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£5F AN AT B35 ol o] Folg 973 TR 357 %
L5 sz 22d AN FAE FUND, 2FE HOR ST ANT SIS T B2

Hol| A= e 3 A= AAHA LU

o] ¢fZ Fof e & F APA el B2 SASCILYE B, ARAHol, A4 HF el
L ofofF BR)NA AE HE A Eol HuHdT AR dEo] ET %‘rz}ﬁ% o] e
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D o] e ofEdtd Ao ge A Gonw 4580w 93 fFxdo] QTFHA YE
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@D CYP3A H%=A

o] ¢F 600 1S ATE g CYP3A F=A1Ql elF94E ATE 1Y 13
60028 1S th3] ¥ FA3IAS = | tisl &= A
erokthE g slo]l g wet gle wo] 718kshy Ho ul&, 90% 418 3k Chac 0.96 [0.88-1.05],
AUCi¢: 0.82 [0.74-0.90). 28] =2 CYP3A %49} o] kS WL ES3YS u), &3 23
FastA Pt

@ CYP3A S AA

o] o 300U 1WE HATE 2

4008 ] 1S o3 BE& FASAS vl o] ofF MAE F3F =Fe tis] A= AA
SATHEAIFYUZC] S wlok 1S wie] 7|3keta B+ vlE, 90% A% 73F Cmax: 0.93[0.81-1.08],
AUCInf: 1.36 [1.24-1.49). 18122 CYP3A AA &} o] oF& WM& Fosge o, &% 4o
dastA Pt
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2 W3} $A12RE AFL BES) 8] §71% v 5
3) T 8710 whpe] W A& Anglel HAY B 449
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D) 984 H=ZF ArstEAALK) $A HAMZE Y Ao dAlE & Rz

o] ¢Fo] ALK 44 HAMZH Y Aol &d AAlEe & Rxayozo FaALe tr|H, 3/ 34
A3 E(B040336; ALINA)O A H 715 it}

Ag2 UICC/AICC 7T/ mE W7 B(EF 7] 4cm o] P-IA &AM ZH Y SAE A

|4 39 FDA <%l =+ CE 159 ALK ZA 2 S ZAdolA 3" Ventana ALK(DSF3)
1313HIHC) 45 53 ALK o] E1dE 45 oz 35U BE A= X3
AA AL o m@AA A4, old AA FIeH A5 == H Z(adjuvant)

o gzt A 9] H oA -2 2 2 H(neo-adjuvant setting)oll A 2] AR Q&

BN P FF] Fof AIF 4F Mol ¢hR).

HAAlE & o] o e Wg 7k e oz FALAMAND HAoh F2 g
ofla} wlofAlolel) B WZ|(B, II, MAZE F3tEAT o] o F 2d v AW At =&
= =Ao] e wizbx] 94 &% 6002 e 1o 1Y 23] Fogieh W )4k
ot o] A58 F e 21¥S 1572 3t 457] &< A FAHU
N2=Z28 75 mg/m? 2 19219} 8 xjo] Hl==A® 25 mg/m?

2ol Al~Zete 75 mg/m? 2 1929} §U xjoll AAER 1250 mg/m?

- 1Yo AxEEkE 75 mgim® 2 1Y atel] HWMEHA = 500 mg/m?

A 2=Zgtel 7|9k @ o BAdS Bole A AlxEgtee] 7RSI ® X =o] AUC
5mg/mL/min EE 6mg/mL/mino & Fof €},

I3 FEAR H/HHSE ATFAIE ok AW AE2DFS)e . DFSE 729 wiA Y 2 5E
FASE AR AW A, A2 A4 BaAZE S B BE AGE A% A F e =i
AA7EA 9] 7130 AT, o2k B BAA FEAH HriHes dA A0S B FFAUAEA
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W7 32471 10%, 7] 35%, A7) 32471 55%°] Ltk
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DFS At & (%) 14 12D | 45 39D | 15 115 | 50 (39.4)
NE 44.4 NE 413
DFS =<3k 7€ (95% CI
T AL« ) (NE, NE) | (27.8, NE) | (NE, NE) | (285, NE)

=3} HR (95% CD’

0.24 (0.13, 0.45)

0.24 (0.13, 0.43)

p-#t (log-rank)” <0.0001 <0.0001
93.8 63.0 93.6 63.7
2@ A AWES, % (95% CI
A AEE ) (89.4, 98.3) | (53.3, 72.7) | (89.4, 97.9) | (54.6, 72.9)
88.3 53.3 88.7 54.0
39 FAA WES, % (95% CD
o = (80.8, 95.8) | (42.3, 64.2) | (818, 95.6) | (43.7, 64.2)

DFS=Disease-Free Survival, ITT=Intent-to-Treat, Cl=Confidence Interval, NE=Not

Estimable, HR=Hazard Ratio
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sﬂ HR& 0.22 (95% CL: 0.08, 0.58)% UrEszD} A F-olo ek 'l 24 A 2y A

14

1.5

48 HEFT AUSEL(ALK) A RILAZH S At A g T dAls

ALINA)9| FHF AE7]ZHO0S)

o
—

ANY BHHAY) TelepEe] BRI ATAATFY, AT ALY A2E

TSI N L3 2w A

NIAT oS

ARAE

o NFAG UL

[¢]

1.6 AE|H
T EE97387} Y- frEY #E AR
A A A=} 2024.4.22.
B U= 2024.6.17. 2024.6.17.
Hebgaedat 2024.8.18. 2024.8.18.
FHFA LA 2024.9.




[#9 1] FAY-FEY A4 A%
(29 2] A4 B AY o



[E4 1] ¢AA-FEAH B 7€ 2 AETE AAES

[HMExz 5]

O AT : oJofFe) FE55|7E - AaL - AAF (A kA M) A5xzA2E [E 1]l TE T

[E3E1] I ABAEE 2. N2 &5+ Yo+

e AZHE

H=AE

=7t 2 3 4 5 6

1 Ao b o Hl
T8 I 7h| k| o 2| o e at
2|12 0| (2)]6)
A 21 9] O;EE;EEXXOXXXXXXAAAOAAO
=N o} SN o)

A& 5 oggggxxxxxxxxxxxxxxxo
AAAE . 5 FA A28zA 1 we} oke]Fgo] B3 ARE YFANIAERERE e

0 AEAw 2=

iy

L

L 719 mE 0 g g A B A

6. Y3 B

r S
%
)
bl

7. 9=o] ARERAR SOl B3 A=

8. U FAMIET ] vnHE 9 ga) ooFE B9 EAo] B3 Aw




[& AFRE S kel A]

o T AL ALK E9Mo} e o4& YA e Aol nHaAZHY A X7 EFHoFE I 7E7ME

opEel ‘A AANE 1500l 1AL AT ARy A2 BB EH FAE A% WA AF AY
FEE Hx 87 A ALK #ol Oi4, 23 e o $% %M (1610.26),
o] % WAHIE Fal ALK el Ty, 13 S'e] 27h¥ % S(18.0406)

o T AdoAlA AZH A AFAIALINA)S AMEA IdE 271 ALK-F48 NSCLC &AollA <4 AA o|F

iy
RELWOE Folf ¥ OFEY 4 % FEAL FUtnA +UE AP

ANz NHAE A
995 HAR STAGE Ib (2% >4 CM) A STAGE Illa &84
ALINA HEZZF 7IUobAl-¢A MRS S B e VS HxE | L L
(BO40336)  |[ME-IIw B ame] fEA AN WA A 3, B, Lo ot T/h 3
2a9MA 9

A AA Hd A5 AR ©2™ 27] ALK ¥4 NSCLC #ke] 4§ 132 A5 e AsPe Fe24,
53 F¥Ol dem o) EAY AF @A Y AAe O]fri Hzx 3¢k gstaws dAAsta s
(NCCN 2023, ESMO 2021). L&t} o]} 22 Bz gt st A 5
HEET eSS 23 Iblla H71A4 58 AA AEsE SAHE HR=086, A0
NSCLC Meta-analysis Collaborative Group 2010), &4 9 FE& A Fusls =
&t /a\u@] Ao FAAA Aoz Hag
AT & 99 A5 9ol $9le wom 7] NSCLC #A4te] A& 7o) Wsatgl o, ALK-FAQ EAtol A
ek iliﬂ A2 glE v gla. T3 T3¢ HH mEH ALK-YA NSCLCE ALK #3 X 54 o
(Sankar et al. 2021). =3 Z7] &
A AATY QAo frﬁgﬂ ] %7] dzo Ao 4 5437t
s et al. 2022). %7 HA R
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CI 0.13, 043, p<0.0001)7F #ZHA oM, ojo} 2 A= 371 HH 367§ 2714 Wx]ﬂg} 3, 11:‘1_}754?_] SR
BHAME AdTolA el A&l d2H U+

Aol A k9 73 F T4, T, 94 dolo BE FHA diz2d tib A@TdA Ao fFel
50% FEoE Zdadt Aos #EHNOH, g4 4 %7} 24 CNS9 DFSE #H7ig 4%, § + ZFoA
pZS
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A A Y] F7F AE o o oF 78%9 AP TA(HR=0.22(95% CI 0.08, 0.58)) A&FS 1%
ZA A AAes

a2

9 A7o] 4em ©]4F<Q) IB7](AJCC 7" 7)) 5H 3A7l77}xu %7] NSCLC #Ae) Aze &



z gotalsta iy A A3 EE ¢ T Bz F93eal
H FEXET e iix}oﬂﬁ 53 AEES 1B 57%, IMA 23%(ESMO 2013)¢1H, & ¥
HEEL 1B 71%, LIA 57%, 1IB 49%, 1A 36%(Goldstraw
76

<X
B o, 5 APolA #ZE F 76%9 AW AL e AL AP Fae AE g

tlo

gl 247 ol9le] 9 Aoz 443

- O% A AR B2W FEE /17 F4 AGUIAE AA AEO9)) HF FHol ofAA g}
AGEI BEE REAA 05 FUG] £ BT 4Lt M9 R webd 134 {24 Brpas
DESS] Ashe thy& 9o Aol hE AS2A by Bxe] B9 7] S4Y A9 A 9F Pt

Agol gk g2 x7] NSCLO)9t 5 FEo] ojddl| e 53 kA oo E£3¥ mNSCLC Het 7t
AEsE Hlw3gh A¥ A¥A O FE mNSCLC et tiv] ©& AEs TAEo] #A&HA oY ADRsH &3 =4/
2

A8 TS 293 AEs ¥ ADRs9| 49 & AFA HS A4 #29. A5 7|e] o 23T AP =F
TYH® IMLCES 0-2571€), mNSCLC W ANE =% & 148714089 0-6371€)) & &9 &F
AE7L WS = H(994%) S 1T W, o9 2 ARt F FEH A ZERY A TS we
AoR #dy

<87k BE>

- AAE AR FAE Y AEE TAAZ(CSR)E HES A, TAAEYG G Agold B 9l u)

[efo] 2 o]
e ALK: anaplastic lymphoma kinase, 534 HZZ ¢4tstas
e DCO : Data cut-off, A5 v}
* DFS : Disease-free survival, 2% A&
* HR : Hazard ratio, 913 %
o ITT : Intent-to-treat, x| &oJ3F A+
¢ NSCLC : Non-small cell lung cancer, ¥4 Z #H ¢
e OS : Overall Survival, 2 AJ&
* PFS : Progression-free survival, %13 A&
* PORT : Post-operative radiation therapy, &% ¥ WAM A&
. : Tyrosine kinase inhibitor, ] 241 7]yobA]l &4
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o AFW: LA 1508 2 T (G D EHEAY)
o ofgZgo] mE &7 (Pharmacological class): 3-oH3 %A (421)
o Wjlo] ANAF Ee & B &, AEA A% S LA AEAM F=x
o Fg2H& 7]: ALK TKI inhibitor

12. 719 2 /MEAEH

o (2016.01.14) 379 kF AH

* (2016.10.26.) 4, 3ALfLFE H= F5 517}

- o]dol| FYREFOE AT W2 Ho] & ALK YA =4 P & Mol HAAEZHY 49 A5
o] ¢fo] HEAHL WSE 2 kS|t ZAGALH, AEVILY AHE AFH ARE 9

o (2018.01.04) 3| AJ%kE A4 WAAALY 37h

o (2018.04.06.) WA} ENEA WA 2 A&F F7D

S9N PEE QAFEL(ALK) $AH FA APH == Aol HAAEHY FA A8

o (2024.0201) 3| AkE AH WAHRZAY F7

13. 4% &5 N8 R A8
e NCCN 7tol=2}Ql (20241 ver 5., 2024.04.23), < ¥ HZQW(adjuvant)

PERIOPERATIVE SYSTEMIC THERAPY

Adjuvant Chemotherapy

« For stage IIA (T2b. NO) and negative margins, adjuvant chemotherapy is recommended for high-risk features.?

- For stage IIB (T1 abc—T2a, N1), stage IIB (T3, NO; T2b, N1). stage IlIA (T1-2, N2; T3, N1), stage llIB (T3, N2) and negative margins (R0),
adjuvant chemotherapy is recommended as a category 1.

« Test for PD-L1 status. EGFR mutations, and ALK rearrangements (stages II-IllA, IIB [T3,N2]).
Principles of Molecular and Biomarker Analysis (NSCL-H).

Preferred (nonsquameous
+ Cisplatin 756 mg/m? day 1, pemetrexed 500 mg/m? day 1 every 21 days for 4 cycles?
Preferred (squamous
+ Cisplatin 75 mg/m? day 1, gemcitabine 1250 mg/m? days 1 and 8, every 21 days for 4 cycles*
» Cisplatin 75 mg/m? day 1, docetaxel 75 mg/m? day 1 every 21 days for 4 cycies5
Other Recommended
» Cisplatin 50 mg/m?days 1 and 8; vinorelbine 25 mg/m? days 1, 8, 15, and 22, every 28 days for 4 c?ycles6
» Cisplatin 100 mg/m? day 1, vinorelbine 30 mg/m? days 1, 8, 15, and 22, every 28 days for 4 cycles 8
+ Cisplatin 76-80 mg/m? day 1, vinorelbine 25-30 mg/m? days 1 and 8, every 21 days for 4 cycles
- Cisplatin 100 mg/m? day 1, etoposide 100 mg/m? days 1-3, every 28 days for 4 cycles’
Useful in Certain Circumstances
« Chemotherapy regimens for patients who are not candidates for cisplatin-based therapy
» Carboplatin AUC 6 day 1. paclitaxel 200 mg/m? day 1. every 21 days for 4 cycles
» Carboplatin AUC 5 day 1, gemcitabine 1000 mg/m? days 1 and 8, every 21 days for 4 cyclesm (squamous histology)
» Carboplatin AUC 5 day 1, pemetrexed 500 mg/m? day 1 every 21 days for 4 cycles!! (nonsquamous histology)
All chemotherapy regimens listed above can be used for sequential chemotherapy/RT.

Systemic Therapy Following Surgical Resection®
+ Test for PD-L1 status, EGFR mutations, and ALK rearrangements (stages IB-IIIA, IlIB [T3,N2]).
Principles of Molecular and Biomarker Analysis (NSCL-H).

- Alectinib 600 mg twice daily for 24 months'?
+ For patients with completely resected stage li-IIA or stage llIB (T3, N2) NSCLC and positive for ALK rearrangements (category 1).‘
+ Osimertinib 80 mg daily for 3 years
+ For patients with completely resected stage IB-IlIA or stage IlIB (T3, N2) NSCLC and positive for EGFR (exon 19 deletion, exon 21 L858R)
mutations who received previous adjuvant chemotherapy or are ineligible to receive platinum-based chemotherapy.
+ Atezolizumab 840 mg every 2 weeks, 1200 mg every 3 weeks, or 1680 mg every 4 weeks for up to 1 year
» For patients with completely resected stage lIB-lIlA, stage IlIB (T3. N2), or high-risk stage IlA NSCLC with PD-L1 21% and negative for
EGFR exon 19 deletion or exon 21 L858R mutations or ALK rearrangements who received previous adjuvant chemotherapy and with no
contraindications to immune checkpoint inhibitors.®
» Pembrolizumab 200 myg every 3 weeks or 400 mg every 6 weeks for up to 1 year
¢ For patients with completely resected stage IIB-IIIA, stage IlIB (T3, N2), or high-risk stage IlA NSCLC and negative for EGFR exon 19
deletion or exon 21 L858R mutations or ALK rearrangements who received previous adjuvant chemotherapy and with no contraindications
to immune checkpoint inhibitors.®15 The benefit for patients with PD-L1 <1% is unclear.
+ For patients with completelg resected stage lI-llIA or stage HIB (T3, N2) NSCLC who received previous neocadjuvant pembrolizumab +
chemotherapy (category 1).
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[ALINA(BO40336)]

- 9 HAE STAGE Ib (2% >4cm) WA STAGE Illa 84 I=ZZE J)vobAl-A4d maAzH e Sabo) A
Hz ddEy VS Bz M7k 318t a o] fEAA HAS Brkste ABY, 3, FASMA ddA P

- 12 fr&84 H7PE4?] DFS 23 13k £4(DCO 2023.06.26.)914 HR(95% CI) 0.24(0.13, 043) .2 7]&9] &
oW v Ao A == AT AP 66% FLY

=22 a4 HPESY OSe AR Asert Yol T4kl PI=g (@A 60 AR 2A)

MN

6.5.2. A U4 (Pivotal studies)

4 AN 5 o - FALE | Fo x o
Al @3 NEE | gad | oy 8@ 2o | Az WA= A3}

[ALINA(BO40336)] A PHASE III, OPEN-LABEL, RANDOMIZED STUDY TO EVALUATE THE EFFICACY AND
SAFETY OF ADJUVANT ALECTINIB VERSUS ADJUVANT PLATINUM-BASED CHEMOTHERAPY IN
PATIENTS WITH COMPLETELY RESECTED STAGE Ib (TUMORS >4 cm) TO STAGE Illa ANAPLASTIC
LYMPHOMA KINASE-POSITIVE NON-SMALL-CELL LUNG CANCER

3%4|ALINA |b6A (37, |9Hds] HAE | AE: |DOC 12} <13
(BO40336) |2 o471, (87 b(FY | ¢9Ed 7€ F |-DFS -(DFS) HR=0.24 (95% CI 0.13,
TE8A  |FAS | =4em)ol A 600 mg, |FYwk: 0.43), p-value <0.0001

DCO w4 |Ila, ALK-%4 | BID ANE T 23}

'23.6.23. NSCLC &#F | AF7Ed |58 -0S 27
3k WII(IB |- di2T 2470, -(08) T4 PI=Y, HR=0.46

Report vs Il vs TIA), | W& iz |- HHA | (95% CI0.08, 2.52)

‘23.11. RIZ (oA okl | 7]t =% 35 |-¢AA FF HAZ ARHIA AZF
Vs et AR | g yor | oA, uiAe AFUdA 55
HlopAJo]l) | 3}3taw 4577 5 T 53 Al Ml B4 A )

<A @AA>
-5, 71, AL, A4 3%

<3 #AT>
-ALK-%4 %ol ‘?ﬂ]% , A GATAFHUICC) /P17 3] (AJCC) Al 73 (Detterbeck et al. 2009)l w2,
HA3 AAH (S gms), zA8H 07 FXH Stage Ib(TY >4 cm) ~Stage [lla NSCLC A} = A]

LTHE ZE 5 AW 72 FEHe S A= 25%2 A7)
-3k W7|(Ib vs I vs Illa), F1=(okAIOFR1 vs Bl opA]o}]])

<F8 AAR7E>

184 o] A<l

55 4127 A 2AAH 0T F7H Stage 1B (TY =4 cm) ~Stage A (T2 -3 NO, T1—3 N1, T1-3 N2, T4
NO—1) NSCLC (UICC/AJCC, Al 73 71&) 3t SM AAEs W% o4 AAAES Bole A
-FEHE A FRAE theel 2E: fﬂfi‘. |, iuﬂ AddAE, FEEAE, =5 dAEdAE

A B

A
(T9dA g o dA Ee 7] A2 §&HA dF)

1:1]0
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-FDAON A Qg 2 é A AS AAbel weEt 45 A

AR FAZNA A e vtolEgelel| whet WF-7)uk st ey s v Qe

-ECOG Performance Status 7} Grade 0 =+ 1

QAT FE ROk AR A 3Y o SRHE, thFo] AP HA Aol o3 Ao AHZ AT
7%

-eGFR > 60 mL/minute 2 ¥4 AgotEd < 15 x ULN

5o T 9 oA Fo 3 3709 8334 99l 9% 3 e o4

<F8& AYriE>

-NSCLCel| tigh o]z Bz WA 8 ¥(adjuvant radiotherapy)<
setting) ol A1 ] AMd 2 W2 S &E Y 3D = FF AF 4
Ol A4 getaie dg kE (7] AT HE AF =
>5dd)e vz ZUE £ # 382 F U9)

-A@A7E #Ee W) PORTE Wolof 3 Stage Illa N2 NSCLC #HAHZZEF verd o] % F71)
-olAel ALK JAA @ =Z

- 2~ 0 Y
-G EE TR

Hho 2}(A-H % 8 ¥ (neo-adjuvant
T ol Ao ¢ Eojof 3
Zol et (e, vAY 97t &

<Fo ¥y " 7|z

-NET) 4ME T ¢ ‘“—‘E]"‘ 600 mgs 2417 A 3% 28 ATEY

ol gukSol w2 S M FAES A

-(ET) ALY A Zéi"ﬂ w2 W78k Sty Ao 2 A, 219 FUIE F 457

A 1ol A2=ETHE 75 mg/m' + Al 193 A 8ol H=A—A] 25 mg/m’

A 1ol A2ZHE 75 mg/m' + Al 197 A 8ol AAERE] 1250 mg/m’

A 1Y A2xZ2E 75 mg/m + Al 199 HHEGAE 500 mg/ '

L N2Zgee] 2del A4S 7tRZetel AUC 5 IVE tiA 7+

- 7b cross-overe S EFHA o, Fokrd Fo 7|7t g5, AW A, 8 F gle 54, 59 H3
= AN = A AA dAgs ARA /\]7}77}11 A &3}

\_/

<7Hd> (SAP 71¥)

-oF 2557 8] AP FATE QA Gl FAS wiAHA e, T4 wiA" A APAAe] 75% o] o]

Stage I-1IA A3 A7} HEF Stage [B AW A 7+ 5% = AT

ITT RHHEE AZAdA F249] Aol = Stage I-1HA 3t ZH Tl FH 4 191959 AF A7}

25, Ao & 2 43 B4 43 84 F719E DFSol B3 FEA 4% a7HE A

T ol S 2R

- Stage II-IIA I EFD B ITT R Dol A HA &F Fo FFo] 0.05

- Stage II-1IA 312Gl HR 0.55(F %% DFS7} 5}?‘;3@01] Bl G e Foi Al 307] 2ol A
557022 A AHE AT 5 Y AAY 80%

- ITT B ol HR 058(F %4k DFS7F st a ol wis) Ldeyd T 3671 LellA 621 €2 /A0
A)E =T + A= AHH 80%

- O'Brien-Fleming 74 Al 2 Lan-DeMets <At ©]&Al, A DFS A €] oF 67% WA A, DFSe| thdt 13] &3t
4

A7) M ZAE, 93 DFS 412 Stage I-1MA dh =-ToA oF 8971¢] DFS Aol #3d 3 53

-0S HF 49 A vhAR AdUdA 55 F 59 AR £4 AE

<HrtE s>

‘12 F84 HrhiaSs

1) DFS

-“’ﬂﬂ HARE H2=2 75 3 28 9w NSCLC(HAM A8, A7 AA A3(yPidez
7} S Ayl o3l 2 ASA el gk T HILE o] &3t AFAIE HIhgh, BE AREY E8)
7W A A AR 2] AZEo R




-% 257%0] 11 729 Wi, AL EEY A8) 1
IBAET 2% % tET 78)L FAH WA & A %
o)A AAAFH & _,]g}ﬁo Eoute 3= /\]54—,3 1 tg iz 1209
-DCO 71& _(2023 06.26.), 192%8(77.4%)7F N@< FE3HULH 269 (10.5%)=
AITTS 2579 < 309 (121%)7F FAE ZIJom(N P 14.1%, iz 10. 0%)
o] AFukL-o] 13u4(5.2%, ANET 78 3 dE2 6% X3), AW A 81 (3.2%,
-ITT—TL 25778 & 231'%(89.9%)°] II-llla 7]&%1 AT 116% % B2 1157

RS «LNLCRL SMCA T FE Dt

¢ A9 . . Fo8F | F .
~ | NEE Al A VGE 3
<22k fraA Wrhis
1) OS
SRS A RE AR ER)7MA Y] AZEeE A9
cEAAR fEA HrbEs
1) CNS-DFS(F-2H9] w4 HE HxZ 71558 CNS9 W AW me A BEF)oez o)
2) 3t BAel o3 DFS9 d3H (™, 49, AF/UFF 714), wolx=gl 4 E4(W7], §499, ECOG
PS))
3) Az 7]129 A A% A == N2 98 NSCLC
c RN Wb
ol W MY (FFEE NCI CTCAE v5.02 o] &3te] 7)), b AFA $£x, FE4ZT ECG 5




o AN S 5 Fo &g | Fo .
Al @3) NEEA | OAQL | dd & 2o | Az W7 = A3

AR o2 QIFEASH g okl B AP H txwd #3ol fAE. 521%7F 943, 55.6%7F
ofrlojglolglon, &} AW FYHS 5 01(@ 26-874) 2 Tl H-1(76.3%)°] 6541 vgke] Sl ECOG PS
Hee BF 03(53.3%) Ev 1346.7%)92oH, vl§aAe] vl&o] 599%0] £33

Az Adelx 729 wigztA 9 713t %}%ke 199N L&, th5-8(96.5%)°] Sk vlHB A Zto| A5
HI AP M G 5 MF subtypeZE adenocarcinoma’l 96.0% oW, & FE, NOS =+ 7|Eb7} 4%
A

-AJCC 7th /A E] W& W7 /e b7k 26%(10.1%), a7t 809 (31.1%), b7} 10 (3.9%), Ma7}

1417 (54.9%) 2FERoH, AFdTH iz dFo] FAHUS

AL WA A AE FEY TRE EEO46%)°] HE A < (Lobectomy) ] S5

Ol REE FAHA T 785%(1021) 2 tIET 74.8%(95%8))= ALK ¥olE F<ldtr] 9138 locally test
59109, centrally test® A= AFT9 21 5%(28”4) 2 27 252%((32%) A2 7HE WHEA ALgR
local ALK test ®¥'H-& ALK IHC assay(/\]?ﬁ,iL 745% 9 EHZ?L 84.2%)¥} Abbott fluorescence in situ
hybridization (FISH) test (Al @ 20.6% % Wz 13. 7%)°] +. local test® €2+ 7, ml2] AFH
MEE 53 Ventana ALK IHC assay©l «]OH AAAE S

ATTE % 214%(557)S 5 AF o3 & Al dotaws Fouglton 123%(168)S A@Tolx
30.7%(399%)2 tZ2ToIA5. 7 2 HNEE ARH AAE T EFA GAEHANET 59, 2T
29%)eIl e, 7+ ey T& A5e PTAAAE WA ZT 51, dzT 9% Z3holds

c%E =E 54

-DCO(2023.006.23.) 71%, A& 7|7t T¥3-& AP 22970, 27 21MLEE F & T 93 2ozt
A=

NI 7 A5 TYHS 94% 2 vl =A BEHASH(HEY 47-100%), HEFE87.5%)2] A=
ANES 1870 €E ol FASA, 2470€ ol T Sats 21.9% A+

-z A o967, 80%) W /HAWMEGAEE Fojugron, 91.7%(88%)¢] 457 FAE
GEetGe. Mg/ v Rlo] 19.1%23%)olA 0 826%(19%)0] 457] FoE HESHIL

AzEd /AN S Rl 199 S 477] Fq45 Sudh AxSgdd Yodo] gle dx=
FIRESEOE FAqT 4 lon, 11.7%((14W)0] 7t Ze e/ EHA = (12%) 2

AR Ze R /B edN0E)E FATS £F 45 TS 100%

SbAA FA #E 9 gt 7)Y SRS AlFTol 2484709, tiRTo] 371 el e, AE FH
7138 T Mfé% 27870€ 2 tzT 2847H 9

<B7+A 7>
ad 97t 29

1) DFS

-DCO 71, ITT wollA F 656719 DFS A9 B4, TI-A7] &9l ol A= 5971 DFS Abd A
APEY] A o RTeARE 109 AR S (EE Ao ddgste] ST A
AITT ol A HR=0.24(95% CI 0.13, 043, p <0.0001)2.2 Ao A £ Age] AL 76% L
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Y | . aa | FAEF[ = . ;
| oz |VERA[EAY wy e | NEN) TO whes 23}

L Aol e DFS $33kel m=2 atglom, BAE o)zt 4L AA el o 30%, 36742 Al oF
35% %2 7 7ke] o)t SAHUL. 7)-MAY] 9T BXNAE AA ITTL B4 Axtel §A3 7 ako]
gy
L Awe) A §RAAE F2, T, 44 dolo 2E FEolA g2z dul AgeolA Ael 9G]
50% TEoE At ZAoE #EE

2) 0S

05 A Asie vy Be, F 2 BT SR v=E

A AR 6o E AT 27(1.5%), R 40(31%) E£F

3) CNS-DFS

gl 7R A NS4Sl D sz B7h A, F 3 RyolA 24T Ao 7} He doglon

A A St Bl & 747 5%(3.8%), 189 (14.2%) 2 E HR=0.22(95% CI 0.08, 0.58)9] Hfﬁ e

A

L 2aMg 3 367)ed Aol DFS Al e AE ZEehA 32 k9] HEAAE ATl fed BF
s

4) PRO

A ofsh tlzore] Fof 7]zt 2po(1045F vs 219 APl F)R Qla] Fof AZo=RE 1257744 3
—Short Form 36-item health survey, version 2(SF-36v2)Z 87} E=H[¢10.2 H7}st PRO A, A g9 4+
% 2ol AM7AA HRQoLY #9149l Wate B354 gson], izl setayel 3¢ T} 29
]voﬂL &2 02 HRQoLY %0 FdH= ¥R Ay
Table 23 Summary of 5F-36v2 Domains and Component Summary Scores at Baseline, Week 12, Week 96
{Alectinib) and Disease Follow-Up Visit 7" (Chemotherapy) in ITT FPopulation (Mean [SD])

Assessment Scores Alwctinib Chematherapy
{Mean [SD]) Baseline Week 17 Wesk 06 Baseline Week 12 nFvT
Bodity Pain 4778 (10.22) 52.23(8.78) 53236 (B 80) 4812 (9.68) 45 26 (9.26) 52.58 (042)
General Health 46,74 (5.40) 4673 (0.48) 4731 (10.24) 44 60 (10.33) 42.38 (& 91) 46,77 (8.60)
Mental Health 45:09 {11.87) 4543 (10.80) 5041 (10.44) 4515 (12109 4500 (10.32) 4341 {11.37)
Physical Functioning 47 28 (T BA) 46 67 (9 18) 4707 (B.5N 46.72 (8.67) 4558 (B.64) 4881 (B.78)
Role Emotonal 4105 (12.40) 44.35 (10.97) A5 245 (10.04) 4186 (1261 IB01 (12.56) 4548 (13.35)
Role Physical 4091 {11.52) 4422 (9.78) 4813 9.83) 40208 {11.10) 0,25 (10.15) A575(11.12)
Seoal Funchoning 24 08 (1094} 4742 {10.15) 48 64 (BET) 41.85 (12.29) 4048 (10.94) 48.94 (10.54)
\fitality 5087 (10.43) 53.18 (10.54) 54 15 (10.48) 4957 (11.33) 48.0% (11.26) 5407 (10.14)
MCS 45 60 {11 47) AB.B1 (10.49) 40,88 ( 10.37) 4423 (1282) 244 (11.60) 48.90 (11.53)
PCS 36 65 (7 93] 47 85 (8 08) 48.77 (7.24) 46.21 (T BT) 4587 (T.33) 4868 (T 58)

5F-36v2 =5hort Form 24-item health survey, versson 2, ITT =intent-to-freat; MCS = Mental Component Susmmary score; PCS = Physical

Gomponent Summary stone, DFVT = Disease FoBow-Up visil T
The scales including Physical Funchioning, Role Physical, and Bodily Pam contnbute most to the PCS. The scales mcludeg Mental Health, Role
Emational, and Social Funchoning contrnibute most o the MCS

*Chee b0 dilferences. i ireatment adminisirabion schedules, (he Disedme Follow-Lip Visd T <hould nol be companed 1o e Wesk 86 visa

SOurca: =_goor_sr3

L Aot Bl A e 4o Ao fo7d weer T 3 98

c bHA 3 A
1) AA QoF
EE ABEse IA#A 9 T A 57|t 5 a8 HE Fo T 289704 B
WW Bt Axel #F 712&—3— AET Ho 2571, &2 VIEE ¢ 3 BEdPo] IS
S FOlA frAREHA thRE AL 17 o] 4e] AEsE Rt (A FT 984%, tHET 93.3%), 3
o] Ae] AEsE A& 29.7%, & 30.8%, SAEsE Al AT 13.3%, thET 83% 2.2 3H2ld. E:b] AESv—
%%ﬂ%l S
L A5 4 do] = ADRs— ANBTFANA 55%, DRTANA 11.7% .2 AP TFAA ForR oz 1A
42‘9 37 oY AEstE F oA A RIEZ FHEH(29.7% vs 30.8%)

N

=]




g mE |, oo | FAEF[ = . 7
Al s [NEFA(BAQ| Ay e | LU0 Do wtes A%
AWHOE ECG ¥4, HYAF, YPAFAH QA dAASA YRHOE foluG A% B s

=
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F

%7}%(?4*“1@ HL S, o) 27 A 24 8 ARA nw rechallengess 27 M REe FAE
ABCG2/BCRP 9AIE 53] dHelelge] Amael 42std 4ol 2rste] FeEgs nast 9% 1
e

_,4
=2

2) MWsA g o] gukg

->30%2] HEE 21H AEs PTE,

- AT A e Ay otd A4 &4 F4(CPK) 17}(430%) H ] (42.2%), AST %7}+(41.4%), ALT
S7H33.6%), % e L] FH F7H33.6% )7}
U ETAA A (725%), A& T2(29.2%), B @(25 8%) A4 (25.0%), TE(25.0%), MBF 5 7+4(19.2%)7}
L;}y{-_

L Auld o g mAe AFse] £F 2 H|&2 olu) Agek & tzek 2+zto) e gz ¢hdA Zeny
e 74 A} IAse Ao Agy

- 7F >20%9 W= Zol7t BilE AEs PTT,

A ETAM g g otel A B4 EA(CPK) 57143.0% vs 0.8%), AST Z7+41.4% vs 5.0%), Y
A F0 Z7H33.6% vs 0.8%), T5F(28.1% vs 1.7%), ALT 57+33.6% vs 9.2%), @ ALP Z7}+25.0% vs
33%)7F =%+

- TN 24 (78% vs 725%) %k A& F4(5.5% vs 29.2%)7F w3

35w ol AEsE & 3t >2%9 W= Aol7h #EE AEs PT+,

- ANFTAA Y ot A FA FA(CPK) F7H6.3% vs 0.8%), BAH(B1% vs 0%)°] EA
st azbell

- ETAA TFT 5 A% vs 10.0%), WET S ZA(0% vs 3.3%), 24 (0% vs 42%), BETHLEF(0%
vs 83.%), FHZ(0% vs 2.5%)0] =7 #HHH
- 357 o4 AEsE AdToNA 29.7%(38%) B tlRFolA 30.8%(378)L=
F2E e
- 3%5F o149 AEs & A GEo] 23 ADRs9 A$ AFFolA 18.0%(23H) E thxTolA
275%(33%) .2 EzTAM BE =4 B2

M4
()
o
_,>L
ot
&
AN
lo
frt

->30%¢] HEE 231" ADRs PTE,

: Alfé%ow o I ot QA %L T2 (CPK) Z7H40.6% vs 0%), AST Z7H39.1% vs 4.2%), ALT
S7H32.8% vs 5.8%), A W FH F7H31.3% vs 0.8%), WHI(31.3% vs 20.0%)7} =3+

- RTAAM (5% vs 725%)0] =A #HEE

3) A
A A F 7ARET 2%, dE2T 5H)o] BEHNOH, BE A2 F3 B 7| H(off-treatment, AEs
By 71z &)l A&
- AT A BT 219 AE BF AW Mgo R Qgon, 19 Al EY A Fo o]F
<30 vl T
: EHZ;L"HH WA *}”o 203 AW JPo g Qglon, ¢ 3 44 He, COVID-19 ¥ ¢
e 9 JBH(L F /e 2 T+ AR ARI7F SQAHA gob T A
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T

4) FE o]t

17 o] B SAEsE AP 13.3%(17
A8 BE(PT)E 1% 453 SABEs 2711< 7
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ZT 83%(10%)E AP ToA 280 FA AT AMPT) 2

8%(1%, HEZ), thzxT 33%@4%E, 9, # AdF, 5F 55,
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- SAEs® 3] &% 4 e dA TH0l T HAY HE2 AL 55%(7%), thET 33%4%8)0lU=

5 &7 24 F9 ddo] H 9 Pﬂ&%
- Bl Fko] delo] ® AEsE AFT 55%(7H), ERT 125%(15%) .2, 714 HIHE ARt 4842 AA
o] 42.3% vs 2.5%, 7 31), TOEITA o]’40% vs 4.2%(59)), GI °]’(0% vs 3.3%(49)), TZ7IA

Ol*c}(z 3%(3™) vs 0.8%(1™)), A ©1°40% vs 25%(3™)) oI A=
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