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randomization

[ Eligibility

Implant

Fugl-Meyer Motor Scale (FMMS) (3. B{&iEEREZE DERERAIC

BEYIIRELVTLGE RN TV,

FMMSICIE, BbE, EBRDOYT AT —)L (RT70~66) HLUTFREED
YIR5—-) (RJ70~34) ORAFEEBHIEFNET.

(randomized 2.5 or S M celis)

v
6 months to primary endpoint 6 month followup

ROY-= | N-254 | amEERM .
i
. Fiii Figi " wie | e | 1. 3.
Time 28~6H | 5~28 | THWAE | FEER | 00 | g [ 6. 9.
12mA8
Site Sl W i W

6 ARDFMMSENE — FEFMIAE

$B623 $B623 Combined
Sham Surgery 2.5 Million 5.0 Million SB623
(N=52) (N=55) (N=56) (N=111)
7/45(15.6) 7/53(13.2) 9/54(16.7)  16/107( 15.0)

Responders

1.12(0.23,532) 1.58(035,7.11) 1.33(0.35,5.09)

GLMM Odds Ratio (95% ClI)

0.888 0.551 0.674

GLMM P-value

1.16(0.38,3.61) 1.65(0.53,5.11) 1.35(0.50,3.67)
Logistic Odds Ratio (95% CI)

0.836 0.373 0.554

Logistic P-value

FMMS Responders:
Fugl-Meyer Motor Scale (FMMS) DA—Z354Yh5DeREN 10K > ML E

9/15/2020
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HEANICERBRFIIER, BIUEBEILLOTHERRREERT LIRS, *3
MBIZBIE. FHERBRBRECNAT, BRERNICERDDERERHIGH TN,

B\OEFRNICEERER (MCID) 13, BEOMARE, Mk, SEEEFOHR (QOL) DERREILL
REICBHEY SMEEOBINOEILEL TERENS, 12

Delphi Expert panel. Anchoring on the GRPC. & U'Distribution methods®32D7A%E%&R
EUMCID%ZRZE.
FMIRZE (L. BEFRNBERZLDIETHICHRIRT 3/-$HICMCID%Z LA E TR TREBICFTM T3 ZHELR,

EAFMMSIYRRLI O M. BT RAT—=ITHBIFMMS&ETAT7. FMMS EREAT7 .. 8LV FMMST A
d7h5midFugl-Meyer Motor Scale(FMMS)IC{EIEZ X J=EHMiAETH S,

EEFMMSIY FhA > McBW TR, 24 BRIRICRDA (L H1DDHBICHEVTMCIDOULEVMEICEIET S
WHENHD.

FMMS &5 A7 : R=AF14h'50 9 k1> MU EDeiE
FMMS LEBEAO7 : R=RAF14D5D6KRAL > ML EDIE
FMMS TFBEA7 : R—=AF1H50 4 k1> M EDeiE

*1:Revicki D, Hays RD, Cella D, Sloan J. Recommended methods for determining responsiveness and minimally important differences for patient-reported outcomes. Journal of Clinical Epidemiology. 2008;61:102-109.
*2:Malec JF, Kean ], Monahan PO. The Minimal clinically important difference for the Mayo-Portland adaptability inventory. Journal of Head Trauma Rehabilitation. 2017;32:E47-E54.
*3:Malec JF, Ketchum JM. A standard method for determining the minimal clinically important difference for rehabilitation measures. Archived of Physical Medicine and Rehabilitation. 2020;101:1090-1094.
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FBEH2E . HAANEE 16384055, 6hAEICFHIERIAET $H o/t 15844

JETRRE 107 42 44.87 39%
AF s 51 16 47.35 31%
p-value 0.42 0.33 0.42

BEER—EEXRHE : WHK7748 HIANBERHEDA48.7%)
— Composite Avg. Baseline Composite
Responders FMMS Response %

o p i 51 25 48.55 49%
AF R 26 5 49.42 19%
p-value 0.02 0.8 0.02
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Eﬁﬁ ;F Eﬁﬁ Paw Whisker Test: Moa:\ ::M ‘Scolro After SB623 Treatment
mRS & EETE DT s
. . . . § . Y & . R?=0.1257, p=0.07
Association of follow-up infarct volume with i
functional outcome in acute ischemic stroke: a f ,

pooled analysis of seven randomized trials

[April 7, 2018]. J Neurointerv Surg. doi:
10.1136/neurintsurg-2017-013724. Epub 2018 Apr 7.

Mean CM

Anna M M Boers 7 " NE > %
(83251 ML) 2P EHARE M ERKZE TP (CH I SIBERE DA TS
HEEERVERIZEDBEE | 7DDT>4 MEERDFRES DT HELAITOREDEE
1665 included patients, 83% L
. . . Sest W SB623ffAR(E. F2nEls (IER
were |mang with CT. Median ? Lol P B DO L ORI AT L
Follow-1n infarct valuume (FIV) : St SR ed FREATEL TOBHMEEEL TOEL
Wa [Z5]11665 ADEENSEN. 83%ECT CEHL. y P JRETHORERE MR
F| EPMEEARE(FIV)OHRAEE41mL(IQR14-120), # 2 , &) (CEAEICRITE, CNSORERI0
BEAMICHOT, BRI AR T S e FfEltl, BROBIEREASOD
10mL&7=DOR=0.88(95%CI 0.87~0.89)T. j Ry FRPERICHVWTRIF THD.
C LDEVVEEERERIREBHEL TLVE,

per 10 mL in adjusted analysis.
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*1n*3, %10~ * 1 2 1B ECERICE DB D *7: B EABEAET2017[BEENIEE |0BES
*4:Arch Neurol. 1986;43(6):570-572 (Wang et al.)  *8:E4£FH @A EBERAET2017iFE | DEBEE
*5:Circulation. 2017;135:759-771 (Wang et al.) *9: BEFHBABERE201 7 A I | OEBEE

*6:GHDx Healthdata IQVIA analysis 2020
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ource : Kumamoto head injury data bank
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