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Korea Product Information
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ABA A} O] AH o| of
NCI-CTCAE Grade
(N= 504
s ol A2tel chu| 5} Hlo|A2IPlo 2 HE 353 E£=
2E S2(%) 452220 ¥sh(%)?
5}5}
EEEENEEES 94.8 3.1
DQMEZS 50.8 6.8
AST Z7} 43.3 3.3
ALT Z7¢ 38.4 3.1
EEES
SET UL 27.8 6.3
FEEEGIEES 65.7 9.2

AST: OFXkelal AF Ofo[ =AM 0l & & ALT: et ofal =H ol &4
"o Azl 2 1 3] 0|49 FOi B HAL A U5 EAIS| o 27

2 & JafolE|lofl CHSF N=480; AST ofl CHSF N=478; ALT ofl th3t N=479; D248 Zof| Cist N=382; SZT0il tH 8 N=457;
sl 2ylof i3t N=487

b0-2 532l Hlolazlel o= FEf Hojalel o|F ol AIHO|E 3 ST E= 4532 U= HstE ax}

5. HH Fo

1) B2 7 Mool 27 RE4

o| ko] RolMe I X2 2| NTRK M AL 88+t 8HX} 2= ROST M H| M =ZH e &AS0| ZetEl chal 7 AlolM & =[2dct o]
ofol 2HXQl e MetEl Sk FaolAM 2 2 2Y B2 E(overall response rate) T} BH2 7| Ztof| 7|HH5t0 ZHE|Act o] Eote B¢ 7Y
2|0 SHtE K #olo w2l Y M o2 cfE 5= Uch 0|2{3h o| 72 o] of2 AN RolMo| 2l E X|ZZMo| gL}, ol2fst

X 2gM0l AXIE Zogt AL2slof St (of. 2tEAR 2 A EZMO| gl ER).

2) 28 % 7|A ==t o|x|= Gt

o of2 @M A J|A ==t Hekg & = QUct o] =42 Foists St XS0 QAX| B oFFo|AtEtS, AMAl Ao} EE EE §T|5 S
stz d=2oll= Saol siAE w7tx| 2Fo|Lt 7| A =ZHS SHA| =2 2RSS WSl of shot.

6. 43578

1) ct2 ekg0| o] 2ol o|x|= P8k

In vitro At=20ll 2HE uf, CYP3A4 = 0] 2fe| thAL & 1 F2 24 A M52 gM S tj7lshs F2 =
® CYP3A R=H|

225t CYP3A fRTH ol 2|gEe| dts AT S o] oko| ohs| A7 ST HE FoiS mf, of 2ol MAl w&o| 77% ZASIRCt 2| HH
H2/H|H 2 Al 7|5+H FH|(GMR)2 AUCH(90% Cl)oll THall 23.3%(18.4%, 29.5%)%A 12 Cmx(90% Cl)oll CHsH 44.4%(35.3%, 55.9%) % Ct.
0| 2f1} CYP3A R H 2| W& F0i5 5o stch.

@ CYP3A 2{H| H|

o| oko| cts| AT S LS CYP3A4 F A2l o| ERtTLIES| dtg AT 1 &7 Foizl 2 moll= of ke M4l =%0| 500%

Z 7151t o|EEtELIE HWE/H|HE Al2] GMR 2 AUCH(90% Cl)oll thall 604%(454%, 804%)% 1 Crax(90% Cl)OHl thaH 173%(137%,
218%)Ch 22 st CYP3A XM A L SSE CYP3A A A (= BH, el E2ulo|AME Z a5l oo Fot= x| 22)E o] =42t HE
Foists A2 mstALL 14 L 2 M Shsljof Stoh W& Foi7} 271ust 2, 8HE ol 7|&& 2 o] ofe| 28 =H™o| T ECh.

® 2l2l pH S BIHAIF| = o=

k>

olct.
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In vitro Ol A O] 2to] Zof &t o == pH 2| ZXo|ct. A4AI oA ookt 2taZalE(LMA HIZ AX A (PPI))e| HE F0{ Alo|= ol
oko| M =F0| 25% HastR 0], 0|': AaxoZ peMo| gl 2tz etE Ha/8[HE Alo] GMR 2 AUCK(90% Chofl thah
74.5%(64.7%, 85.9%)A 1 Cna(90% Cl)Oll CHal 76.5%(67.6%, 86.6%) ULt w2tA, O] 2k2 PPl EE= 9| pH & 77| = ch2 (o,
He =84 Z&H £= M) HE Foists ZPolls 82 =Ho| 27 = X| ghert

D & 7F o] 2ol Exof o|x|= P&

InvivoollM = 2 JHo| sH el &8 F S v](=0.6)2t in vitro P-gp &8l MZ A0 P-gp Ao Cist 2IZ=7t et A Eofl
27 M, o] 22 P-gp o 2 7|EZ ZtF &t of —.° F2 &M tjAtd el M5 = P-gp 2| Z7|Zo|ct. o] 22 BCRP 9| 7|Zo| ot x|gt,
M5 & BCRP o| 7|Zo|ct. o] oknt M5 = ®/7| S0l2 +& Z2|HEI=(0ATP) 1B1 EE= OATP1B3 o 7|&o| ot}

2) 0] eto| ctE ok=of o= HE

® CYP 7|1&

Tl

ClH| 2+ oto| 2 Fofl THE in vitro Al &0l 274 & o, o] 2f2 CYP3A Ol thsll X 7+sM S LIEHACE In vitro A& w2 d, o] 2kt I F
M At 2l M5 = MM o 2 Y Q= sTolM CYP1A2, CYP2B6, CYP2C8, CYP2C9, CYP2C19, CYP2D6 € X stA| b= A2 =2
Helot Invitro Z2HE 0] 2t0] CYP3A & CYP2C8/9 ol tHall 25t R 7tsd S Herte AE 2o Ech LA of etof Bhs &S

0| 2f2

ol1Ztsk CYP3A 7|2l o
x| Zop7t efsiotsE A

CIE2 HE Foigh doll= olotEatel il &0| 2 50% 571520, o= n|chEEte| At i et
2 AlAtsteHo] of & /| & Al AUCKH Ol tHt 7|3+ 75| (GMR) (90% CI)E 150% (129%, 173%)ACH. watA o]

kS CYP3A 7| &1t &M Foiste A ol= 8% =H0| 75 X| g=ct.

@ P-gp 7|7‘I

In vitro Xt2= 0| 2to| P—gp ofl thall AKX 7tsad S Z=Cte A S AIALSHCH &AM, O] k2| B3] A &S ClZst P-gp 7[& ¢l

C| F4lnt %18 Fo{ S moll= ClZ A2 Coa 7t 2F 28% S7H5HR 1 A =&0| 2 18% S7tsHACHo0] 2F HE8/d|HE Al GMR 2 Cnx(90%

Chofl chah 128%(98 2%, 167%)% 1 AUChi(90% Cl)oll CHall 118%(106%, 132%)CH). ClZAle| AN HAE82 C|FZA S tHE Fo{st et

ClF4 & —F° #g F0{5t Aol H|XF 20, o|= 0| 2fo| C|F Al A& HAgo| ojo|st BES Frhe A S AlALSHEL ol2{ st Z2at=

o| 2ko| °*§ P-gp XM 2l= 3t P-gp 7| & QI C|Z 4Tt o] of Ziof| AMMoz Ro|st 4TEE0| EXSHR| gh=Cte WS AlALSCH
walA o] 2 % P gp 7|83t g Foists dole 8 =Ho| 2 =X b=t

@ BCRP 7|%&

P-gp & OFRIZEX| 2, in vitro Al &ollA BCRP 2| st ofd| 7} 2Hat=|QICt P-gp 7| &2l ClFalntel MXMOoZ Rolst ASRI=20| 2HEE|X|

totche M S e i, BCRP 22 A4S AE2 o &=X| pf=ct. 0] 2f2 BCRP 7|21t &H Foist= Zoll= 8 =HO| L= X|

of=ct

@ 7|l =& 7|&

In vitro XF2= 0| 2fo| ®7| 0|2 =& Z2|# E|=(organic anion transporting polypeptide; OATP) 1B1 I} Clefx| 2 SAHE =S
1(multidrug and toxin extrusion protein 1; MATE1)oll CHall 25t AN 7hsM 2 ZE=Cts WS AlAFSHCE.

® ZT& T/dH|

0l otel ¥ 27 B2 478 eliel ol £l ol SERlEI 22 48 Fofshs 2ol ool tfs M2lst Jluio] tEa AlFeloltioln =

or27h A ELE0| Y2 U2 R o ZHUCt 0| oF WE/H|HE Ale] GMR 2 AUCKH(90% Cloll thaH 112%(111%, 113%) % T Crax(90% Cl)ol
Chah 1129%(111%, 113%)%iCh watAl of kg 78 TN o 8l Foiat & ek,
7. 9%, £R%, Jheloi Mol gt Fof
1) 2%
Ma] S2{0] YU 0 BRI £ 0] &S FOf W= Sob YIEA| AS T|SHES Tolsfof Bhot. RaA Of ote] Abgol hal 0] 8 THS
TEE glch of 2ol S8 A U A8 Mol THE 0, YFolH Foi Al o 2+ efololl tHEt IS T 4 ck of ke Fof
xS ool thet AMA flsol el TS wotok Bhct, alo] LAsHE ZRollE S0l HBHES 0f 4 BRSO Zelsiof shch,
2ol 3l SN2 st Sotel oIX3H o] okl A8 BHRlE vl gict
2) #7%
Ol o i 1 AT} oIzbe] RR2 S EX| 0f f= AaixIx| gt of ol BR MNo| olAE e EE 7 U EHE Yot
It AIE S SUEIR| Lt RR4F Folol7 251 S old IS S & 4 920z, of %S FosE SollE BR4RE SHEES
S LT
3) #ehs
ol otel gare Wotsty| it SRolMel Sels AES SR Aotch HELHE YAHOR B U= T SHAIHON, oI HE Bl
AUC ofl 2/743t 91| =% chu| o 2.4 8 2 0.6 ol 3 L3k Ol 2kol A7 pofl alxl & PeHe BHEEIX| ch
4) 7hel /el of N
O OIA|74A}
U SeH0] 2UE 01l BXEE 0l of ABE IS Tol elokx 2 Stoll AUBAE wolok 2k

@ ulg)
Ma 50| 9= 04 BXISS HIEA| 0f oo Sof 7|7k U AB S0 ¥ 5F Sof o AWA9l TS ol Bsfok Bt
SHSH TS Mol T304, 7hel OfM TIELIS £ KA BRHSS HHEA| 0] ool £0{ 7|2+ HF Fof $ 374 Sotof P AWl HlYw e
ol 8o} gtk
8. Zololl ci gt £of
ol okol OHFN 2 REMS 20t AL E o177t A% Solc, Mol U 2ot ejolA] Bl% 8t o2 =5 LIERH Tk &S 3t AtRoll 275t0]
MoIS HAo= o YN SHE 2of FEtol 24 et 512 4 014 ot EXjoI A2l O] ofe| ALSES SIAlBict
9. MR Tf 3t Fof
> 65 Al BALSL TLECH S e1Bo AL ALOlo] SN EE REN S| XfolE BASX LU > 654 BAlIM Y ZHE 2P E|X| erECh
10. 0| &R
Hehors st 2 Mol IAE O, BB £ 5Bl AT AL BROINE 8 THo| 275X eHoch B3 AFY SRNIA 0] 2ol oHH A

of s
X FEY2 AFEHX| ZATt

11. ZHafo) Rk
ZF5iof EHRIOI A Of kel MM o RENS BHEIS|X it
ZhEof ghjoll A of o Fof B PIFN B RN S Tafsto

= 1 0| of £0§ o{ £ 5 1{slof Shot ZHEHO) EhAtoll A ol &tkSoll thet @I &AMo|
Zote £ A2 ¢ AtF o|&tetgol tist LB S siofstoh(15. &S A FHO| ® S5 HhollA el okS 3t (4) ZHEhof &Hx} &)

12. HYROAISl X
o oko| QlAtA|EolN B Folo| HE S 9t BYTOIE Zeste SRSl thal s HUSH 250l 0| Loixof 5t B B+ £2/=ofof
sich. of ofofl s Ltz 8 SH = eick.
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) Olglole| £o| EX| g Rofl 2rHEct.

2) ct2 7|0l 8Hro] W= {2 Aol flo] =L EF RX| HollAM BI2HASIX| e 22 ol & Fo|Ehrt
3) el 7/of Eotetn &71E Hsr| fls ¥We Theks| Bof B ot

14, ol:a|xl-9.

N

o] 22 =8| E|24 7|LbA TRKA, TRKB, TRKC(ZH2t AlZ P ek E|24 +=&X 7|LHM [NTRK] F& A NTRK1, NTRK2, NTRK3 off 2|3l 2fsst),
HELRTA}L E| 24 cH A FILEA ROS(ROST; ROST &ALl oal tS5t), AEM B EZE 7|LHM (ALK, ALK 7 & Atol| ofslf etS5t)o| Zhad

AMAolct of ofe| F2 &4 thAtA 2l M5 & HIXEHin vitro £3 2 &M S LB At
TRK, ROST E= ALK 7|LHA| g Zdlsts 88 A2 MetsXl 2= MxE B4e Zelists sti MSdE d2o H&EMsts Sal

_IQ oy

TN Jtsd g M3 et of 22 TRK 9|‘—P ROS1, ALK & &2 5| 2H| 5tod
MZXEAL REE Z2ftct o] o2 T
22 NTRK & ROS1 30*01| c’|°H TEE Y
=4 24 WEHAML), uEs =3?

0| of2 et S= ?.‘(DP—?-ﬁ, %E, 7H) ol &
IQP ALKOll ofs =& F
@gél-EH EJ OlAIXM © 2

A, a2|m B¢ M=o
A& Ciefdict of
C), tH&2H(CRO),

G HSHE Hmol B Bl
MJ—*"iol NTRK, ROS1, ALK 8% F8 A7t = "A“;‘t—r | z
oM BEe B2 S LEOZM S5, FERUS
8 Mol M SYe| B R

29| 5:@% 5 8|8 LlEhhE ONS 2t 2Xich of ok TRKAO 2isf REE T4 U
2 1 JbRlol A 22 et B NS LiElyQIch ol 2B REE of ool Foi7t HE
HAl wZolA SE oI SHA 84S DFICHE Mo Fateict

rlo
B
2
2 4o

o o2 3
£ E~

b of
SCL!

|_
op “J

P 0°

=l

oo
0
r|
pul
n
=
—
m=o
B
o]
rr H

7Hx
2

ot oo
o E
=g

2
ol
x 1%
]
o
po H I

4
02
S

% ROS1 2 M ZH 2F EHxtet AU Al &XtolM o] of 8l O F2 &4 thAtH (M5)oll theh 2FS5h ool 2|
f. o] 2k 600 mg Et3| 85 Foigh o, FHE OI ool @t (+ SD) Cmax= 1990 (£ 1050) nM 0|1l AUCo-24= 33900
204 M5 2| Cmax = 765 (+ 598) nM 0| 11 AUCo-24 = 13300 (+ 10200) nM-h Uct. P AEfofl M =X & 0] 22| HH Crac =
60 ) nM 0|2 AUCo-24= 62800 (+ 29100) nM-h R 204 M52| Cmax+= 1340 (+ 934) nMO|12 AUCo 24 25500 (+ 29100) nM-h R Ct.
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{abol ARt &t Xket 4 E(Child—Pugh A), %%%(ChildfPugh B) & &Z(Child-Pugh C) Zt&O0H7t A= AlRHCH&AIO|A O 2tof

Qlch o] 2k 100mg BHsl 4+ F0of = A EE|H | AUCKH GMR(90% Cl)2 ZH7|s0| Fakel Al i atAtet H|Wsto] AE 2

.03, 2.41), 5% Z< 1.54(1.06, 2.24), 32| &< 1.80(1.22, 2.66)0IACt. v|AE AEAE|IH2] AUCH GMR(90% Cl)=

Fol Al APRtet vl Sto] AE S| A 2.13(1.32, 3.42), 532 d< 1.91(1.26, 2.91), &2 & 2.86(1.85, 4.42)0|UC}.

2 M5 2| AUCiest GMR(90% CI)2 2H7| 50| Fatel Al -ty AAtet vl stod ZE 2| 2 1.30(0.889, 1.89), 5532 2 1.24(0.886

4 1.39(0.988, 1.95)0|2dct v|ZE AEAEIH A M5 °| AUCist GMR(90% Cl)2 ZH7|s0| Hakel Al °4EH”X|-9|- | 11 504
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Mo S OFAd
¢l T3
S
k=31 %=1
o

EtXtol A NTRK &
1, STARTRK-2) Z2t& &
ALKA AlEde 2o Lhot

H 1 Ak ciol 32 _T'_7|.| A"
R RPN E=F
gts F7|2 600 mg S oj 2

=

2M

sk
=2 "ottt

. STARTRK-1 A"
|:|.o

weton] oxt 258

A2 Al 0] ofe| BEA

rlo

H AlEo|Qict o] AlEe 22 2k 2H ol

ZH5k7| flsll NTRK1/2/3, ROST & ALK X4 H#o|7t &
2 NTRK1/2/3, ROS1 EE= ALK X1 #o|7

5 =
2 =tz

A 2 A i““ B8YS Fotstes Zolqlct. STARTRK-2 AIE‘%

FES ZasICh

Korea Product Information

= 18 Al EXtE
‘ZA'E > 18 Al
F2Ol A,

AFAI S (ALKA, STARTRK-

Ao 2 st

BAE ez
xS

=

4 7o

NTRK1/2/3, ROS1 £+

2 0 22
ALK FXXL Mufdo| e Dot SRS Moz ot cbr| 2, 2H M 2 A 2t HEAZ AlEo|ACt BXIER 4 F F7|2 0] 2k 600 mg S
1213 Fof ghotct.
E3t Mo{|A—| Xt F8M Z31l ME= Response Evaluation Criteria in Solid Tumors (RECIST) vi1.1 of w2} =718 AMeje S8 Z
ZE(BICR)E &dfl ®oist 4 atx 93 E(0ORR) ¥ 28 XI%7|ZHDOR)OIACH OlAt R EM 21t ME= A4H 0| SE(CBR), F28 4E(PFS),
ZEAMAA(CNS) & 7tX| ZEl AlZh, MA HE(0S), HiolAztel Al™o| CNS HMo|E LtEbA &tXtoflAl - S0 Wi(IC) ORR, IC-DOR, IC-
PFS(D}ZF7FX| 2 RECIST vi.1 2 0|85t BICRO 2lal|l WoHE =Z&sitct.
FE24 ot Jts 2MTe ol &2 F0f wtond SXE NTRK 88 24 D& eto| AL o|Hof| TRK AHMHE Foi gx] ghtn Hjo|Aztel
Al™oll Al XS] gotof w2t £ Jts Zeo| EXSIA T 670 olatel M AES g2 Mol 3A & 74 o2 M EQICH NTRK 88 &M
A= Algol S5=7| ®oll Clinical Laboratory Improvement Amendments (CLIA) 15 == S5t 215 S g2 AdMolM sl AH
Wa|oolMe 3”{\_* 7|8t HALE Ssll 2ol =it
Fa4d "ot ots Totel Hlo|Aaztel ol EHA My 3 He EM2 ctaah 2otk 2 47.3%, 1™ 4L 57 MI(-91: 21-83 Al), 4l 70.0%,
OfAlOF2l 17.6%, slAamly == 2lEIA 5.5%, &9 FAYX 59.7%. Ho|A2l2l AlMe| ECOG (Eastern Cooperative Oncology Group)
52 MEl= 0(40.5%), 1 (45.9%) == (13 5%)%Ct TR 29| 2tX}97.3%)7F Mol A [J1A 55t 22l &= H (60.8%), I ZH(52.7%),
£ (25.7%)¥ ]2 7HX 0D UYL, 2.7%2| BRI DA MM e JEX| D UAJD, 27%2| A= oMol MAl @Y S g2 Ho| At M|
FHE T2 B2 14.2 7ol
NTRK &8 &M gt 2iXtel REd At 70 22k=0f At
E7.NTRK 88 2Fd 18 Z2ko| l= MelolM BICRA o5t MA &M
S5M HokHA ol of
N=74
ARt HIHH(BICR &7}, RECIST 1.1)
ORR:
CR+PR 9| £ 47]74
ORR% (95% ClI) 63.5% (51.5, 74.4)
2 B, n (%) 5(6.8%)
2288, n (%) 2 (56.8%)
obd B n (%) 9 (12.2%)
e X, n (%) 6 (8.1%)
DOR *
At g ZE S EHRtel (%) 21/47 (44.7%)
Z2at, 71 (95% Cl) 12.9 (9.3, NE)
677 X|&E 2E % (95% Cl) 0.71 (0.58, O 85)
97zt XI&E 88 % (95% ClI) 0.65 (0.51, 0.8)
12 72 X[ HE 22 % (95% ClI) 0.55 (0.39, O 72)
O| At "7t ==(BICR &7}, RECIST 1.1)
CBR
CR+PR+6 71l & SD 2| #=/2kxle| %= 50/74
CBR% (95% CI) 67.6% (55.7, 78.0)
PFS *
AMHAES ZE T 2HAtel $=(%)/EHRte| %= 41/74 (55.4%)
=k, M (95% Cl) 11.2 (8.0, 15.7)
CNS ZIsli7lx| ZEl AlZt
A S ZBEE ghxtel (%) 27/74 (36.5%)
=4k, M (95% Cl) 16.8 (14.3, NE)
Al M=
AMAE HAE S 2R £=(%) 24/74 (32.4%)
=44k, M (95% Cl) 23.9 (16.0, NE)
CR: 2™ Ht3; PR: & & 83 NE: 8 E7}s.
22| FZHCI)2 Clopper—Pearson &2 0| 835104 &H&
* Kaplan—Meier TH 2ol 23St gL o e 2
a1 of MAIE JAME, NTRK 88 A 18 20| U= tHFE22| Ml 2Xt7F RECIST 1.1 0o 2 BICR HItolM 3 S48 ZdEsIUCt
O3 1. NTRK 88 24 18 0| = MelolM EX wedo| gof| ok Ho|Azlel thy| = Ato| 8152 (BICR H7H, tHIOIAEH’_l AlE 2| CNS
Holof wat SE FEA
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100

[ BB CNS=Yes (N=17) [’ CNS=No (N=50) |

754
50 4

254

A

TR

254

NN

Best % improvement from baseline in SLD
o

50 -

75

-100 =

Subjects with missing SLD percent change were excluded from the piot

Korea Product Information

SLD: =/ 57 el &
FEM Yot 7ts EAMTOAM NTRK 88 &M 18 Z20| e Mol 8tX 74 W T 19 H2 A Xtol| o5l Hjo|Az|el Al"*oﬂ CNS ©o|7t =
Hoz Eol=[]lct, Holaztel A|F™ofl CNS HMo|7t A= ol2{st 8tA}L 5t oA RECIST vi.1 0l 2 BICRO| 2|7Ast R4 Z1JF £ 80
2eots|of 2ict
E 8. HlojAztel A|lFo| CNS Mo|7t S8HEl NTRK 88 &M 18 Z2ko| = MoloMo| mEA
ol Bt 4 ?Joglﬁﬂ‘ﬂ Al o] CNS Ol (Al & Atoll 17:1)
(BICR ®7}, RECIST 1.1) Ne19 N-g5
ORR:
CR+PR 2| % 11 36
ORR% (95% Cl) 57.9% (33.50, 79.75) 65.5% (51.42, 77.76)
e BhS n (%) 0 5 (9.1%)
22 82 n (%) 1 (57.9%) 31 (56.4%)
oby W n (%) 4(21.1%) 5 (9.1%)
At XE n (%) 1(5.3%) 5 (9.1%)
DOR
AAS HE s gAtel £ 5 (45.5%) 16 (44.4%)
S, HE(95% CI) 6.0 (4.2, NE) 12.9 (9.3, NE)
PFS
At AE st &Rtel = 2 (63.2%) 29 (52.7%)
=27k, 7H2(95% ClI) 6.7 (4.5, NE) 13.7 (10.1, 16.0)
CR: 2H™ 43, PR: £ & 813, NE: 4 27ts.
A 2|7 ZHCI)2 Clopper-Pearson 22 0| 510 A&,
NTRK 88 2+M ngeto| e FEM Yot 7ts Mol 8K} ZRoflM B2 Faof we Hax vtg &3 9 X[ £7|ZHo] & 9ol MA|=of UAct
E9.NTRK 838 2+ 18 Zeko| ls MololM B2 F8o w2 84
b oa SHR} ORR DOR
S e (N=74) (%) 95% Cl B9 (7 )
oE ok 74 (63.5) (51.5, 74.4) 1.4 to 26.0%
85 16 9 (56.3) (29.9, 80.3) 2.8, 15.1
H| 4 M| ZH o 13 9 (69.2) (38.6, 90.9) 1.4%, 25.9+
24 (MASC) 13 2(92.3) (64.0, 99.8) 2.8, 22.1%
fulol(2H|A) 4 4 (100) (39.8, 100) 5.5, 20.3*
Sureh(H|2H|A) 2 NE, PR NA 4.2
Ak et 7 3 (42.9) (9.9, 81.6) 5.6, 10.9%
oh &ket 7 2 (28.6) (3.7, 71) 7.9%,15.2
AMAL EH| 2 4 2 (50.0) (6.8, 93.2) 1.9%, 9.2%
3| zhet 3 2 (66.7) (9.4, 99.2) 7.1,12.9
ket 1 Non CR/PD NA NA
A2y atet 1 PR NA 26.0%
otz ot 1 PR NA 9.3
2| &keH(7|Ef) 1 PR NA 5.6%
AMAotM ZE 1 NE NA NA
T
ORR: 74 2tx MASC: FeEtetfAL 4| HE; NA: M2 $9| 8h3 &= vt B Z i g91S; CR: 2 EHS; PR

4T
I

o U g

wad "7t 7ts EMTolM NTRK 88 2M 18 Z2ko| A= Mol
Ao 2 "ots|len, o7|o= 53 7+sE CNS ol U= &1t 8
2HA} stel ol Al RECIST B{X 1.1 off k2t BICRoff 2fa ®Itel FH

Xt 74Y F 16 W2 BICROI 2|5l Hjo|2ztel AlFo| CNS &0o|7}t 2
Yol Zate| et Hlo|Aztel A|F £F 758 CNS Mo|7t 2= ol2f &t
L ORR, DOR, PFS 7t 100l 2

[
U=

et=of Qlct.
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F 10. HlojA2tel AlFof BICRO /7 CNS To[7} 2= NTRK 88 &4 Iggt MelolM =71 W R&d

OIRF BopH A i_iIOIﬁEiO._I IA|7‘49| NS 7 o[ (BICR of| 9—|7i)c _
(BICR 7}, RECIST 1.1) =8 7ts 24 2S£ %t
N=8 N=16
IC-ORR
S At 5 8
IC-ORR% (95% Cl) 62.5% (24.5, 91.5) 50% (24.7, 75.4)
2k BHS n (%) 1 (12.5%) 4 (25%)
F2 88 n (%) 4 (50%) 4 (25%)
IC-DOR
AtAS HE st BRtel (%) 2 (40%) 4 (50%)
Z=otzt, 712 (95%) NE (5.0, NE) 8.0 (6.7, NE)
IC-PFS
At S HE st BRbel (%) 4 (50%) 10 (62.5%)
=27t 712 (95% CI) 10.1 (2.8, NE) 8.9 (5.9, 14.3)
NE: &8 27ts.
RECIST 1.1 7| =2 0| 235t0f &3 IC-ORR 2 CNS &0 ot X5
22| F77HCI)2 Clopper—Pearson &S 0| 35101 AHE .

LM CNS B

3749| AlY TutollA, CNS 2l Z2ko| = Aol X 70| o] 2k Fof 2htil x| e @ el FA palg ghetcth IC-ORR, DOR, PFS=
Response Assessment in Neuro—Oncology Criteria(RANO)OIl tt2} BICRoll 2fa "Izt SHAF 162 22X 822 AY35% 20{, DOR2
2.7970€o|2 PFS= 6.347H&0| At

SHAt 20 Aot

STARTRK-2 A|&2 EORTC QLQ-C30(European Organisation for Research and Treatment of Cancer Quality of Life Questionnaire—Core
questionnaire), H et 25 (QLQ-LC13), tH&E R 25 (QLQ-CR29)0ll 2Hstod X7t B4, 7|5, 742 & &2l Z(HRQoL)oll o= & &of
ek BA E0 AIHPRO)E "ItSIQUCH HEE2 obdd HIot Jhs Xte 0] o Foiet 23| HHE SH(ASEA, 24, AL FE)O|
AUOEIE B3I FACtE RS Ho{FACE NTRK 88 LA NSCLC It U= 72N HIt 7ts &AHn = 12)= 0| &4s F0f we Sot
ol A2IQl Al™o ZS =2 H 2 SAMSE Esn, Mo 2 JfM = ZE0| AU mCRC &HAHn = 7)= Ho| A2l A|™o| H2 55
Zat BEe Bsin, Ao AlZho| X[l w2t @A FXI= At NTRK 88 &M usE et ghXtof|M o] 28 F0f = St EORTC
QLQ-C30 2| Al 7|5, & 7|5, MUt 742 Mefl2 EF3 S ol 7|s(Holaztel Al™ S5 - £3) ¥ HRQoL(Hol A2l AlF o
=3)e FXlo tist Moz J|ME = kato] HEEQCEH

(2) 2~of 2tXtoAM el REA

STARTRK-NG (ST-NG) Al&ollAl NTRK &7 2+ 118 2to| = Aot Aol chall o] 2ke| Fad S HItstct o] AlH2 JLM CNS B
Zghstod NTRK, ROST &= ALK 2XAHM #H0|7t Sete|HL SHhelX| 2 UM £= 584 1 | A= 2ot HALE thate 2 §F o7
Hot/24, 3 B 3 W S AFHo|CH EAER4F F 7 12 13 Fof gt ME =5 ghat
712te] H2l= 6.9-18.0 7H& o|RcCt.

Flel Bl thall M= RECIST A 1.1 0of whaf, 2HA CNS 2ol thalj A= RANO of w2} BICROIAM HIIEH NTRK S8 24 13 gho|
U= 7Hel Lo XH(18 M o|EHolA O] ko] REAE2 E 110 22=0f ACt NTRK S8 &M & efol Aot Aol et REM XAE=
ok 2t dol mcte Ant2 2H 2 4tsto] S EhE ElCt.
F11. BICROl 2|5 IS NTRK 8% 24 Dol 2ol FEA

E 78 Z| 5ol HISE ghe X% 71ZHOHY)

Aol MRES PR 13.6"

ol MR8S CRP 6.5

AT P WEAMEES CRP 9.7

sg dMduns e PR® 14.3"

Ho|lM EME PR® 12.9"

AN MAENE ® CRP 5.5

CNS o AlAH™otM = E @ PR® 3.7"

a2lgkM CNS B2 (H7H= RANO 7| =0 )

° StXH= 2 A OFZE A[E (2019 5/ 1 L)ofl 0§ 3| o] 2 X BE w1 AAUCt

Mo} = npxF ZF

@ ROS1 2F4 NSCLC

ROS1 M A XA = Ho|M NSCLC ol %2 Al o] 2fe| REME AlMo WAIE S& 2A2 Sl 2ol 7|ast 39| otz S7H
& AFAI S (ALKA, STARTRK-1, STARTRK-2) Z1}E S&&tez M "WItsidct.

53 2MolM LXt FEAM A3} HZ &= RECIST vi.1 0o wzl BICRO 2/ Z7HE ORR ¥ DOROIUCE Olxt # &4 Z3} =& CBR, PFS,
CNS ZId7tx| 22l AlZh, 08, #Hlolaztel A|&oll CNS Mo|E LIeEtH 2HXlofA — IC-ORR, IC-DOR, IC-PFS(OtZH7IX|2 RECIST vi.1 &
o|-g3lof BICRO| 2|sf BIH)E ettt

FEM "ol 7ls EAM TS 0] &S F0f gton] =& Mo ROS1 2FA NSCLC 7} 2111 o|Holl ROST &MAE F0f BbX| gt
#lojAztel A& A|EXlol| s WILE =X Jbs Awo| EA5IH T 1270 o|ate| FHaHAg w2 2K & 94Ho 2 FA Sk ROST
UM AMEf= Algol| SS7] Moll CLIA QIE = S5t E5S 2he Mg Mol 3l E walolo|MEl it 7|8t AALS Sall &el=|Act
F24 "ot Jks Hcte| Hojazll ol REy HE gl & St ZACk 2N 36.2%, AE SUL 53 Ml(H 2l 27-86 Al), <65 Ml 2HXt
79.8%, Y2l 48.9%, ofAloll 43.6%, &9l 5.3%, |AmY e 2IEIA 2.4%, £ FAYX 59.6%. H|0o|A2I2l A|AS| ECOG (Eastern
Cooperative Oncology Group) &=8s2 AEj= 0 (37. 9 = 2 (11.7%)%ch 222 2X4(98.9%)7F Mo|A A JIX|1
H(57.4%)2F I ZH(75.5%)0I% =], 1.1%2| EXIt T4 MM 2 g 74X

R 1oz
= m
- Lo
o Ao
Zho
< _\‘:_1? 1
R

_?\_
Elis
do
mr~

AAUD 42.6% £ x| To|E JHX|2 A2 [ctE E
AU, 33%2| BtAt= o|Xof MAl @E S w2 Mo| Uct MA FHE J|ZH ZYEL2 20.9 /1ol
ROS1 kM NSCLC &tAte| 24 Z3Jt # 120 22k=0of UCt.
I 12. ROS1 2FM NSCLC &tXtollM BICR Ol 2|8t Mut™ g2 A
a4 oS oo

X} It 4=(BICR H7t, RECIST 1.1)
ORR:
CR+PR 2| = 69/94
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ORR% (95% Cl)

73.4 (63.3, 82.0)

Korea Product Information

CBR% (95% Cl)

2™ g3, n (%) 11 (11.7%)
F2 88, n (%) 58 (61.7%)
oY W n (%) 6 (6.4%)
e T3 n (%) 8 (8.5%)
DOR *
AtAS HE st BRtel (%) 36/69 (52.2%)
S, H2(95% Cl) 16.5 (14.6, 28.6)""
672t XI&E BS % (95% Cl) 0.82 (0.72, 0.91)
97t X&E 8BS % (95% CI) 0.79 (0.69, 0.89)
12 &zt X|HE 8-S % (95% Cl) 0.66 (0.54, 0.78)
O| At ® 7} 4=(BICR ® 7}, RECIST 1.1)
CBR
CR+PR+6 7 & SD 2| % 70/94

74.5% (64.4, 82.9)

PFS*
AZ1E AE st 2Rte| £=(%) 54/94 (57.4%)
Azt W& (95% Cl) 16.8 (12.0, 21.4)
CNS ZIslintx| ZEl AlZt
AAE AElst 3REe| £=(%) 40/94 (42.6%)
Azt W& (95% Cl) 24.8 (16.1, NE)
A 4=
A S HE s BAEe| (%) 25/94 (26.6%)
=24k, W (95% Cl) NE (28.3, NE)
CR: 2t H1g; PR: & 9H3; NE: 8 27t
22| 7ZHCI)2 Clopper-Pearson 2 & 0| &350 &t&E
* Kaplan—Meier X 2kof| 2 M5 ZUZL o e 2|
*+ OFY Mol M %= obd
RECIST 1.1 0f w2 BICR 7oA o] 2f2 F0f gt 2 &2 ROST &M NSCLC &XIE2 AHE EN wiol I 545 ZEsich

a8 2 & &=sbet
2 2. ROS1 2k NSCLC

FEA|

ol M EX

100

B2 CNS=Yes (N=35) [N CNS=No (N=48) |

754

50 4

25

Best % improvement from baseline in SLD

OO AON OO

754

-100

SNMNN N

SOOI OO ATO IO I0TOA

Subjects with missing SLD percent change were excluded from the piot

SLD: 2/ 5Zol &

FEN "It 7ts 2MZ0olM ROST A NSCLC 2HAL 94 & 40 H2 Ao o5l HjolAztel A|Fol CNS Mo|7F U= He =2 &el= Ut
ol A2el A|Zofl CNS Mo|7} U= ol2{st &tX| 59| ol A RECIST v1.1 0ol hE BICROI 2/AHSH &M A1t 130 22F50f UCh,
I 13. #jo]az2kel A|™oll CNS ZMo|7} 2= ROS1T 2k NSCLC &HXjojAM el REaM
A o X o X & o
Ol A Bpu 4 ;1102I_E+_I AlH 2| CNS JOI(AIE.XFOiIg;I;ﬂ
(BICR E 7}, RECIST 1.1) N=20 Nes4
ORR
CR+PR 2| == 27/40 42/54
ORR% (95% Cl) 67.5% (50.9, 81.4) 77.8% (64.4, 88.0)
kM 8-S, n (%) 4(10.0) 7 (13.0)
&2 83, n (%) 23 (57.5) 35 (64.8)
obY HH n (%) 2 (5.0) 4(7.4)
2 xE n (%) 6 (15.0) 2(3.7)
DO
AHS A5 3HRte| £=(%) 14/27 (51.9%) 22/42 (52.4%)
YL, HE(95% Cl) 16.5 (9.6, NE) 24.6 (13.9, 34.8)
PFS
AMAZ B sHRte| £=(%) 25/40 (62.5%) 29/54 (53.7%)
YL, He(95% Cl) 11.9 (6.3, 21.1) 21.1 (14.8, 30.8)
CR: 2™ H+3; PR: £ & 83, NE: 8 E7ts
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[ 212 7ZHCI)2 Clopper-Pearson #&{ S 0| Z3t0] 415, |

o wrs

SEM B} 7k 241204 ROST 2HA NSCLC BH1 94 % 5 34 &2 BICR ofl o5l ol 2atel Aol CNS Fol7} 2l He= "olelgien,
oi7|of £ 5% Jh5E CNS W0l s #A} 18 Mol EHE|3ich. HlolA2tel Aol S JH5 CNS Molv} 2 ol2{st &A} 5h2lZoll A
RECIST & 1.1 off w2} BICR ol 2lalif " 7Hel S71 Ui ORR, DOR, PFS 7t otz el & 14 ¥ T2 3ol 2ok=0f Act.

F 14. HojA2tel AI™oll CNS Fo|7t A= ROS1 2k NSCLC #HXtollM BICR O 2| A F7H W REH

O|x} H7IH % Holaztel Al 2| CNS ol (BICR Al 2/H)
(BICR B}, RECIST 1.1) £5 7ts AY 2E 3x}
N=18 N=34
IC-ORR
S} 14 17
IC-ORR% (95% Cl) 77.8% (52.4, 93.6) 50% (32.4, 67.6)
2 8-3 n (%) 2 (11.1%) 5(14.7%)
F2 88 n (%) 12 (66.7%) 12 (35.3%)
IC-DOR
A S ZEsH stRbel =(%) 10 (71.4%) 11 (64.7%)
ZUat, N3 (95%) 12.9 (5.3, 16.5) 12.9 (5.6, 22.1)
IC-PFS
A S ZEsH stRbel =(%) 13 (72.2%) 25 (73.5%)
ZUak, 2 (95% Cl) 7.7 (4.6,17.4) 7.7 (4.6,15.7)
NE: &8 27}s.
RECIST 1.1 7|&g 0| &5}0f =&t IC-ORR-2 CNS ot HE&E .
A 2[FZHCI)2 Clopper-Pearson S 0| &35101 AHE .

02
el
S
o

a8 3. F74 W 24 - BICRO| 2/H3E o, #o[A2tel AlFel & 753 CNS #o|7}F 2= ROS1 2+ NSCLC &AM &
#lojA2tel cHu| | &ko| BistE
100

[ BEF crIPR (N=14) [Snn PD(N=2) |

754

50 4

254

25

50

Best % improvement from baseline in SLD
o

75

-100

Subjects with missing SLD percent change were exchuded from the plot.
SLD: =% Mol g

Holaztel AlFol 58 Jts

CNS ol ALt tojA2tel o| = £F-o| gle EAts THOIM M elE

o

At 23 An
ROS1 2FM NSCLC &HAk= EORTC QLQ LC13 = &35l & H gt

2 ofo|E

g Het ZACIH, SERY, E5)0 A&sD xSHo|o YuEo
HA1(0-100 of HZollAf HlolA2tel ciu| =10 Mo WS BIsiGict $AS0| 0] o2 Fof W Sof Ralel A 7|52 Kl g we)
HRQoL oI 7H410| LoiCHEORTC QLQ-C30 o A 715, gt 7|5, Mubs 712 a2 ol ot B2 ol #xte of of Fojet 23]
BHE SN, 24, AL 2E)0| YiEE FEEoF Retcks % BoiFct

17. SHAIE FE

@ greky

o| oko| diet JhsM S sholsty| s wetM Alg2 £ & Ho| gich
@ /=M

In vitro ol A Ml =7 SdE0[(Ames)
OlAlS RUSIX| gietom Al
vitro Z=Z10f| A{ bl k=l olZt 2hE HH 2l = (HPBL)ol| thsl Sel= oLt AHEES
@ MASMEMAIY,

(1) =els &4

A Alofl o] of2 Z¢ito| ol it o] ok2 ;UES A2 RE Fhin vivo DAIFOIM HAH

A
3t comet 24{0llA] DNA 242 SESHX| atetch BIE A QMR 22| JHsA (0|54 FUAH)2 in
= At 2 3hin vivo 2 A| ol M= Bl s x| 2FQtct.

|0
H Ar

r

|5t S20l Mol 2elS AR e Sals x| it 27 ol M B2 ol Ex{ol MM 2| 2
[}

2 2 dag Melst, = HE
2 5 eF 50| SHAIRAM, oM HE 2| AUCH 2/AHE A =& tiH| 2k 2.4 8 & 0.6 tholl s Est= 0

are | ofo] MA7| 2ol o|x|=
der2 phEEZ ekt

HEES A2 Z B uiEf R} LEAIRHOIAM, AE oMol AUCH 2|8t olX =& o 28fjol siEst= 0l 2f 200 mg/kg/day ol Al 2|
ST B0t o 2 AR HF Za)n el A J1- (A B 2t A 2 529 7 Zaho| BEEAC AY oM 2l AUC
o| A% el =2 0.7 vholl sHEote =EoM 2 EfX MBS 229 235t 2Tt E At

® 7|Et=4

M 7 AFE 97 ANX|(UZiol| A LI oLRE] 16 M7kX| 2| Al7|2t CHEF S5) A7 HES o2 313 F SHAIE F0{ & 5= Aol M
A3 Yol o et o] HEEHIUSH, 7)ol = HE St A d M g XA (AY oM AUCO 2| HEE A =& k0.1 dfol
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sl efsh= = 4 mg/kg/day Ol M LIEHH), 7|5 2E SR gotet st A U|els Eareh MEd S UL Jo| ZR(AT YoM AUCO oA
CIHl =&o| oF 0.24oll iY== 8 mg/kg/day OlAl LtELE), CHEIZ Zo| Z2(BE oMol AUCOl ofABH elH =&2| 2k 0.3 foll
il &st= 16 ma/kg/day ol A LIEHE) 7F L 3= At

O] 2}2 CNS & Sutstn, g 27 dd F0 & L' 8F 5 Hl= 0bf200A ~0.4, HENM 0.6-1.5, 7HollAf 1.4-2.2 0|ct. 2t5F P- ap
7|2olgte Mat LA, o 22 HEAM IV FY Fol =2 CNS W HAME verdof mat %'{‘3’5. 2 oy s dA sEuM FE
of2| sty g g ZEstulol 28 H W SHUE s=E 2SIt o] ofg ths| AT Fo EE IV FUL2E FoiF Fof HE=9| 4
TEHo|M 5-6 AlZH Sot M5 = HE=eLt, Ao & k| RFoM M5 2| =&2 o] o 2ot Zokct.

NEFuy

7|287], d2(1~30C) 2

=z

EELEAYS 100220 30 &/H

EELEAYS 200 L2y 0 Y &/H

7|t

¥ T Al ARBY|E e RET|SO| At AL HA, M, 2L S4E MES o= A H 2| 2FF ol Xtof Bheto] W ghstod
|:EI|_||:}

¥ OS2 A7 E2 AU XE2WNZ T E(BE A2 2 DA S Hge ot
% O] BA ZMUXE(2023 4 07 € 20Y) o|F HAE L2 S22 4 B A E(www.roche.co.kr) B Al Z 2| FZ obXM X
o|kES MY HA|AE (https://nedrug.mfds.go.kr)oll Al &Ql5HA 4= A& T}

oF2 of2lofef £0| PA| RE= BHSIAIL.
FEI|B EE ALBT|BH0| ALt OISHES ALSSA| OHAIR
ZE AN Y2020 H 048 21, 2B NY 12 2023 07 ¥ 20

ALY =(H =R

Mayne Pharma Inc.

1240 Sugg Parkway, Greenville, NC 27834, USA
LA EHH =(H =A}, TF)

F. Hoffmann-La Roche Ltd

Wurmisweg, 4303 Kaiseraugst, Switzerland

%=l -Ehof Xt
FAIS|AL BHR 2SS
MESEHA MET MEZ 411(Tel. 02-3451-3600)


www.roche.co.kr
https://nedrug.mfds.go.kr/

