y,
3H LL_EfkRE L 7= 5 A ER S E DAdverse Event Form®DFidiz & L12 [RVR
PR L2 WS 1Ty,

v O EW  IBEETOFEROBRE THEESE L TDEWV] 1T TR 1T,
BRI U THOFE W (T E I R I BRI A - TV 2 mTEeME & OB
HREEDLILL T2, [RIERFEE] OX55,

—IEPEFERIX Sy & ARTERICRE LW R 8L 13T ICHRLIFELT 5, FRESS
EIZ, TORERZOREME LR > v AHEORMKICHT 2EE (%) &, 20
FREFRAT-EREL L RBREE Vv LARECEID Y ToHN ITT JEFIER I D EA
(%) &R LT,

v BREHTHE D BHEROIR A IATERRIC B L 7R Tldd 5038, 10 L1 O RS
(CPENER N B R THED THRNDHATH Y . I6HY BIZERICEET 5,

vV HBEESHEITIT o TR, @KL D  ENIETS - DIgos#Eh»n e E
LHEWoloa Xy FBERENLFELNL TN D,

vV EMEEE T L— O NIET A9 (SRBE, i, R, FERE) NEiE
ENTWDN, KEOHE TRV, MR AHVEDFHERR S Uz EALMEE 7 L — A
THHN, RO ZHH L TWD, MRI OFERBRAORBETE ~7-< 72
WEEZD,
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TBRZICHR AR U FEEN 10 :H 508, ZOEBMKETE 7 L — L ZT5E P
BEEICEVE 5 2 SICER LTS L Ebn g,
I I A U7 ER R L MRS 2 B9 2 8%, I)E - M 7 /v 22— 2 4l
4 HFTUE LT,
2% Y i ek O BT FDA D EFRIZ X 5 SAE (Serious Adverse Event) & X4y &7

TIA DFELIT, TIARRIF LA A I T L ZDENNES, DSMBIZ LD’

Unrelated (B L72\\H5) ICAE Sz, FDA & Z OWREICHEE LT,

#8.1.1-37 —IRHERXy LARBRICEELRVWERXFICRY T AEER
R U DGR
4 BRI (G PR
N=181 N=55 N=26 N=19
— i vt | BER - & 5/ 12(6.6%) | 12(21.8%) | 2(7.7%) | 2(10.5%)
e TR Rz 1(0. 6%) (8% | 207.7% | 2(10.5%)
T o 1(0. 6%) 1(1. 8%) 0(0%) 0(0%)
T B 1 (0. 6%) 1(1. 8%) 0(0%) 0(0%)
L O/l 4(2.2%) 4(7.2% | 3(11.5%) | 3(15.9%)
A/ A | SRR 10(5.5%) | 10(18.2%) | 5(19.2%) | 5(26.3%)
& FREFIZAE 5 T 2 13(7.2%) | 12(21.8%) |  0(0%) 0(0%)
1T s DEN 9 (5. 0%) 9(16. 3%) 0 (0%) 0 (0%)
[ElHAME D F U 2(1. 1%) 2 (3. 6%) 0(0%) 0(0%)
/N 53(29. 3%) 12 (46. 2%)
R | DIEBRSR BRAR 2(1. 1% 2(3. 6%) 0(0%) 0(0%)
GE Efz Jf = 1 5(2. 8%) 509.1% | 1(3.9% | 1(5.3%)
2 liiiNES 1 (0. 6%) 1(1. 8%) 0 (0%) 0 (0%)
TIA 1 (0. 6%) 1(1. 8%) 0 (0%) 0 (0%)
iR TR E 1(0. 6%) 1(1. 8%) 0 (0%) 0 (0%)
=i A WEfE 2/ K72 1 (0. 6%) 1(1. 8%) 0 (0%) 0 (0%)
I & 5/ M 1(0. 6%) 1(1. 8%) 0 (0%) 0 (0%)
we WH WG 1 (0. 6%) 1(1. 8%) 0 (0%) 0(0%)
(LIRS 1(0. 6%) 1(1. 8%) 0(0%) 0(0%)
JRL Yy JEUHS 1(0. 6%) 1(1.8%) 0(0%) 0(0%)
F oY 1(0. 6%) 1(1. 8%) 0(0%) 0(0%)
hE w2 i B A& D YR S 1(0. 6%) 1(1. 8%) 0 (0%) 0(0%)
BENHERR A~ 5(2. 8%) 5(9. 1%) 1(3.9% | 1(5.3%)
SHOX 2(1.1%) 2(3. 6%) 0 (0%) 0(0%)
PR R Rz 1(0. 6%) 1(1.8%) 0(0%) 0(0%)
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#®8.1.1-37 —BMERR G EARBRICEE L R2WERXQICHZUYTHIAEES
PR 2y AXTHREE
aeg HeBRE L %% R
N=181 N=55 N=26 N=19
HEN 1 (0. 6%) 1(1. 8%) 0(0%) 0(0%)
R e 1 (0. 6%) 1(1. 8%) 0(0%) 0(0%)
BEXLanEhx 1 (0. 6%) 1(1. 8%) 0(0%) 0(0%)
BN OEZ 1 (0. 6%) 1(1. 8%) 0(0%) 0(0%)
fEEHR 1 (0. 6%) 1(1. 8%) 0(0%) 0(0%)
W A/ A | R E DR A 1(0. 6%) 1(1.8%) 0(0%) 0(0%)
% T OD% 7 1(0. 6%) 1(1. 8%) 0(0%) 0 (0%)
132/ Loo< Y 1 (0. 6%) 1(1. 8%) 0(0%) 0(0%)
A SRDE 1(0. 6%) 1(1. 8%) 0 (0%) 0 (0%)
B2 1 (0. 6%) 1(1. 8%) 1(3.9%) 1(5. 3%)
EMMEE | 7 VAL D 0 o o 0
Lo sy 1 (0. 6%) 1(1. 8%) 0(0%) 0(0%)
R 1 2(1. 1%) 2(3. 6%) 0(0%) 0(0%)
EEGapEAiE 1 (0. 6%) 1(1. 8%) 0(0%) 0(0%)
L O/l 7 1 (0. 6%) 1(1. 8%) 2(7.7%) | 2(10.5%)
RS DEEY 15 2(1. 1%) 2(3. 6%) 0(0%) 0(0%)
By O i 0 (0%) 0(0%) 1(3. 9%) 1(5. 3%)
By D 1 (0. 6%) 1(1. 8%) 2(7.7% | 2(10. 5%)
vy D A 8 (4. 4%) 8(14.5%) | 4(15.4%) | 3(15.8%)
WA z;;;_?”@ﬁ) 1(0. 6%) 1(1.8%) 0 (0%) 0 (0%)
JRE S 1 (0. 6%) 1(1. 8%) 0(0%) 0(0%)
AY oo AQEAL‘AL‘ E
WIRAEFR | RPERSIRIER | e | L | oow | oo
TR f\ I AEED T e 1(1.8%) 0 (0%) 0 (0%)
e BEFZAL, 1(0. 6%) 1(1. 8%) 0 (0%) 0 (0%)
JNEF 56 (30. 9%) 12 (46. 2%)
st 109 (60. 2%) 24(92. 3%)

@ AIBFRICBHE LIz R K OBURREE - R IC @O ERX DO HFFRE R
8.1.1-3812F &7,
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v ORIGHICEEE L5 O, B9, 58, MREHCEE O mAR ) 133 AU HE
ROV L Tz,

v UURREEE - JIIR IS 3@ O FRIT, BIESEICHIE STV A FEREFRI L2 14
ThO, LOWHE, 7o\ T A BTEE, S560&%, 7RETHD,

7 8.1.1-38 AJREICBIE, KAE - FIEINICEBEDOERORDICHY T HIAEER

REREE ¥y LXTREE
(G=3 PREREA | PR
N=181 N=55 N=26 N=19
AIRIRICEE | g | HBY 3(L7TH | 36.5% | 0(0%) | 0(0%)
L7 E SR
ERLER Il T~ i 1(0. 6%) 1(1.8%) | 0(0%) 0(0%)
wa B 2(1. 1%) 2(3.6% | 0(0%) 0(0%)
i 55 1(0. 6%) 1(1.8%) | 1(3.8%) | 1(5.3%)
B SR TINT A 0 (0%) 0 (0%) 1(3.8%) | 1(5.3%)
PR R kR 1(0. 6%) 1(1.8%) | 0(0%) 0 (0%)
L O/ #iljs 1 (0. 6%) 1(1.8%) | 0(0%) 0(0%)
A NS 4(2. 2%) 3(5.5%) | 0(0%) 0 (0%)
HRETIZAE 9 2 | 1(0. 6%) 1(1.8%) | 0(0%) 0(0%)
AT e HE 1(0. 6%) 1(1.8%) | 0(0%) 0 (0%)
/NEE 15 (8. 3%) 2(7. %)
PR - | A s RN R4 2(1.1% | 2(3.6% |[0(0% | 0(0%)
HRIBHIC 3 AT a@.20) 4@ (oo o
WDOHEG:
TUNRT A 10(5.5%) | 10(18.2%) | 0(0%) 0(0%)
B RDET 2(1. 1%) 2(3.6% | 0(0%) 0(0%)
SHOX 4(2. 2%) 4(7.3%) | 0(0%) 0(0%)
R SEB) R 7(3.9% | 7(12.7%) | 0(0%) | 0(0%)
R 1(0. 6%) 1(1.8%) | 0(0%) 0 (0%)
R e 5 1 (0. 6%) 1(1.8%) | 0(0%) 0(0%)
T R 2(1. 1%) 2(3.6%) | 0(0%) 0 (0%)
L O/ Wil 21 (12%) 14.(25.5%) | 0(0%) 0(0%)
TR 1(0. 6%) 1(1.8%) | 0(0%) 0(0%)
AR EE 1(0. 6%) 1(1.8%) | 0(0%) 0(0%)
Al e P HE 1(0. 6%) 1(1.8%) | 0(0%) 0(0%)
/NEE 57 (31. 5%) 0 (0%)
Mt 72 (39. 8%) 2(7.7%)
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4) SAE & L TR SNIHEHL
FDA #i#ll > SAE (Serious Adverse Event) DEFICFEYT 5 & D DSMB OHIWHZFES X |
FDAIZ SAE & L THE SN A FFRIREBREFIC T 2 3 AE LT,
7% : CFR 803 (2K D SAE DEHEITILLTF TH 5,
SAE is an injury or illness that:
causes death
is life threatening, even if temporary in nature;

results in permanent impairment of a body function or permanent damage to a
body structure; or

necessitates medical or surgical intervention to preclude permanent impairment of a body
function or permanent damage to a body structure.

Subject#111207 : Z{AIOSHENAR S ITOEBIZ L D & b5 RAMENR (MCA) ZAIGE
BN RRE KN B 2 ZER P D 25T 2338 42 L 7=, Life—threatening (Z5%249 2 Al Het:
WD & DR EESE, BEB=RICTT ALY 326mg 24005 Lz, ZAHELPERRIZ
DL L FEIEG T ORFE D T= O DG W 2% F 1=, TOHIXAPE LT,

WERE L, BRI E DI TH VD EEE > TOAEFEAZ A NV EZR->TEY, -iEz
WHLTRY, MERERFBET LY AT BREFFo Tz, BEIERS 2 08I 7]
RPN, LOBWIHRERTHY , IBRELEL LIRWREETH -T2,

AR EAT, ARTREY AT, DSMB 1L, ABEFSL% ‘UNREALTED to ExAblate’
(ARIBRITIIBE L2 nWES) Ry L,

Subject#1106219 : IGSIEW%, /A& LG, BlE, TRICLUN EH LA Z R U7,
LTI E 677, BEx L e oTe, 3 r AR OBISMAR, 5 (Bl AZELER) &
FIREE S EDO LU L TWAZ L, DDLU L DAWRREDOREZ Zikz T\ 5,
MRI EREZZ 728 2 A, IBEIC KV BVERZ A& Uz Vin ZE2#BIT 52 LR TE,
T IRMESIRFANBER STz, AMEEIC X DK Vim & O REREE N BRI Thbhiz
ZEERLTWE, ZID OIERITAR U ZF> TT O BB OHEFICEE L 7> T 5
720, fGEOBERKIOEUEL L TUIFEETHDIMN, SAE> OX4E LTt Sy,
JEMRITFENTEB Y, BlEA M L T4, DSMB X2 %% THALAMOTOMY related’
T L7,

#8.1.1-39 SAEICRS LI-HEES

WERE | IRE SAE SAE | fEED | SAE XSy | HEZR & 0 FROWE

D H AR | 56TH | RS D P
106219 | 4/25 | 4/25 MEwerh | PRREE | A RESE | SRR | FR. B EFiICL
/2014 | /2014 N G| HEBEIZEE | O/ DFFx

DS W Lz 2R

111207 | 1/24 | 3/09 3/11 HE TR TR | BEZe L H IR A Eh AR A A1
/2014 | /2014 | /2014 N FEIEE PN I ZERR M
b2 A3 R A
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5)

6)

PHQ-9 (Patient Health Questionnaire)

AREBR T, B (BREL) OHEIZM DD PHQ-9 2 H W7o 48R E ORIy 2k ie

DWERDFE A AV ) —=0 7 THEM L TWS, PHQ-9 D2 a7 RN 20 LA EDOBE, 9
DORENUE SN D FTRRBRITITIBATE R, IRFEZOBIZHIRIZHB W TEH, PHQ-9
DAED 20 LA ETH - 72 HE I, FHEBORE - I8RO T-DIC, KR LR T 5,
X, {RESDADIRIREEAT o TG AT AEFL L LTHETH & L, PHQ-9 Ofid

FEENSIX, ZOHEYE 20 L D2 a7) (ZELHERE IV R0,

LT £ LD

KRR OE EFLRE T, 2 - IBEICEE L AEOERIPDEEICR G I
HERTAEMEENTHERIIRE L) oT-, BICARKBRTIZ ) S/ ELT 5 HFS
HRAEL TR, UTICE DD L9, AREE - REOEWEENET v 7 7 A VDR
SECE T,

o AR . FRBREE (ITT N=55) X 48 #BAE 1Tk L C 181 1, > v AxfREREE (ITT
N=19) 1% 14 #BRF 1K LT 26 DR EFLTH -7,

o EEDVDEKNE : RBRHEOAEFRLOMGEOEKNS L, BE M)A 134 14
(74%) . HFEE (Moderate) 78461 (25%) TH Y. #it 207 £Hd 99. 5% 1315
EOREKIDBRE X IFRERETH T,

o —iPEFSR : REBREEO 53 (29%) 1T EBMEFERX S THY, 1T LA ENRE
B, 1B H Y A T IERE%E 3 HULPICIRIR L7z, > % Aot RERT 12 1 (46%)
D—IWEFROX S TH -T2,

o RBESR - JRIETFNE L IXBIEN R VES o BRBRTED 56 1 (31%) X, HEER - A
WBEE L e WEHERIX Sy, v LARTIRERT 12 (46%) NI DOXGTHoT2,

o  UURMIEMILEICRAET2FSR . RBREEHC CTHRE SN 574 (32%) 23K
B IGERICRAET HDHERTHY . LOR/HE QLA 11.6%) . T2 /"TF A
(10 4, 5.5%) . IEBERF (7 1, 4%) . B (4 1, 2.2%) . SHo& ) |
HBATHE 4 1) ONFRTH D, BERBER 21T Ty v AT Z OK
DY LA EFRIIRE SN o T,

o HEEE VRWEFIEICEIET A HG - 2— 3 BT R S RIRERM A BB LIRS T —
TARN « BARFHGED IV 7 A V35 BENKH 286 < T OSEEHIZZ, R H
Vb U —NERFBITE, BR 30k] 1272 2B I = F L X — O RR A Z 5 I IR 5 7
ERARIGRICBEIE T 2 EBERBEOERIC/R VG, AERZ VKRR T,
ARAEE N ONEEFIBICEI AESL (Device/Procedure related events) (%, AEREE
154 (8.3%) MO v AxfWBEE21E (7.7%) . FF 17T HH@E S8, Wiy
B, HRETH-T,

o ARMEE - JHEICLDEENET BT 7 A UVE, RS TS SN TV D BEE O SR
FEEIE LR THLRWEE A D, ZOAITKRKRICBITAZV AT XRXT7 4 v B
DORTELET 5,
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(21

1)

) DSMB (Data Safety Monitoring Board: s —Z&&ME=%Y JEEL)
AR D DSMB 1L FEFIZEHATH 5 Focused Ultrasound Surgery Foundation {2 & V) 3
HENTZ A= SN TS, DSMBIFT R TOFEREZRELZ L Ea—1L,
FDAIZHRE T REEEOFEHEFSR SAE) THLOI0OHEETT I,

AR SVEERRBRICHIR T~ TOREFRBEDOT —F Zalli L. < ORMIGRR
([CHESE | ERRTRBR OGS FTRE T do 2 2 i 2> OHIWT & R D Z 27 v 7 7 A
VORI 2 AR Y — 28RS 5 FH 2 FFo, 2O DSMBIZ K D id, IDE FFalic &
% &R S VERRMERD FDA ~OEMEEEO—HThH D,

TRCOFEFELOFMMEE LT, BT 20 S0, 18R FIRICEST 2 08
MO 24T 72N, CREIZFEH T DA EFHROX Sy (SAE, UADE) 1ZZ @ DSMB |t
FER A X E TV D,

) 7 RAEF—NN—DFRERIZOWT

AR CITBLERNY 3 » ARFRICEW T, ¥ v DX BRBEO PRI (AR & i LT
RNZ EEHALMNCLT, MBICLVARBEZITY) Ve hart LTnW5b, 2040
BN A — =& LORIRRE 2T T,

7 1 A== ROk

8. 1. 1740 |[ZHEsx Z L D7 v A4 — N—JEfIE Z R~ T, 7 1 A4 — N—OREFIXFREREE,
Uy AR L UM LT — X X=X TEI L, a7 7 AROELFENFE Y CRST @
REA A 26 L 7=,

8. L 141 ITIRRRSIER & Lo Vim D ELA 2T, v AR L L CIREx5 &
L7l Vim % 7 0 A4 — "—THipHExR & Lo, 1DE106213 O #ERE 13 IR
WOBETHY . vy satrE i EM ok & R g s L, 1IN sz
Bl a AL — _"—TIIhHMEZE LT,

< 8. 1. 142 [T BIERE S COIEFIB OB L FLHE L7, 12 22HIT DOV TIE 11 gREBRF 23
BIERFICETT R L TB O TR T — X Z8ELL TV 720,

F 8. 1174227 a AA = =R H LIRS T A =2 OERHz £ L o7z, &
BRI ISR DN T A — 2 LRBROFHETH D,

#8.1.1-40 7 v RAF— N—EFIRER
HiE% 4 N %
3 15 .
. % #8.1.1-41 RERIHERENL
5 5 RS LB | g zg—r—
2 10 N %
5 25 ) 16 80
3 15 Vast 4 20
Total 20 100 H 20 100. 0
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#&8.1.1-42 FBIERR TOEFBRDOHES
B 22 R—25 4| 1 1~ A 320 | 648 |12+ H
THEE! 20 20 20 20 20 20
Bl 2= 0 W /i o
" 0 0
FEISK 0 0 0 1
A 0 0 0 0 0 0
i 7% 2 0 0 0 0 0 0
Wift e 20 20 20 20 20 9
SEREE 20 20 20 20 20 9
FE % 100% 100% 100% 100% 100% 100%
IHEEHIL Y v 24— —ZHB A LT SERE
2 — WiEIIBIEL 2 ke L 722 Do T IE R
3 - WIFFBUIMRER T - KO
4 — SEHEBIIEIS A 2T TERIK
5 - EEBOMBBEICHT HEIE
#F8.1.1-42( Q) 1B T B RRT A—X4
8 =2 A7 —
MR rRe
TR S T | Mean 204. 8 HREALIE - TIK | Mean 1611. 4
F TR |Std 53.5 RMEREDT= O DI Std 898. 1
43) Min 110. 0 HrxF—  |Min 0.0
Median 193.5 [J] Median 1625. 0
Max 300. 0 Max 3500. 0
N 20 N 20
FR S D FR B Mean 102. 4 AR 12 D IR [ Mean 16660. 0
(47) Std 36.5 o/ —  |Std 10136. 7
Min 47.0 [J] Min 5200. 0
Median 94.5 Median 14051.0
Max 180. 0 Max 39216. 0
N 20 N 20
RO RE S Mean 0.3 L DAIEIE Mean 16.0
(cm®) Std 0.3 Std 2.8
Min 0.0 Min 10. 0
Median 0.3 Median 16.0
Max 1.1 Max 21.0
N 20 N 20
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2) AR R
8. 1. 143 IZRER A T, REREEN 47.7% ThH Y . 7 a 24— _"—F£ T 53.5% T

b,

[FAR SIS T B LRERME LTV D,

#8.1.1-43 7 u RAF—"—FOEEL M FEMRE R
3 7 AR EDR—2F 1 b DA

J A G —N—
N =20
PEcrossover SR a7 EARE (%) P-Value
Mean 0.23 53. 5% <0.001

3) 2 AN IR A A S
PIF 3O IzHONWT, 7 a A4 —"—HORERE2 R,

SE1

SE2:

SE3:

: Communication. Work/Finances. Hobbies/Leisure. Physical., Psychosocial ™

E5ODFEHDAITIZONT, R=ZATA L DAATNEDOELRERHT D,
< 8. 1. 144 |12 3 » ABIERF R COWER R ERT,

AHEBREEDOFERIT 47. 7% TH Y, 70 AA—_"—FHIZ D HER LY B R
ThoT-,

1894 3, 6. 12 N HBIELHE S0 CRST @ Part A & Part B 7 2a 77—z 5
A VD DZES DENE ZIRFE N R OGO VW 5,

7% 8. 1. 1-45 |[ZHEFE R 2R T,

RERFED 3 » BRI S TOMBEIT 47. 7% TH Y, 7 a 24— _"—FiTZ D
WERLYBWERETH- T,

X 8.1.1-10 {2, 3 DOfE GRABREE, ¥ v LXRREE, 7 o 24— —Ff) DX
—ATA MDA AT EAORIED T 7 > N EIRT,

HIRBERE~ DB A I T 5 X% H D CRST  Part C (8 HERE) Z K BIEHEAT
HEL, R=ATAnbOBbAaT EELREFH T D,

7% 8. 1. 1-45 |[ZHEFE R 2R T,

HEREED 3 » ABIEFS TOREERIT 64.9% TH Y . 7 1 24— "—FEX 73%
Thole, 7 rAF—N"—HORBERITHABEL Y BWERTH o7,

#8.1.1-44  SE1:QUEST & HREFON—ZXF A ViDL DOE
fb (Ra7LElA) 3%

SE1crossover JUAG— /N — P-Value

Mean

20. 21 57. 0% <0. 001

ID# 106217 (T_— AT A > OREMN2 < . IDE 1062222 1% 3 » H O
EMRELTNDIZD, ZOHHIITED TV,
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#8.1.1-45

SE2:CRST Part A & Part BORX 27 D_—
ATA Vo DE (AaT LEIE)

7 a AF—/3— N=20 _
SE2Crossover Eﬁi@{ﬁ ’}é*ﬂj%ﬁ P-Value
Month 3 0.23 53. 5% <0. 001
Month 6 0.25 51. 0% <0. 001
Mean 12 (N=7) 0.21 51. 8% 0.004

ID# 106217 (Z_X—Z T A > DOWPEN 72 <. ID# 1062222 133 » HD

RENKRE L TNAHTZD, ZOSHIZIZED TV,

* 8.1.1-46 SE3:CRST PartC Ra 7 DX—RF A INHD
Bt (Ra7 LEE)
SE3Crossover E'Ziéj,fﬁ %’ﬂ:% P'Value
3 Months N=20 4.50 73. 3% <0.001
6 Months N=20 4. 85 70. 7% <0.001
12 Months N=9 4.11 73. 7% <0.001
X8.1.1-10 CRST Part A(Tremor ) &Part B ( Motor Function )
DR—RAF A b DOEALRDO R FELEE
H ExAblate B Sham LIExAblate Crossover
__100.0
a
(7]
~
£ 800
[}
2
4 | ]
60.0 53-5 518
E 51.2 5*5 a7 448 510
: ) 40.3
°Z 40.0 —
()
-
Q
£ 200 =
[V
: I
=
(o]
E 0-0 T T 0 7 T 1
= -3.9 -
(o]
E -20.0 Baseline 1 Month 3 Month 6 Month 12 Month
= Study Visit
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4) BRI B LM « CRST Part A @ Posture DA =27
3ODHDA AT OREXEIX 8. 1. 1-11 1T T, 7 aAF—_—FD 3, 6 r HDA =
TVEREREE K W EMES BHRfERTH D, 0B, 7 e A4 — =D 12 2H 04
FHEIN=T TEERPTH D,
X8.1.1-11 CRST Part A Posture 2 227 M3IERD LLEE
3.50
W ExAblate
3.00 - O Sham
E‘ T O ExAblate Crossover
v 2.50
~
< 2.09
S 2.00 - 1.84
© 5&p° 1.58 ]
(=] I -
& 1.50 -
g N
- -
2 T - -
= 1.00 -
g 0.54 0.65 0.52 T
050 - 0.44 )_,42 )_,40 I 0.40 I L”_I‘_&"
000 1 T I —‘ T —‘ T ’7—‘ T 1
Baseline 1 Month 3 Month 6 Month 12 Month
Study Visit
5) BINAY72 B &N MEEEAR : CRST Part BOA =T

X8.1.1-12 A-FIIZHEBERRICBIT A AaTEBEEZ T b Uiz, 12 28 OBEE
7 B A —S—FEN=20 ORE DTN TERZ TIVARVRTOEHTH 5,

e Handwriting: Fll&FOXMA Vim BEIREOHERE DA ZX5H L L, N=16 3 » H) .
N=17(6 » A) Th s, 3 » HREHT 59.5% GREREEIX 50.2%)., 6 » AFRERT 53%
(FREAREIT 46.4%) ODUEERTHH- T,

e Large Spiral Drawing A :3 » ARFSTR—A T A4 b OKERIL 59.5% FBR
1T 50.2%) . 6 » HEERT 53% GRUREEIX 46.4%) DOUGERTH T,

e Small Spiral Drawing B :3 » AN TCR—AT 4 06 OERIT 48.4% (GFBr
1T 39.1%) . 6 & AREAIT 46.8% (GREREEIT 36.8%) OERTH -7,

e Line Drawing C : 3 » HEf L TR—ZX T4 U HOHERIL 50. 1% GRERFEIT
38.4%). 6 HIFRT49. 1% (GUBREEIX 36.3%) DOUGERETH T,

e Pouring: 3 » AR TN—A T4 )b OUERIT 63.4% GRUEREEIL 54.6%). 6
b AT 51.2% GREREEIX 50. 7%) DSERTH - T-,

WFROIEH bR L W B RdcEReiak L T\ 5,
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3.50

3.00

2.50

2.00

1.50

1.00

HANDWRITING Score (Mean / S.D.)

0.50

0.00

[X]8.1.1-12 A:CRST Part B Handwriting Score

ExAblate Crossover

1 Month 3 Month

Study Visit

Baseline 6 Month 12 Month

w
w ()

N
U

=
= wn

o
U

Large Sprial Drawing Score (Mean / S.D.)
N

[X|8.1.1-12 B:CRST Part B Large Spiral Drawing Score

O ExAblate Crossover

2.65
1.B7 145 1.bn 1 bao
L. DU 1T
Baseline 1 Month 3 Month 6 Month 12 Month
Study Visit
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4.00

3.50

3.00

2.50

2.00

1.50

1.00

Small Spiral Drawing Score- CRST (Mean / S.D.)

[X]8.1.1-12 C:CRST Part B Small Spiral Drawing Score

| OExAblate Crossover

RN
=]
©

Baseline 1 Month 3 Month 6 Month 12 Month
Study Visit

35

2.5

15

Line Drawing Score CRST (Mean /S.D.)

0.5

[X]8.1.1-12 D: CRST Part B Line Drawing Score

| OExAblate Crossover

B
T
(>}

Baseline 1 Month 3 Month 6 Month 12 Month
Study Visit
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[X]8.1.1-12 E: CRST Part B Pouring Score

3.5
O ExAblate Crossover
3
a
» 2.5
S~
§ 2.05 ]
s 2
v i i
o
a 1.5 T
2
S 1.p0
S 1 0.86
o 0. 0.J5
a
0.5 —
O T 1
Baseline 1 Month 3 Month 6 Month 12 Month
Study Visit
[X]8.1.1-12 F: CRST Part B Total
18
| OExAblate Crossover
a16
[7)
~
14
& 12|45
212
=
(%]
&10 P - - .
3
8
=
6.47
2 5.50 6.25 s ha
o 6 .
[
[
= 4 -
=
(%]
G 2 -
O T 1
Baseline 1 Month 3 Month 6 Month 12 Month
Study Visit
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6) BINEIZREZIVEREAM : CRST Part C DA =27
8.1.1-13 A-F IZKBLERERICB T A A a7 EHEEZ, G ITRiFAaTrE2 7y FL
7o 12 DHOBIEIT 7 0 A4 — N —FE N=20 OHBRE DT R TEKEZ TUTWRWVIET O
H£E3Th D, Speaking, Writing ICOWT DA T 7T 73R L TR,

e Speaking: AIBEITIREIER O EZFHE —DXXx7 v FE L TEY, Part C D
Speaking DUEIIHIFHFEINRVEE THD, 3 » AT 18.8% GREREEIX 37%) .
6 » HIEF S T 25% GREREEIT 34.2%) DELRTH -7,

e Fating:3 » ARFETR—ZXT A4 )b DOWERIT 72. 7% GRBREEL 64%). 6 » H
T 79.5% (GRERREIL 63.1%) DUWERTH -7,

e Drinking : 3 » HEFETR—2F 4 D OUEERIL 83.6% GREREEIT 73.2%). 6
r ABRFCT83.6% (GREREEIL 65.8%) DOWERTH -7,

o Hygiene :3 » AFFH TR—AT A b DOWERIT 81.6% GREREFIL 66.1%). 6
s ARERIC 73.5% GREREEIL 57.1%) OWERTH -7,

e Dressing: 3 » HEFE R TR—RX T4 0D OUGERIT 70.6% GREAREIT 63.3%)., 6
b AT 82. 4% GRABREEIX 73.4%) DOSERTHH T,

o VWriting: 3 » HFFE TR—AT A4 b OWERIT 64. 2% GREREEIL 56.5%) . 6
»r ABFC52.8% (GREREEIL 53.8%) DODWERTH -7,

e VWorking: 3 » HRFH TR—R T A D OWERIT 68.0% GREREEIT 65.1%), 6
i AT 60. 0% GRBREEIX 59. 2%) DOSERTH -7,

e Social Activities: 3 » ABFH TR—RT A4 U DHDOBWERIT 96.0% GREREEIX
68.6%). 6 » AIRFT 92.2% GREREEIL 80.1%) DUEHR TH T,

e Total Score: 3 » AR TR—AT A UG OERIL 72.9% GRBRERIL 64.9%) .
6 7 HIE T 70. 8% GRERFEIL 62.1%) DUWERTH 7,

Speaking ZFRE . WITHLOIHA &R LV BRAFRdEREZFE L TV 5, Eating B6E
X 70-80%. Drinking (K% HIZiESS) HEEEIL 80%. Hygiene (HZ4yBHIZ LV @ IzAE
& FOBEWENRTAIRE/R Z &) 13 70-80%. Dressing (F#Z) 1% 70-80%, Working (HE D
HHENTESHZ &) 1X 60%. Social Activities (FERTHEEHNCEV DS Z &) X 90%
HOREWEERLEZRL TV 5D,

TGN IAHAKR RN T H 0 Wl OIERE TIX 2V S, %< OWWBRE OAEIE LOMEED
UEEICHBRL Tl 0, B AL CAENR EOBRELZ 2727 2 L3 TX 5 F TITIRIAER O
BENFRETH D & DR TH T,
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[X|8.1.1-13 A: CRST Part C Eating Score

3.50

| OExAblate Crossover

3.00 =

2.50

2.00

EATING Score (Mean / S.D.)

RS

0.50

0.p2

0.00 T T T T |__|

Baseline 1 Month 3 Month 6 Month 12 Month
Study Visit

[X|8.1.1-13 B: CRST Part C Drinking Score

4.00

T O ExAblate Crossover

w
U
o

w
o
S

N
[
o

N
o
o

=
wu
o

DRINKING Score (Mean / S.D.)

=
o
S

o

[

o
©
v
hy

0.p1

0.00 [ ]

Baseline 1 Month 3 Month 6 Month 12 Month
Study Visit
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[X]8.1.1-13 C:CRST Part C Hygiene Score

3.50
) | OExAblate Crossover
3.00
g 2.85
v 250
~
c
3
S 2.00
]
S 150 .
w
2 -
w
o 1.00 -
> - 0.p5 L
T 0.8 X
i 0.85 0-p6
0.50 E—
0.00 T
Baseline 1 Month 3 Month 6 Month 12 Month
Study Visit
[X|8.1.1-13 D: CRST Part C Dressing Score
2.50
| DExAblate Crossover
— 2.00
a 1.J0
~
&
o 1.50
2
E -
o
A
w 1.00
2 i
an
o
& 7 0.h0
0.50
0.B0
0.p1 0.p2
0.00 T
Baseline 1 Month 3 Month 6 Month 12 Month
Study Visit
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X|8.1.1-13 E: CRST Part C Working Score

3.50
- | O ExAblate Crossover
3.00
- 2.60
o
«» 2.50
~
c
5]
S 2.00 -
©
5 i
v 1.50
C)
Z
E 1.p0 ako
o 1.00 0.80
= 0.63
0.50
0.00
Baseline 1 Month 3 Month 6 Month 12 Month
Study Visit
X|8.1.1-13 F: CRST Part C Social Activities Score
3
825
(7]
~
c O ExAblate Crossover
S 2
g
o
a
1.5
ot 1.p5
(=
=
G 1
<
5 i
<
3
» 0.5 083
O.PS O.PS O-EO
0
Baseline 1 Month 3 Month 6 Month 12 Month
Study Visit
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X|8.1.1-13 G: CRST Part C Overall Mean Score
25.00
O ExAblate Crossover
= 20.00
7,
~
£ 1600
()
2 15.00
g
o
(8]
wv
(8]
hd
& 10.00
[-%
=
<
E 4 85
> T 4.50 ) A M1
o 5.00 30
0.00 T T T T 1
Baseline 1 Month 3 Month 6 Month 12 Month
Study Visit

IBINR 72 A R © QUEST D#FEE A =27

T 8.1.1-47 KX 8. 1. 1-14 (ZHEH 2/~ 7°, QUEST D#REF A TR DOR—R T A
D DOUEREZHBREE L T2 &, BRERRED 3 ARESIT 47. 7%, 6 » A% 45. 6%,
12 5H X851 T%DHERTHY , Ja AL —N—FHOHERDIZTIDEBIFTH-T-,

2 Dimension TH.2 & & BR#E L [A] U< Physical, Psychosocial 23, 59~65%T&H V. iR
BREED 51~69% L [RIFRE & 5 25,

7 8.1.1-47
QUEST R a THREFHD X=X F A b DB (Z 7 R F—3—N-20)
Visit/Mean a7y & OB,
Baseline Mean 41. 42 _
1 Month Mean 20. 44 56. 8%
3 Months Mean 20. 21 57. 0%
6 Months Mean 18.73 56. 6%
12 Months (N = 9) Mean 12. 62 71. 4%
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X8.1.1-14
7 a2 A—/N—#E (N=20) DSE1 QUEST Overall Scores®

o BBERAOKD
2 S A T Al (A
60 T O ExAblate Crossover|—| AT A hDOELOFIE
e 1 H :56.8%
> e 345 :57.6%
a0 o 64 A :56.6%
245 4142 o 120H :71.4% (9IEFIDOT —Z)
c
o 40
[}
2 35
g 30
3
Q25 20(44 2021 1873
© 20
8 15 12|62
10
5
O T T T T 1
Baseline 1 Month 3 Month 6 Month 12 Month
Study Visit

8) AWM FEIEIZ BE T 2 FBRAE & O ik
70 A — =R v AXREED 3 HBIEK TRICRIBFRZZ T RETH Y |
Khigx & U CIIAREEOIBRIZIEN B TORKE D, Wb T7—=2 T —7
DONBENH 5 LD, RBREED ITT N=55, — 7 1 24— —fET N=20 & #Br
FOBIZEIH DN, Bt L 7 v 24— _R—REOLEIL, T—=0 7 —THhREOMH
B ZEET 2B AL EWRRSH 5, LIT 3 »r ABEIRRIONERDOLETH D,

o TEAZVEFEANG PE (CRST PartA(Tremor)+Part B(Motor function) : &5k B 23
A7. 7% TH Y . 7 a 24— —FE13 53.5%

e CRST Part C Activities of Daily Living(ADL) : BBREEDS 64. 9% TH VY, 7 o A4

— = 72.9%

QUEST, Quality of Life: FBREEMN 47.7% TH YV, 7 1o A4 — —FEL 57. 0%

CRST Part A @ Posture : s BRREN 72.2% CTH Y, 7 10 A4 — R—FEL 75. 8%

9) et ra 7 AL
#8 1. 14817 B A —N—RETRELCAEFEFLELTT, BEFEOERI THEXS L
Too 7 A —/3—FE 20 HERF D 5 B 18 HERF TR 5 O A EFRMEN B o T,
WERE HT- 0 ) 3.6 1 (K 8 1) Thol-, EDEKITHD L, BEN 61 1
(81%) . TRREMN 1348 (17%) . BEN 1 THoT-, ZOEEOHFEERIL, 1B
#% 8 »r HORF R CRAE L UBROEERTH Y | AEE L IFHEEL2VFESLE LTy
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=iz,

TRIEN O A ERFRIEAEE TORYTX S (30 HEAN, 31-90 HOR, 91 H#&ZLIED 3
OB TSy LA ERGOMHEZ R 8. 1. 1—49 |Z7R T, 91%72% 30 HEANIC
FAEL, fRLTWD, TNOLOFEESDOIFE A LITIEEFIEICET L2 EL T, ENL
MEEZ L—2A, IV T4 2, JREADT—T v, #Z, ARWIER ST 2L Th
0. XFPMHIHBRE DD DISEEZ A THRT 22800, FRBERICIELZ L
QIR EOWBRE N LD 7 4 — KNy 7 HHERIZEENTND, #£8.1.1-50 124
HEREHO—E LT,

DSMB (7= matbt =4V v TEAR) ORFIWEST2HAEFEFRRX S OMHER

8.1.1—51 (TR,

o P4 (TRANSIENT Events) : 341 72 W5l (3 H) LAPIZHED: L7-55,
o  ARIBMEICEDE Lo #H4 (Events UNRELATED to ExAblate) : ASMERE WITAIGHEIZIT

B L 72\ & ERANIC 0 HIlr S -,

o  RIBEIZESE L7=F 5 (Procedure Related events) : EE CTRWERNDITEATH
DN, ERITIZ LHEBING 3 7 HEEL 005, L, B9, BERRETh D,

o (RIRAEEE - FIINICHmOEHES (THALAMOTOMY related events) : BEAEDIMNELHITEHE
TEREEEAT « AR O SCEk CTIA < S STV B F5,

FEAR DB LT & TS O F G4 16 1F/9 BRE T 5.
£8.1.1-48 7 uAF— —BOEEFR: BEOERSICL DK

fEEDEKE ExAblate Crossover
H35 eBREH (N=20)
R 61 (81%) 16 (80%)
rh R 13 (17%) 7 (35%)
HE 1 (1.3%) 1 (5%)
wEt 75 (100%) 18 (90%)
— @M IR .
#8.1.1-49 RARHZ L OAEEREARN
35 HeBRE
<
SeEE (8K 75 12K D) (85 20 1 K B2
1B 30 H LI 68 (91%) 18 (90%)
1B 31—90 H 3 (4%) 2(10%)
1R91% 91 HLL L 4 (5%) 2 (10%)
&t 75 (100%) 18 (90%)
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#8.1.1-50 BB, BRICLVRES LI-EEERREME~Y T

B R RifE BRI L2355 HR HE
g | BBCER | MR | BBRER | M | BRI
(%) (%) (%) (%) (%) (%)
OEBSR | miiE 1 (1%) 1 (5%) 1 (1%) 1 (5%) 0 0
EEFFEONGHE | 1 (1%) 1 (5%) 0 0 0 0
EhZES H D& 1 (1% 1 (5%) 0 0 0 0
TRTE SR 2 (3% | 2 (10%) 0 0 0 0
i & 5/ 3(4% | 3 (15%) | 1 (1% | 1 (5% 0 0
wA e 1 (1%) 1 (5%) L (1% | 1 (5%) 0 0
EROES | 1 (1% 1 (5%) 1 (1%) 1 (5%) 0 0
G JEUHS 1 (1%) 1 (5%) 0 0 0 0
fE R R | S 2 (3% | 2 (10%) 0 0 0 0
e Pe 1 (1% 1 (5%) 0 0 0 0
TURNT R 2 3% | 2 (o%) | 1 % | 1 (5% 0 0
SHOX 1 (1%) 1 (5%) 1 (1% | 1 (5%) 0 0
e T MR G 2 (3% | 2 (10%) | 2 (3% | 2 (10%) 0 0
HE P 1 (1% 1 (5%) 0 0 0 0
R 1 (1% 1 (5%) 0 0 0 0
HEN 1 (1% 1 (5%) 0 0 0 0
M I 2 (3% | 2 (10%) | 1 (1%) 1 (5%) 0 0
SbOE 1 (1%) 1 (5%) 0 0 0 0
FLIEFEE 1 (1% 1 (5%) 0 0 0 0
i DR % % 1 (1%) 1 (5%) 0 0 0 0
L O/ Hlgs 10 (13%) | 7 (35%) 0 0 0 0
ST B 2 (3% | 2 (10%) 0 0 0 0
g x Ok 1 (1% 1 (5%) 0 0 0 0
I A/ R EISb 5 (7% | 5 (25%) | 2 (3% | 2 (10%) |1 (1% | 1 (5%)
& WS | 4 (5% | 4 o | 2 G0 | 2 aow | o 0
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#8.1.1-50 BB, BRICLVRES LI-EEERREME~Y T

HRFRH A R HRR HE

| wkBREE | R | BRBREE | MR | R

(%) (%) (%) (%) (%) (%)

TR E B ER Ay H . 1 (%) 1 (5%) 0 0 0 0

EZ7V— | eomyE | 1A% | 1 (6% 0 0 0 0

. v ARSI A 4 (5%) | 4 (19%) 0 0 0 0

iR Ag T HEAE 1 (1%) 1 (5%) 0 0 0 0

T i = HFEN 3 (4%) 3 (15%) 0 0 0 0

ElERPED F UV | 1 (1%) 1 (5%) 0 0 0 0

AITEE R BHE 1 (1%) 1 (5%) 0 0 0 0
&t 61 16 (80%) 13 7 (35%) 1 1 (5%)

#8.1.1-51 BHRH T LD L2 75 ik %46 (%)

DSMB |2 L 54X 5> 4 &
—iE RS 26 {4 35%
ZNTEY - hellE ot N BYAAR:%- 16 {4 21%
ARIRIRIZEE Lo F 4 13 17%
PBARARE - R IZ i@ D F5 20 26%
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8.1.2 MEAERINVEBEKRRBEENE LD

ABR O EEA ML, RO K ONEEERE, B WA EOMREDOIREEZ A 2712 T
TET D 72DIZBIR S NEBEMIZIA L i T2 CRST (Clinical Rating Scale for
Tremor, IRERAEINIZGI 2 BAKAFEMREE) @ Part A(FRribRE, BEWE @hER/BKICE
T AR DOFLE A 0~4 D 5 BEPETHE) & Part B (B 2 &, ME - BEHEAZHI 2 &, K
ZESOHE)E (Motor function) ZVEHEH 3 » A ORISR RICER LR (R27) %
W5, ARjaH a2 £ U2 BiE & . B OREFIRITEE T & O OIFE O 72D OEFREE
WP 02 L CIRIEE T o712 v v ARTBEED 2 SORMEMMNEZIC R/ D = L 2
HIZ R T 720, R E U7 IR IR 5 /X SR 12 B8 U Cilife| o =0. 05, Wilcoxon rank—sum t-
FRIE & O CRERHRAT L 72,

a7 TROFMEIC L D CRST ©F 4% W= EEAIMERMIL, BBREECTIT 47. 7% Dk
B —HUY LEETIE -0.07%TH Y, WELER D P MEIX p<0.001 THDHI EMnb,
BE LA BEAKYEa=0.05 DKM &IFEAGEE H0 23FEH S v, ARIRBIIARREEIRICAH
2h & FERRAT T Bz,

QUEST % V7= 2 IREVEZIMPEFHIICI VT, & v AXFRRRE & il L CEERIIICER D &
% QOL ER 48% LN TS (p<0.001 EFFAICHBEREVRRD bR TND, ),
[EREIC 2 REOAE DRI OFBIE G 5 CRST D /3— k C (EHRIEIRAS B % HURSRE I B 2
EEWEFHIT2 60T, @ 2L, MBRUNOER, WBIRL MIZESZ &, A
B, Mgk, ER. HRREE EOSREICOWTORE) ThbH, REREETIT 64.9%
DUFE, v AFETIE 3. 2% DNELHERZTH -2 (p<0.001),

RRBROWARE T, B s 2 FEHOBEY R IEANGE 2@ 2 HETRIT LTS B
DO FIRER D RS U 72 RAEAME O A REVEIR L BB S BE L Lz, Hic, ORE
L7 BRI H > CRST FEAMREEDRIEN, FIZFT 2 LLEDEORKORRE THH Z &
QMmN ERRZ A LT TH LW, @FEMIBEICL b 6T, ARREMIRIKIC L 508
FIRRE IR ENA L CUT, CRST @ Part C BE/JfEE R v 3> (ADL) OIHH 16~23 O
WTIUMNIZINT CRST A7 78 2 LETH D Z & L, Rk & AT D BERERR 23 b
MEIERBE LR E L, EFREFIIC X D AHMUITUREZEH L7, ERE L THLMN
IRYREE D INH DI 72 B9 ADL OV QOL DIEIZ B EENH S L DFERTH - 7=,

ZEMEOFMER & LI-AFEFRIIMARF 2R Th o7z, 207 Mt GRBREE 181 14,
T LRTIREE 26 1) D9 B, 99. 5% IXfEEOE N S NEE UITRETH Y . MR - K
TBRICENE L EE TAEM 2B THRIIREL TV AR, AEFEFEROL X, 7o
T U A CEERE), LU - #iliE, HDEV, BF. ALETHY . ZHIFEEFORK
RIEAN - HEIF CHLHE SN TS PHT2FRTH S, KIRRICEEOH 5 HELIT 15
HEOHETH > 7203, FRIEFIE OGN « FEHT CHlE STV 2 EIFEA - #9)
AT B B M L, 72 SRR L - B R A ERERORAIT R L . X, ARREME
R D BEA DA EESL LR, 2 :D SAE RAODHEESINRESN TS, N 11
1%, BUREALOTENRICEE L2 FR CTRE NKRRICHET A FORRED LN, {LFT
DFELITHEI NZELIE - B EO LUNTH D, ZOFFFRGIIRBEOZELIZAELTE
V.3 »r ABOT7 xu—7 v FHETH AR EST DT O RRLE O X & FRik S
iz, o 1 X EMOSEER UTOERIZ K D &b b R ANENR (MCA) 2285
PR I R B\ ZERR M DA TR 23382 L7278, TR 6 TAM1% O CACE 8 |2 B L 73
W EFERRATT BT,
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FELT D, Ay TERELR EERUZEME, BiA ko2 SRSRHICIRESER 2 23 5 KRB
PEIRER I, FERDMANDITRZIZ< WZ &b H Y . FEARITIERICE LA, BERICAR
HHRZRAEEFEEZRONON D, IRROE IR TH 2 E G IT, HEOHMNRELRDIZo
TUB 2 RN T . X2 6N WERERIC B ME SN DBmMICH D, Z DX D 2k
MR IERDUGE S RN oD, B - il - AKX - FAEO B EAFEENICT B2 &H T
HELZ2G20E 0 RIS H 2 BEITK L, ROBRIFIISNBEIER T 5, BEAFDOF+
BHIRIR ORI (DBS) 1% ARSFARLHNNTH Y, i L, @i cdh s, —FHH
AL, TR RITH D b DD, ZIHFRAMLIETH Y | FRH) &3 2 sk O E RS EE,
BESE U7 D JE O ORIEOEPHNAN D Z I K DEIERZE LT W Y EiT o
FEIEORER DL, ZOXIRRMEBET D &, ARIEE MM 2 Hlhry 7
V= AN—C 720155, HEHNVE, EEHASUTERE 2 0B & B3, EHAC MR E
1 CREA T DAERITEI A MR LIRS E CE 5 Z &, IR T - IR ICE B
DLRNRZ RO,
8.1.2.1 BRRHIRYRY /X774 vb
(1) HGEE LBEAFOIRIR T Z A L
BRIE DR L VERE N T Z A I
AREMEIRIR ISR T D AEEER 2 -3 — R REBTHY . po< ) LT
DIRREETH D, MAELERLR L & OMEED P I Z 2CF O (L8R, &
B/ EXIEE) DNERIERTHD, =%V (R L8220 EIERERERIZ D 720
EEDLNTND, REITAMICERZ KT TR TRV, AFEAER, HaAEECE
T OMERIC BT 720, B O QUL ITH 2 BN KREV, Rl Tix, EWinkIZ
B0 b T ARRBHEREIC L 2BEREAREENE L TV LEEEZIRE Lo, Rigk
PR % ) 0O B P AR CIT M X D HEANZ K A NEHRIE 2 55— IRIcT 5 2
Sl RERFEME (T AV B, BFF EE) EAMICBWTHRETH D, HAMRE
IRIEFRIT LD TEEVERURRRIAIE « ARRBMERER) o TIT & 189K - ¥ ClE. Pahwa R
ORI LIZIEET LT Y X%k S &0 TRIEEMIEROIGE N7 X414 & (Fig. 1) |
TR, TN T XA L TlE, ADL(activities of daily living) ~0DEE /70
St OEERRE - FIRLZHEOIRMAN GG L, IREkIC L2 B EAEISEE, (5, (a4
&~ DFEE T & 2 R OIRERIEIR O 5 I E MR IR 3 2 FRIEZ B3 2,
FEIRIE DN R DD I WG EREIEE O G IAVRHIRIR 2 T 5, IREROFNLIT k-
iz b o & bZ L B LN HEEEIE - (LFE~OEEFERRENZDH, @EORKT VT
U X WE EEIRE A T E 2 D, TRRTERGET Tk, BIEE R EUSMT, IREk DL
(B, BEES, A &), #EnE e, DARR EOE0HE, SBAEOFAEZZE L,
T CIEFRIE R & SERETTHEDE SR TR IINT L K< vk & Y
FHEIXTIREIE R EOBEAICOWTHEEICHIGT 5, Litdi LT\ 5,
(k) Pahwa R, Essential tremor: differential diagnosis and current therapy.
Am J Med 115:134-142, 2003

BRIEICEL T

Z O EAERPRRTEE - RAEMIREE) 1. American Academy of Neurology (AAN : 7 A U
TR, 2005 42) ML TEB D . BEOKGIRDLZR £ 0 B3 2 1R ESEAIC A
HRH 0 250, BRKEARFT TORERPIRIGEOT VI Y XALIFLC EFZ 5,
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AAN TIIHELE L~V A & LT, HUTADAZED Primidone, B W3 d Propranolol &Y
Propanolo LA & L CUW%, ZAUCXI L TEEMERURRERIGRE - ANREMIRER ) IV I . 3y
JERIE T, 5B BRI T B W SED Propranolol, Propanolo LA 38X TX Primidone & L
TW5, 72BARFCTHE—IRFAGR A S L T 5 Arotinolol 55— RIK L LTV D208,
EIN TR S NECKTIE ET STV WEERH 5,

ARERZNVEGARRER ClE, S|P #4 L LT < &Y 2 DOHEAFOwEY) 735K
ITICHR L CTEHEMEDIREECTH Y, e r T/ n—n (TrF/a—LzEgte) XiT7V
I RUEE L EIREER & T 5, WMURREERIT 1, B RERD DD OF IR DG
PEEA) 2 R 1@%5’%?%%&@‘5 ] L LTEY, RLO HEERMRRIER « ARREMEIR
%J@P%ﬁ4b74/ BIFHE-RRELFULRETH D,

ZDOEIIT, Bk EARTOE —FIURREITRE BTV EF R 5, EERMRES
N = iTEzEﬁZJ DV BRI AVEHBEE T, TEEWIEEICIPIT 2 IRERDNEIS 272 D, |
LR L TE, A T/}?/Vﬁmﬁnﬁ%f@j—("ﬁ DEAEFRLTTHY, AREEEZ
LA E I 2 O T RREIN I X 2B R0E RO, BEFOIREA N7 7V —ItkiT 5

MBI, B EOFEIOAREIIRE (BRI, SRR SR CTh D,

REMREDBENTT AL
RROEE
BE | | -B2RAKEREENH. ATEE |

i
¥

| PEELLE (BREE. 5. HREERE SRR XELHD) |

RE D ERL

1. mpRiRER EinEik
T (FEIZER) % — &R ZE (Propranolol, Primidone, Arotinolol)
25 R INEE (1K EE, Gabapentin, Topiramate)
| KYURRERMEE
4 BB T 4
ARF+A FHrEE MRS+ 5
N RERRI B
2R PR AR IR 0T
HoIFA2

2. ERARHREL M EOFUEAEL
BEEREGE | | ARYIRRBRFENED
FIREODRLEN

| &inE ESMBEEDOSS . BEYMRETE. DTF2UGENEHELREITER
EHDHE . RVIXAERER
FREIL, RAEOCHRCRMNROLEMZERD LR

Y

AAMRIGRES [ERERMRIGR | ARBERE] XV 54
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(2)

WEAF DI

R E L CEETIEMIBENM TN, BIERNMES Z &, WROMEITE & HICHY
DRNEDNWADT D E NS T21BE EORANH Y . HABBRRNEB SN D, KIBFRITHR
RIEEEMTIZ X 5 S LD HVEHTER T d 203, AERIKER O BUEE[E O W BRI 72 i BRI ZBEAF O
BRRGEEMT L 12 R %, VU TICEEAEOANRHEEN b O A2 R~ %, B~ A
TN K D ENFRIAE BURMEINIZ T X 2 BTN HE D U A7 3@ sk
FOHUREEANEE 2 Z T TV DL BREREICRES N TWVDIONEIRTH DL Z &b,
BERT RN BERN 2, TENL - BEREMIRANEL IRIRTA RTA V2 UCB VT hH, TRA
TRIENRERHE SNO2H DM, RN D E TEREBN LA 0D, £, i
ITHEOMRREE e &, BEEREREOREHO#RELH Y, AEEZRT HIHT>T
EMBROT -2 /0B L LTn5,

o FHEEERAREAT (DBS) : 19904 HUURIEMT OMEEE LT L LT, HE
L72BEEOERDIEHIRE « XA I 7 %7 07T ARETHY ., ERORIIZIG
U CHliEZ R 2REMEICENTWD, L LARRL, SEEmRL A UL
B | IEREHBL K, AT T MDAV AT =X L—F— (IPG) ZEABIIC
RNICEET 5 Z ERNEIT/ D, DBSITEN & § 2 FALIC ERANE % 5 2 T 2
BENHY, BEOAEICDIZS>TBSY AT AZHA IS AN EV, Lo T,
B ITEICEE], EEEHOZOO 7 Fa—7 v T REBRMETHY, 3~5 F£T L
IZIPG OB SLETH D, 772 M OMERELHY ., A 7T MR
WD R T DI ONTHIERO LA H 5, ~— NV = 7 ifEIT T
0RO (2L TEBELLfERR) RBEEBEZLZENRHY, ZO LR
AR OLL EORERLER L & ST D T2 D DAV AN EIC LB A2 D, DBS A
7T MR RS TR . N S AR WTI T R R WA
RERE, NT AR E | SRR I R 7 2 2 EOBE & . BREAD -9
DEFAFMBLNY — R IPCOEEDT=- D DFHINAE D SOHED U 27 23S | 4
ICE VBTN, S OERNRE & RIMEE DA R ED R N DIRRZIRET 2
ZEbd D,

BT CIIMRI 22 /R F 7L DDBS O HHF AR S T E TIXWD 2, KNIZEM, PG
BET 5720, DBSICX D15 &% TV D BFIIMRIIC L DBREN KD TH D, IE
HRDREIR A EE 2 & AL UTRHEIRON & 2N e 720 B EAIRICKEE X -9 01, 3
1% 10-200EDRVVE A D% T V) . DBSOAEIIEIE 2 52 1T HAERITZ Do & &
HHY . MRIRENTEXZRWOITEEE FHEEE 25,

o ERIERREENT A0 & T DAL ORI A BVE T A RIEEIE TH D, EEEICEY
Mk T 7 L—yar (BWEL) 57 DIERT 5 EmA RIS L 0
THEBICHA L, @EKICL D MEETT S,

AT D EMONMEIL, FENCHAS L 7-MREE 2 O CREE. 12 CREEAIREIR D%
/NEERRREERIC LD AR R OSIC LV RFET D, AEED L IZY T A AIIMR
Eifg - BEFEROT 4 — RNy 7 ROBEOMRIOMED 7 4 — KXy 70 &
IRIEDIRE R & T AMEERINT 5 FIEE TR S,

FEMROD ' — 7 IREE & ORFFIFI 25 AT ) DI 7R R & S Z2E T %, RN
B © O BEEDBEN 2 12O TR A IR T Ly 2372 D RIRWEME RIS, AR
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(3)

-
—

BBy DEEFERZJE BH O Fmm (272> TIRMN D, 85 LM T E0EICEEE £ U,
NSRRI RIS 1B b7 b3 2 e NH D, RE 77 L—3 a3 %O HfLo
UAZIE, DBS A 77 MEX U b AV o 2, BEEES OBRITH 5 IEH
HBE LR THL RSN D, 20k ) ApfElk ik, &2 6 E - 51F 8138
<hwnwignEds, MENEETDITIT RS L7055, BEFEEEAIHE LHE
G U7 IR A 9 &, BE L7 S O BT 2 BRZL L TN
M5 & Z 3 maEMEN B 5, FHE S AUy OB IR CIERIZ > v — T 7
REARZ AT 52 ENTEIR, ESSD L V20 | EBENIER
BEREEIR DTRIE D ES 2K 5 Z E N TE 5, BTN, FREICEY BOHED Y
2INHD, T L, REETI 72 —ART LA M T AT a—Y 08T E H
W, MERERIC S v — T REE T 7 7 AL CHEDEL. 5mmsk 1. 5mm sk SmmfEFE O E
BY A R) BIBRT L0, BERT L —DY—< /L7 =7 M X5 HlaE
BEE ORI HAEN BN SRR E B,

AN BT 2 BEAF DAMEIHTR IR & D beighigt

1) BESDERKREINE T 1 S OBLED G O g

BENDER EORRT v b OBURIN D AIaHRE L LRLBEFRIRE & OGN
IR A FF 8. 1. 152 1T T,

#8.1.1—52 BEFIREIE L O
AEEE Jid AT e JE B A A
(2B FAZ {RHE : 2RO 2HE : ZROHMT
JR I HEE IR IPG 6 A W | M A 0D 228 FAft
(BELOaI 2=/ — | REHEET R IRF V3SR T PRI
a U EID I ENMEE)
HERALERE | MR Eg/IREE Y TV & A b | BUNERGEERIC K D A 7 KU
E=F KOBE ORI
Y TN A LG
1R HEIE AEH TR X =BT X | R S X F | P a— BT X D
% MR AT (IR VA1 72 40 Al | HsgEst
2 M QAN
D ERHESS | P MR SR O RBMED S | itk . B SE
K OVH SRR | DDA O A AT M oO®IK, B
& O EAEH ZE~DIEFEB NV
Vo RBERE A E IR TSI & NN ORE RO REIR I S R S D FE(R BEA A T
THY ., MANICEMEFA, IP6 ZRNEET 5BEFOINEIREE & X B

~OEMTNE VY,

JREE - AREEE TR N ICBWCTREDORINEA VX —F 7T 4 TIZHER LN
ITHIBETIETH D, EMMETE T L—2%H5 70, 8 - BRI EFEHT 2
ZEHBVELD, BESAOABITNEN,

BERINLIEREE © MR BT — & & BE OMROBEREZ AL TY 7 v 2 A4 Al
RN E OfER, TN TH D, Z OFEITEO M~ BN A0 715
BERPATITY) Z M TE D20, IFEICE > THLBEEKENZRAHIZDRWES 2 5,
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v

TRRE  BEH T VX — % FW CHlIE O ZWEEE AL 2 48 U S H D IRIERY 72 16 %
5 (BREEN) Thod, —EONFHERE CAIRFRRIEN B LN D Z L IC X D EHE
SDORRT 4 MIRERTITIZZ2 WA Y » FTh D,
ﬂﬁO)l:fJ?’r%% SMCOVH F RS e & OFI EAER - IMGSE IR iﬂél /ﬁ*i‘ IPG ZENIC
BET D20, itk Tl o BRI OME A, BE AT % BRI~ DR
FHHIZ ;5Ea#zgf%6oTxky-#4iy?474/7ﬁﬂ—#4x
DBS OUSHLETIHELL T E LTEY ., BEOEEFRAE - I1GEORKN., HEAEETO
Mi@?f)/W%VEEéjxyﬁhé
> RERILIEIEE L o7 T 2R
> Efﬁ ERBE ., ROV BRMENER, HUNFIARE, RRIRERIT, BEHE A%
Yo, mMTEE A, MIASSREEE 2 O R (RAIEER
> SR TREEE, WSEERS IRAEE . B TR EESs. H XNEKKERE, ~ v
TR, E OMBRET S - W8] RO~ D B i AEIE TORE
ML iEd

2) AKREMEREIER AT A R T4 b D5

TENL - RAEMRANEL IR A RT A U8 2 iy TOIHT 23Rz &, BEfE
TEHRIE DTN IT, DBS D IRERIEIR O B R A U I X 27l T 60-90%2k# & L
TW5, AREMHEIRIRITZERIREARFE TH L2 2000, IREOFREOF I E L
TC%T%MA Posture |23 % A 37 TR EFHHT 2 2 L%V, AR
DD Part A X 72.2%DWETH Y . BEAFIE & AR OIRIIE IR UGE OISR &
SX 5,

KREEMEIRER R A # 2 A American Academy of Neurologlsts Society (AAN) @
2005 4F/2011 4EClL, K DBS 1BEDHZIMEIZOWT,  “unilateral DBS in a
randomized population showed a tremor improvement of 60-90% on the CRST
with negligible placebo response and significant tremor reduction.” The
postural and kinetic tremor combined showed a 67% improvement unilaterally.

EHY ., HREIITER2WNARE R Z LVERER TD Postural component @ 72%
gL, DBS LIAIRRE L S X 5,

ZN: EEH&%&#Aﬁ§i74'§7«/7ZAmerlcan Academy of Neurologists Society (AAN) (T

Tix. FRRESR OAzhMEICBE L, thalamotomy reduces limb tremor in 80-90%
of subjects with ET and in another study that the tremor was completely or
almost completely gone in 73% of patients. Other studies have reported an
88% improvement in action tremor, a 77 % improvement in posture tremor, and
a 56% improvement in handwriting and drawing 3 months post procedure & Dk
HLTWD, ENL - BEREAFRARHER AT A R 7 A4 U CHRBOEMEASIHL T D
ARERZ VR TIL, CRST R 27 OUEIL 72% Th 25, HREDOUE DM H 5 6
MNP L SDOWEND-T- & T HHWEREIL 0% TH Y | ALEE DL RS AT O
1RIR DA MR TRRIREN & R &5 2 D,

3) fERIELY St. Jude Medical #fDBS & Dbk

TERL - HEREFEROMEL TR A RT A V8 2 i Tl T8 AR & PR

M (Vim-DBS) DR DM 2h Bl & TH B R Z L2V, HREdE o B M I
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Vim-DBS DX 5 @< . mktgRerRE, STREE, EEE L EoRWERIXEOHED
FEAERIT Vim-DBS THEIZE )~ 72 (50% vs 14%) ] & LTHY ., ZZ 10 4% VimDBS
DOHNFBHEFRIEOEANMER TH D, Lo T, AERZIVERRBEOAMEICE L, FDA
@ PMA FFAHIEE (k) Z b &2 DBS OEKRER & O AT -7, XRIFEF 6 HIZ
FDA PMA Z Hif L7~ St Jude Medical #t Brio Neurostimulation System (PMA#:P140009)
Thb, 2D PMA FEREEZHANDIHEMAE LT, ORERZ VEERRER & F U< A1
BIROT =2 B35, QESNIZHEKERRIL GCP WA THY T — X OIFEMES RS
NTWD, OIEBIEIROFHEIZE U CRST & v /= Blind M FiEE2BRA LTS, Z &
&5,

() SUMMARY OF SAFETY AND EFFECTIVENESS DATA
http://www.accessdata.fda.gov/cdrh docs/pdf14/P140009b.pdf

Domininat Limb side Zif¥E L7 #BR D CRST PartA Posture OEUERE S % bz L
72D %X 8. 1. 1—15 1277,
IBRBMRIDON—Z2 T A b HR% 180 H OBIEZR RIZRIT D 8GRI,

St. Jude—DBS : 66%

ARERZVEEHRAER ExAblate B : 69%

RERZIVERRAER  Cross over &t : 76%
Th Y, RIEEIZ I DEAE TGRS T BIGAD MR LR LT D, %R
T 5703, Cross over FECL Y BWHRNE LN TWD DX, FHYEMOARIGRIZKTT S
T T —TRICE DD EHEEL TS (KBRS 1.1(20) &),
723 St. Jude @ DBS #E35% @ CRST 2F¥Affii% DBS % On & L7-KEL Off & L7-KFD CRST A
a7 OESERND,

6 X8.1.1-15 St Jude-DBS
& DCRST Part A Posture
»w D
g
o
Q
w
5 4
£ M St. Jude -DBS "Unilateral"
2 Stimulati
= T imulation
- 3 T
2 Sham
2
2 2.09(2.09
a2 - 5 .
< P M ExAblate - Unilateral
2 -L Thalamotomy
S 0.84
o 1 - . AbeT .
0. 4 ExAblate Crossover - Unilateral
' io Thalamotomy
O _
Treated St. Jude - DBS| ExAblate
"Dominant"
Limb Side
Baseline | 180 Days |
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http://www.accessdata.fda.gov/cdrh_docs/pdf14/P140009b.pdf

AREMEIRER OB CIL, IREEROWEICE EE 59, &, P, FFx. . th
HPE, EEZ S BE), AR E B EAETEY RS, AR BIRRY 2 B ATETEE)
(ADL:Activities of Daily Living) DULEEANEBAE O KA IR Z 65 UERIR A 72~ %
74y bELTELTOREMLHD (),

(%) D. Lorenz, D. Schwieger, H. Moises, and G. Deuschl, “Quality of life
and personality in essential tremor patients,” Mov Disord, vol. 21,
2006, pp. 1114-8

CRST @ Part C % ADL ZaHli T 24fE & L CTfEbN TR, AKX IVEERRBR TS 2
WA PTG B 7=, St. Jude #1 DBS @ PMA B4 45 2|2 1% . Bilateral
Stimulation @ Stimulation off & On DR TH A2, [F UL Part C DA a7 DF
— 2N 5, BRI T 5 AR R Z VKRB ORBREE L 7 0 24— _—FED
Part CHRA a7 OfkfkE L LU 8. 1. 1-63 IZHig &2 7~ 7,

#$8.1.1—54 CRST PART - C X7 D

St. Jude-DBS Bilateral | AGER : B
Stimulation SRERTY 71 AF— N—FE
N—=AT7A |16.3 16. 45 16. 00

6

2 H IR A Stim off: 14.3
Stim on: 5.2 6. 24 4,85

12 7 H R Stim off: 14.7

Stim on: 4.6 6.09 4.11

4)

AN E R S OVEGE R BRI AR R AIC L R 697, 7 a A4 — "—FED ADL dE T
MR 21T > 72 DBS & RO ELA /R L TV 5,

H o A TERSRE DI 2 DN T

ARERZIVEERAREROGIETMG E LT, BEAEIE TOMEELESL CRST @ Part C O
HOWEES W AR 8. 1. 1-54 [T d, BIERH 3 » ARERIZR N T, v LxFRREETIE
WEITR SN o2y, BHBREETIZ, 237 0 T 1 & RELWE LWRE DOEE
D 53~82%. AL HDWENRSH > T-DN 56~84% TV, Z DOWELEIL 12 " HE
HTHEETH -T2,

#:8.1.1—54 CRST PART - C DFHDKLEEAS (FRERE: N = 55)
BRI WENFEOHLN | 07/ 17 ICHES

TIEGIE (%) | ViERIE (%)

Eating 3Months 46 (84%) 38 (69%)

12 Months 47 (86%) 41 (75%)

Drinking 3Months | 48 (87%) | 45 (82%)
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12 Months | a7 (85%) | 37 (67%)
Hygiene 3Months 46 (84%) 40 (73%)
12 Months 47 (84%) 36 (65%)
Dressing 3Months 39 (71%) 37 (67%)
12 Months 36 (65%) 34 (62%)
Working 3Months 43 (78%) 41 (75%)
12 Months 46 (84%) 38 (69%)
Social 3Months 31 (56%) 29 (53%)
Activities 12 Months 36 (65%) 35 (64%)

BEBRE O QOL ORNEIZ A= QUEST OFER Tl Physical (B{KENMEIZRET %K) D
IAH T 54%. Psychosocial (F5#ffard: ECToOXE) T66%DSENRBREE TR LN,

AR OVERRFER Tl CRST & VN THRERAEIR 2 584l U, HAUMRIRI TG & LT,

BEAF O FII% AT (DBS)  FRARARIEAT I\ 681 DU i D A BEPE SRR 2 kb3~ D IGIRN RNAH ) T

b5 &, MR RAEER IS - TREED U R 7 2384 2 & 2 FARR RN A5

WL—T 4 ThHI L (GENL - BREMIRAE 1RIETA R4 K0) 226, AER

2 VAR ERER & AR AT & U7-, EC CRST PartC J2 U QUEST @ 2 YR B4 20 e S A s 5
iﬁ@@%mfﬁ$%®ﬂm&% FENT 2 Z L 2R LTWD, RSN T v
MIBEAFERIE L RIS EE S 25,

5) Hr~TA 72X DENHBRTH (BREER) 2o\

(4)

EEHES T D DR W (PRfEiddkr ATH Y. 3 7 A0 D 1 FRRE DR WOFEH)
N ML) BEOWT T 4 — KNy 7 0372 RS X D AEWTERR O DT 07
VRIBoDHT=D, Hor~FA 7128 DEURMEEN O H 13472 <. DBS X° RF ki 72
ERIAIC L D BT 21T 01T Y 27 BNEn & S5 Eina CESLSEM: (B x
XU EFNRRZ ST T DR E) ORBRFIZIREIIL TV D ORERN R TH 5,
BEAE D AVEHTRIRIE O ER R B T T, ZREEFN 203 L L WIHREOAEE
Wa, MW R ZKAO ETEREIL22520VEEE LSS, EREFHETHY .,
BIZEN S 0 . BEAFOTREIE & R DL EOIREEINHIZh B R OB RE L #2 b © 7o J ARE E
I, ZOX I BRBE~OBBRNILLE 2055,

VLB AREEIIBEFE OSBRI L & liiZ B0 T RO AEIR S M OV A & A TE TR
BOUENREIFEFLUETH Y oBEOIRIRIHE > A2 L VBT E 5 R~
X274y FeALTEY ., EWIHROBRIMENEIEMEARRBMERREE (L > T, JER
R 72 R D & 5 T R AMRHEOIE R DRI L LTAMR b D TH L EEA BN D,

REY Y 2 712 B3 2 BEAF DSMRHIARE & O FLlsehiis

1) AEBEOWKRNZEME T 7 7 AL
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2)

AERZNVERRBROZEMECET 2 EEDICEH L L Y0, REEICEIH LWL
TARMEM D27 v 7 7 A VIZRIFCH D, RBREECTHED S > = HEFEFLRIT,
AIEE L OBEII RNV E Ry ENTZEHEOFERERO 1 ek, BE - PREOK
EORRSICKSEND,

AR RN AT I B 2 TS D U 27

ARIEE N THUR OFERY & 3 2 ik 2 BVEEE 3 2 HRAEEIN TH v . LU/, ©
F, ARLE, B, @IEE, R RN, BN, R I @ T S T X
NAEEFEGETHSH, PDA DFR— 52— TAEN TV A EBEZEDSNEBIEREED
WA B ZbIE PHENZ, T —@MEoMBIER s L Cil#icsh T o EHE
GHTHD, TNODERIIHNIBHNGRIEICHEI R0 E D —@EoFEL L L TEH
WHBERIRIRMIR U A7 L S 25,

g B TFIRICEE T 5 U A

REH T —T AR, BERERHNGED IV 7 A4 335 MR 7> b U —NERHEICLE
D REHERF, BE R =R X —ORAZF G e & RLEE L VAR FIEICE 2 F4
I, BRBREEL O ¥ ATREEIC TIE SN TWD, b b ARMEEIC L D480
FIEICEO R Z 0G5 — O REL L U CEHENATRERBIRIR Y 27 LS 25,
MR A R NEREERIGRIZET Y 27

ExAblate 2000 DU TEICRH EN TWEIEEFELIILL T TH Y | IEEVE A MWfH
HEMICHBEO TSN IAEFRTHIN, REETIEI N VAT 2 —H LK
MZREEHEINZBEIAKTHZT AN THDIZ LD, FERED Y 271X
D TS . ARE R ZVERKRER N N2 ORBRIZSEN D Feasibility AR aER ET001
THHEITZR Y,
v B TEGEEEHEOEROUE] - REEME., (B REE, BERE
v EHBER TEREEEEN AL DERORER] - REEVE, ik, BEER

FHZE Y SR, BT

ARREVHREIRIRT A R T4 b ojI

KREEMEIEER TG N A # A American Academy of Neurologists Society (AAN) @
2005 ££/2011 4E T, HUR DBS 1BIRD L AMEIZ- DU T Safety for DBS showed 28
(18%) of adverse events were related to malfunction of the DBS equipment,
lead displacement and even one death associated with intracerebral
hemorrhage. Other side effects include dysarthria, disequilibrium,
paresthesias, weakness, headache, lead dislodgement, ischemia changes,
generalized motor seizures, and decreased verbal influence. Many of these
side effects resolved with time or with adjustment of the stimulator
setting & LTIV, DBS IZHURFEIODIGRIZ L D il L 72 A EFRITMA, 2REF
fit « HOIAALISITER LI A EFRORERE 18% L LTERY, HRITHET LY
AT INEWNE DR TH S,

TENL « BEREAPRRANEHRIR T A N7 A > ClX, DBS OZAMEIZE U CIIAUARMIEEN I
1 L CRIEASAIHED R ARITIR, EOHELENRH 523, 7 FDBS HEIZ) DD
APHEICLL T ORI H Y | BT 5 ) 27 2F BT 2 0B A PHEICHER L <
W5,
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v DBS DU — R, #&RIBET 2 EIHERKFE OO A, BYYEICEE T & T
H25 (HELEZ L — K B)

v DBS VAT ADMEOIARLIL, K, ERAERAET HEEE, a0l
FEENPLETHD HEE7 L — KRB, C)

v 2006 FLAREOHE TiL, DBS OMERICEIT 2 A DHEIX 4.0~9. 7% TH V| §H
ENEWMOKA, Bk, B, EE=— FOWE, =— N, FCEE N
DR &S, e, 7 L X — MRS G, M@“%@&@ RENHD

e ARNbPm_— 72&?774Ammnmm% Bt RS E D p28 12 [KIEDOHA R
T4 0T X, WERDABEOTERRIE TH D EEEMT I KR 2 A ﬁ$ﬁ>w%%%\

RN %UTT%ékéﬂfwém ZxF LT, DBS 13k 72 & OHED 3% 4.
FELCHRN 0.6%LL T & S, ﬂN%S&U&HMﬁi%lﬁ&%hbfﬂéf%éa
DR SN TWD, F72, DBS IZBWTIE, MAAMEICET 26 0HE (e, #es
DR - B#EjE) k2 D;ﬁw%®ﬁﬁﬁﬁimﬂﬁglﬁé:&ﬁ%bu°'J
EDORENRDH D, RHEKTOLE) A7 T, HALEEICETIAMMEELEE TS
WEENBH D Z ENND,

o REEMIERHLIEE T A X A American Academy of Neurologists Society (AAN) &
2005 4£/2011 FEITHRRAREEMR O LI LT, Safety for thalamotomy includes
adverse events that occur with thalamotomy in 14-47% of subjects and 16% of
the events did not resolve. Events included permanent hemiparesis and
speech difficulty, as well as transient speech and motor function,
dysarthria, verbal or cognitive deficit, weakness, confusion, somnolence,

and facial paresis & BPHERERMN 16% EEmNZ EE2FHERHL TV 5,

o UURRBEEIN ITHEARREZNT & 7 U < BHPMDBLERRBEH R CTHY . THITHED
VAT R®H D, BN« IEREMRRINVEHRIET A K7 A > T, 12006 FELAEO#HE 12
5D ENMM TSI T 2 NI A OHE DR AERIL 0~5.0%TH 0 . JEMEEDOH
Mi% 0~2.0%CTH5,] & LTHEY, DBS KO BRI 23\ TR E O
N VD DU INE ﬁﬂﬁ %Lf [/ )N e AR Tk LD PR S 1 oD A ORI 2 0 & &
08, HIMADHEDR IEIZ1E, BROBEREEEZRO T Z ENEO D) & MN
mm®Aﬁf%%fL%F¢~%)x&kawé AR LR HZVERARR TIX, MK
WHII DG PHEHRE 72 72 o 72,

3) EBIELEL St. Jude Medical £k DBS & o Ebifi
HME L A, 54 6 HIZ FDA PMA Z Hitf3 L 7= St Jude Medical #t Brio
Neurostimulation System (PMA#:P140009) ¢ PMA A MIEEIZ L 2 KRB TCHOL4
M (BEHEGHRE) Loz iTo7z,

HEHEGOMBEOEN ST, AR ZIVERRRER & [F U < FDARKI OERIZHES> T\ D
Z L5 SAE:Serious Adverse EventsDH3# B/ ctbik & U CHWEZ, &
8.1.1-651Z7- 9L 9. St. Jude-DBSIXI6HFEAEITRT L, AE AR X VERRFBR TIX 1T
H%5, St. Jude-DBSOD15{1%, #EBRFE 127412 %t L TSAE & H|lkr K #U7-344E0 6

Unrelated to study or surgery® Si7-1914 (BE1C3:. D ERRILST D7~ D12 AR
L7z16fF) ZBR\\ 2, I6EOWNRRICIE, BUYE ) . P Hm (31F) , #a R4 (2
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) | ZERER () . TUVRAREQH) 2 EL TH - BBICBET 2 ERRE T
TWb, ZOZ LD LIMBETHLIARBEOLEMEDRER N RN D,

TENL - BEBEAPIRRAEL TRIETA KT A4 V8 wi@m%ﬁ ZIX, DBSIZPE S oG
PHEE LT, ITWHILAZEIE, Confusion (BakfEE), ZBRERICHET RETHS (HE
ﬁfV*FméﬂﬂﬁﬂkD%%pKﬂ#bééﬁfLMKT\EE%%LT%éo

#8.1.1-55 Serious Adverse Events - Device/Procedure Related

ExAblate (Total Events =1) - DBS — P140009 (Total Events = 15)

IDE G120246

e One (1) Continuation of
Mild Tingling in Fingers

Three (3) - Infections
Three (3) — Intracranial Hemorrhages

Two (2) — Wound dehiscence

One (1) — Air embolism

One (1) - Intracranial edema paresis

One (1) - Pneumocephalus

One (1) - Seizure

One (1) - Stroke

One (1) - Worsening of Pre—existing

condition

e One (1) - Right hemiparesis (device-
related) requiring hospitalization

LIE, ALEEIC X 2 RAEE IS K D HURBERINIE, BEFOARRITER R (BLARRIENT
HUK DBS) & DHHRIZIWN T, BURMER - RIS S @O A FFRITFEERICHEAET S
VAZ3H2b00, HEROFRICERTLILZEMET 0T 7 A 13, HFREFHTH
DRIEEDRRE>TNDEFZ D,

8.1.2.2 BEfFIBRAZA T 7T AITBIF A EEBONE ST

A YR X OVERRRER CIE B SMEREM CRST 124\ TRlBREE & o v A XRHREE & Ot

(A EZRERDRES v, ALEEIT L5 5 AU I OO SRR ORI O AER SGE DA 2D
PEMTFEGRES T, X, 2 REGADPEREE B (T3 T b REAMERHIR R 2 SR o B
LR R DG B AL, IRERIEIR DOSGEITFABI LT ADL, QOL % %fHERE & Ik L TH A ERK

TR BT,

B2 7ra 7 7 AV HHERINTWD, G INT-AEFSBM25 207 D 99. 5%
NEEOERSITEE - PRETHY , ALEE - JHRICEET I EERAEORERFRIT
AL TR,

BEAF DAVEHHITERRE C b D BLRREENT . FURAMIN (DBS) & O H#IZH VT H | St Jude
#10 DBS DGR T — & L OEHEOEFER b & 0. BEFABNEREIE L RS Eof
MR DD & FZ D, BRI L TIE, BEFOANRNERIEDSBLRIEE « FIICES T
%?éﬁ%?%mmz\ﬁﬁ%ﬁ%%oﬁﬁ)~%@MW%ﬂ R DIRN BT E 7 & kas
WZFE D BOHED U R 7 NEO DI L #&ET%%K“%T&% - FHICET 2 A 0F
JED U A7 BEEEB AR Z & N HBRFE T d o 7o, R IF I K 2 LIRS & 12
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R oARYE L, A ROTEREE & RS 2L EOBIRAERH Y | IHRER)> 7 v —
A RNV—=TRREFIEZRMT 5 2 & T, s - TSI LR Y 27 2R L7128 Lyt
BROIEIRIEL A %,

INEDZ LG, ARIETEHEVEARRMRIESE ORI 255 S8 28 LW BURAREE
e OAFEEHE & L TEERERI L 20 52 80D, BIFRRSA T 7T HI2BIT 5

RIEEDONE ST RN R LD %X 8. 1. 1-16  [Z-d, MR THRN R WEHE
PEOARREMERMEA (T L, RICIY O DABRIBEIEOHT LWERE (First line) &

DALESITEZBEL TV D,

REOBEDEE

!

BB ILE D 2
‘|
Yk
\}
FHRIIA+500 2

Y ¢ BH~DYRY /SRR T 4y M EIZL
7oiRR

NEEITEE «  ExAblate filzBEfT

s DBS GHIF4AfT)

o AT

8.1.1-16
BEFOIERA b 77 V—IZB T DIFRIIERIEOBRANE S (BEE&X)

8.1.2.3 AEIZBWTHEEINZBEKERERT —# OAFIZONT
AITE E TICl AR BRI, T X TN CERmINT-bDOTHDH, I T, Hix
B R S BR i DA ~DIME N SN T . LU FATE BT THil+ 5,

(1) ALEEEMIZ BT 5 A\
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ASEE L VEEEE N EARHICE U T D MR A R FEFE TG ExAblate 2000 1%
2009 FEIZARFRTOIEAGREZREICHTEY, HAANEE~OHEHAOERE L L H D, =
D EBEEZ, UTFICRRHET S L5 ARMIC K DRI AFIC L D IR 0N A,
GEVECRBEEZ D LD TIHRVWEE XD,

o KIEEDIGET — 7/ (BEZHEHIRESR)  WE 130kg DHIERH D, BEOY
RKORE EOHKIRRH D, UL, ZOFREHIBR(130ke) B HARANE > THRFNZR D
A EVAY R AN

o AT IRGTREE - MR B A KICEE L, AT MR EBTE=4Y 75, R~
OEAIE, ANFEICL D HEORE SOREBII W2, ZOBRRILENRHARANE T
ARFNZT2 B LlT WV 2780,

o SHEFOX)—M /RS @ CT B2 FRNZIRMGE L, HEEO CTHEZ b & ICRIAZFER
AE OO ET VITY ALE#EAT D, ZHCKVEZEFOES - SO A
FEFEMIEIC TN TE D, ZONEMET VLT Y X LOMEEAEE 3.2(1)  2)
(2, FEERRRRBRIC L D MEEE ARG R 4. 2. 7(6) (CRL#l L7, AREEHEEICPGEMIET L
FYRAE, 1024 D R T AT a—FT LA L NS USSR i 2 S L CEF
HI 5720, HEFOREIOSMHITE CT-MEITHo e Th b,

72 8. L 14 ICH MR 2 BREE L O v AREOBBRE R A RT3, RER X ILER
RRBRICITEE O NI L TR Y . BTl 21. 8%, ¥ v AXFREETIX
15. 8% D ITT & Meffk L TN 5, KEN ERWERE OB TIZH D08, 20% %M 2
LT TABNEEREBY., RUTUTENTH DHEANE 20% 5 TeA B R & VERER
B D 55 JEBGIFRBREE L Y 20 SER] 7 v A A — S—REDOREHI BT, IZEMIED
F HERE L 22D TN S Cunipvy, AR 2 W2 AR TORRIZE S 3
DATCEMSNTVDN, 2D DOMEFRIZE W THETICER LIBEBITZ 20>
7o & OHWEIT I, FEERRFER T OPGEM IEDORMEER F L OB R # VERRRER, &
[CARFBTORGRIFIEDOFERMN S, BARNE > TRANZZ2 5 E1X0 2 72, FERRARR
BRC ORI A, BRRIGHN D SEHEF O ANFEENARIGRIZEET L 2 L i32n
LEZD,

TR DL VBT OWE . BHEE COMEWROKS « WA FHEXIICE 2 57
W R T UAT 2 — Y OB EFIEE, FRINEREM OFHEEEIRREM AR 70 b
TEORIREDOMEMENEE D, Z ORBEFE/NRIZT 57280, KRR X IVERKRBR
DOFRAEHER3T  SDR 23 0.45 (+/-0.05) LATFZ&IT7-, ZOFRNEEEIC T2 ) —
=77 = A ntrolgEoniR e Fiort, wEo k[N
B /- O SRD OESHUELL F D720 DA 7 U — =2 7 BRI TRA Sz
WERE TN o T,

=k e SF Group 1 SF Group 2
(N=7) (N=2)
0
Z D5 1 ) I |
4 )
2 ( )
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(2)

(3)

2014 FELIRE, ASFROD EFIEBIC I TASL 2 ff L 72 AREMEIR B BB D B R AF 22 3
5 fitigk T 44 JEBILL EEM S TR Y, SDREA 0.3 (+0.05) & 0.25 %2 FERMEE L
TW5, TS bARERZ VERRRER DR 52 AN /MET DB, THEE O Kk
2 & D NFEEIIRLOIRFEOFINE, BEMICEE LN EE XD,

ZDFEMIEIZ A R OiERZ S LI LR PAARMIETH Y . AEE3.2(1)  2)

Tl Lk cre—so At E) JWeBi s SHERREBL D70,
TOMRBEIFELTH LA Mt T7 (BB L) &35, DEVHEEFORES

SY)EE Y | BRET DEAEEE (BEER) (LB b T VAT 2 — ORI

REETREDLARERDODOTIUNRKRELIRDIES Ty Yy N THZL

AL RS0 | BRI ERBR VX =020 el 2D, X, EETEE

R DU R DS T ISR T E L D b, BHEE TORE R, S

DL ZHHIHEBICKERBFN TRV —PNR YRR BERDO—D LD,
ARER4. 2. TR T &9, BRALEZ B IRESALE D DB IS EAL T D ITHEN

BE =XV —DRNETT 5, 2L I &b, BHICE SR Z R

MEIZEDEDIAT TV T EITHRNS, N T U AT 2 —% 0O HIRE AL E IR

NEZE DAL FIEN, BE T RV —OREIC I 0N EOIRE N+ E5F

L7aNWZ L ZF<TdicnBElTH Y | BHEFOEENMRNEEOLEIZIX. Z0&

O IABDOFEERFHRIN L D Z EIFEL 2 D,

LIk RERZVREBRORERD B b NFOEIAEE O F N, LZethicyEe b5 x
MNEF R D,

QLESEN
IEPRIERY BRI« AEURR O o RS T A F I L DRI (Vim %) OFAREL

Belaix, BEFOARRIRIE Ch 2 RRIIEN (WA | SRR & 755 7 ia
FTIETHY . T O EEIFIREE ORIBEAL SOOI ERALIC B L T H AN &2 ist
DR E DT AR OCHIX /<. TEN - BEEMRIE RETA K74
VES 2R (2012 4F) |, TEVERORREIEHE - ARRMHRER, B ARRISESS] 1BV T
H AL G U TV 7eu, EERE . AR rofd . JARHIEM & T 2 IO K& &
FOYRREIZ b EIT RV E S 2 5, Vin BOBEITREMBMANIKGET DL A0H D,
MR {0 AC-PC T A % ICITIT KT AFIETIEZFE L, BIZEE ORI
BEORIGEN BT D FiEER D, ZORBFIEIIARICBNTHRETH 5,

i 5 - BRAMEE S L7 AR, BRI, I PR 7 SIRR IS D T L2

WY R ZZRELICHBZED TW5D, BEFONARRNERIE TIX, EN7 - e
SEE IRIETA RT A4 V8 2 fRIC TEMIKFIRNIZ I 1T 2 M & OFE O F8 £ 13 0
~5.0%]) L DOFEMNH Y., St. Jude Medical #: DBS @ FDA/PMA AT sy, R
LERCH AN OFEFNH 5, EMY — K« BOEHERFCER Y — FILE S BN
DY AITNHDZ ENEFNIH D, T2T2ENL - BEREMRANE 1BETA KT A .
FEAEFIRPRIEIE « RREVEIREE DO A KT A CTHh . ARFERO BE IR 72 i N H i
U R RHDHZ LMLV, RERZIVEERRR CIXEMMEE 7 L —LDF
VETCOHMMAAEERE L THE SNV D, A HIMIEE Z TWH 7R,

TR EH
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FEWIEIR - AR Tl FERIRIC b b b FARRBIEIRIRIC X 2 B3 7o RE ) B 5 8 42
CTWLEEERR L Lic, ARREBIEIRE 2 4]0 S8 5 R T EM UL D FEA
X DRI R IUCT D 2 L, RBRERE (T AV, B F wEE)
ERFNCBNTHRILTHD (FEMERIMREIARE - AR, A AMRISRES, 111
TB0% « Mim D  Fig. 1 AR ORIE ST Z A 2SR, W5 AT E D&
W2 ENLRRDGEELHVEDIN, BANERENH-72L LTH, ThDBARMD
AME, LRI L BET SO TIEZR,

Z DA D6 T FLYE

o FEPRFRBRIZEET 5 FDA B 5 22 5L EOBUE & L7228, BRIREZRHIFID B TIER WY,
RIS X D AHIRCe < TRIEIREHEIC E i 2 MR PR E IS ATRETH
DR 2K C TG ICRIHMEIL R A FE CE 5 2 &, ROEHAMEIZEZ S & LT
D2 ENKREMNINETH D, ZOXMNBEEOBEAEEIALICE N THEYT -
W, IR CE(R) OFR - 2RI TUUTRRICEY T 2581 3AREEBIC L 516K %
TN & IRFEY, EM - MRS & ORFENTE R, 1REP, B B0 & %
UlzBAIc, [ERf - MUE B DR, BREHEILAR 2 232 LR TE R, |
ZRAH L7o, ERIICE Y 2 BITEEY L Sl Sz BB~ L, 5%
B, FHEOEBROEEZEE L L TARETH D,
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