ZiEMAB EEZBUE
IESTERASAHEIS L IBIEREIC T T D
=R EEBST ADEIRSIR E
48 B ¥5)F

— BRI ERECLIRILER LT —

Clinical Trial Reg : jJRCT1070250094

AN

B RFE EFE(BRREHES)
HEESE B RA(BEREXF) & FE (LAZBIH)




[ER]1E14%ER v EiEkHIPROZEE

PR -

-TEME R B TIEHRICE->CTHERE T B HI B B IE,
- ADLEEE AN T 5 LA D KTRLY,
CAERIERMEAELVRE,

THEMERO RSN FRERET AR ICE

Bi) :
1. #2H% 204 B E 1 A 0 BN R L3 tE (4:8) DREL,
2. TARBOIEREIZRN. TORDEFFARFELZYFLIHNDRFEIL,

AEORILTEN PR ERHBIMERDD ?




[FE]1xsREEEED ORI

FOE &
- RS AMU EFZBUAREEL10F (R EEESERAETELZSETLHLY,
(grade I-1I)
o Rilic =

ST AR E#. 7B, 2881,
X7H. 28 BRIV TR

LE$54E(C. Peak Pain Angle (PPA) %i#}:H




L5145 : Peak Pain Angle (PPA)

Concept: Peak Pain Angle (PPA)

PPA-ROM: angle at PPA (°), summed across motions
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[#55R] 244f#4T (n=10)
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Overall PPP-VAS (n=10)
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Result Summary (n=10)

PPA-VAS(mm) 44.4 +20.7 1.4 £15.5 16.3 £ 29.3 9.0£15.5
PPA-POM(® ) 222+N5 60.0 £ 212 53.9+262 55.12 281
NDI (Score) 77+68 B3:92 1M.1£10.8 NB 296
TCROM (%) 175.0+47.4 225.4 = 31.2 183.7 + 48.2 1823+50.3
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Stratified PPP-VAS

VAS (mm)
>

Pain-free Group (n=6)

Baseline Post-Rx

4 Weeks
PPA-VAS(mm)

Residual Group

Baseline

PPA-VAS(mm)

28.5+83 46.3 2 371 23.7 £18.8




[[ERlf&E4r 1 PPA-ROM (TEdDEHE)
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Pain-free Group (n=6)

Baseline Post-Rx 4 Weeks

PPA-ROM{mm) 3372125 A67.9 %236 61.8+23.7 &4.8 + 28.0

Residual Group

Baseline

PPA-ROM{mm) 48.2 £ 10.8 38.2+27.9 358+19.3




[ERBUfEHT]NDI ( Neck Disability Index )
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Pain-free Group (n=6)

Baseline Post-Rx

4 Weeks
NDI (Score)

Residual Group

Baseline

NDI (Score) 15.2 £ 10.1




Available Case Analysis (& 8B4} )
VS

ITTHEAT
\VAS

T

Sensitivit‘f Analysis Result (Mean £ SD)

3 Months 11.6 £ 10.0 N5 x9.4 N7 2.4

NDI 4 Weeks 18£9.6 17 £ 9.0 1.9 £9.0
PPA-ROM 3 Months 51.2 +21.4 511+ 20.1 48.9 214
PPA-ROM 4 Weeks 55.1+ 28.1 54.7 £ 26.6 52,5+ 27.8
PPA-VAS 3 Months 4.9 +12.1 7.0 £13.2 9.9+19.5

PPA-VAS 4 Weeks 9.0+ 15.5 10.7 £ 15.6 13.6 £ 20.6




MCID/MDCIZEJ<{Responderf&#f

Responder Rates (MCID/MDC)

Post-Rx 3 Months

At P 40.0% (4/10) 22.2% (2/9) 11.1% (1/9) 33.3% (3/9)
’;‘E'pts RN 60.0% (6/10) 66.7% (619) 55.6% (5/9) 55.6% (5/9)
EEST;'I“F# gecrease 90.0% (9/10) 66.7% (6/9) 88.9% (8/9) 88.9% (8/9)
e G 100.0% (10/10) 77.8% (719) 100.0% (9/9) 100.0% (9/9)
Al 100.0% (10/10) 77.8% (719) 88.9% (8/9) 100.0% (9/9)
Z%Eﬂl:lcrease 80.0% (8/10) 33.3% (3/9) 44.4% (4/9) 33.3% (3/9)
Egﬂﬁlmse 60.0% (6/10) 33.3% (3/9) 33.3% (3/9) 33.3% (3/9)
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Baseline Post-Rx 1Week 4 Weeks 3 Months
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[G¥Hll-— S BRI Rt : #iEEE vs IRTFaE

Pain-free Group (n=6)

Baseline

PPA-VAS{mm) 29.7 + 8.9

Post-Rx

0.0x0.0

1.31£13.3

4 Weeks

1229

PPA-POM(" ) 337E12.5

67.9 + 23.6

61.8 £ 23.7

64.8 £ 28.0

NDI (Score) 13.8+2.9

SYEEISIO)

43+4.2

58+4.2

Baseline

PPA-VAS{mm) 66.5+8.3

Residual Group (n=4)

Post-Rx

28.5+8.3

46.3 £ 37.1

24.7 £19.7

PPA-POM(" ) 224+58

48.2+10.8

38.2+27.9

35.8£19.3

NDI (Score) 235+7.0

15.2 £ 10.1

24725

23.7+£23
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Available Case Analysis (&84} )
VS

ITTHEMT
VS

Rt

Sensitivity Analysis Result (Mean + SD)

3 Months 1.6 £10.0 1n1.5+£9.4 N7+9.4

NDI 4 Weeks 1.8 £9.6 11.7 £ 9.0 1.9 £9.0
PPP-ROM 3 Months 51.2+214 511+ 20.1 489 +21.4
PPP-ROM 4 Weeks 55.1+ 28.1 54.7 + 26.6 52.5+27.8
PPP-VAS 3 Months 4.9 +12.1 7.0£13.2 9.9 +19.5

PPP-VAS 4 Weeks 9.0+15.5 10.7 £15.6 13.6 £ 20.6
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Sensitivity Analysis: PPP-ROM
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Sensitivity Analysis: NDI
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[## 2 ]MCID/MDCIZ&S<{Responderf#it

NDI

> 10 pts Decrease
NDI

> 5 pts Decrease

PPP-VAS
> 20mm Decrease

PPP-VAS
> 30% Decrease

PPP-VAS
> 50% Decrease

TCROM
> 20° Increase

TCROM
> 30° Increase

Post-Rx

40.0% (4/10)

Responder Rates (MCID/MDC)

22.2% (2/9)

4 Weeks

11.1% (1/9)

3 Months

33.3% (3/9)

60.0% (6/10) 66.7% (6/9) 55.6% (5/9) 55.6% (5/9)
90.0% (9/10) 66.7% (6/9) 88.9% (8/9) 88.9% (8/9)
100.0% (10/10) 77.8% (719) 100.0% (9/9) 100.0% (9/9)
100.0% (10/10) 77.8% (719) 88.9% (8/9) 100.0% (9/9)
80.0% (8/10) 33.3% (3/9) 44.4% (4/9) 33.3% (3/9)
60.0% (6/10) 33.3% (3/9) 33.3% (3/9) 33.3% (3/9)
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Responder Analysis: TCROM
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Responder Rate (%)
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Responder Analysis: NDI
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Responder Analysis: PPP-VAS
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