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KEYTRUDA

(pembro“zumab) Injection 100mg

Selected Safety Information (SSI)

MSD’s promotional materials are mandated to present Selected Safety Information
aiming for balanced delivery of product advantages and limitations.
Here you can find the latest version of KEYTRUDA's Selected Safety Information.

Please read before entering.
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KEYTRUDA

(pembro“zumab) Injection 100 mg

Final Analysis of KEYNOTE-407 Study design

PD-L1 &si=0] 2t7810]
HMOo|d HE H|AMEH | 1Xt X|IREA 7|ERLCI HEEQH | CH

KEYNOTE-407

» The primary endpoint : 1| 7|ZKPFS) » Secondary endpoint : 2t HESS(ORR), #IS7|7HDOR), 2HH&(Safety)
* Stratification factors :
IERCHESRHY (n=278) - PD-L1 LIS (TPS >1% vs. <1%)
oA mim [ - Taxane (paclitaxel vs. nab-paclitaxel)
_I? < b F|1ERC} 200 mg + F|EE2C} &8 35371 o . . . .
H| AN H| 2 SEXF carb e R o i + 200 mg (Rl510| RIBHE| 7Lt - Geographic region (East Asia vs. non-East Asia)
(n=559) paclitaxel 200 mg/m’ = 518 E71s8H 540]
nab-paclitaxel 100 mg/m’ (QW) @w) 2SHR| 242 E9)
= RO - 167118 7} follow-up
iy —
ol ;';l_ - 24 K| =0 Ciet 1t X| 2= A9
- 18M 014} W 7|ERCHHRR0| AT OFE BIHPFS-29
EX71=5 0 N -
- =R§:7I§J’é1'%: = O Placebo &S (n=281) - Simplified two-stage model& 08¢t
( ver1.1) crossover adjusted OS =44
- O FAI X|2 Z#8l0| S b S&f 352K £
o = acebo + acepo =510 | XISHE| Z42
A= B carboplatin AUC 6 mg/mL/min + (:Z‘ | .;;;:;_
-ECOGPS0 = 1 paclitaxel 200 mg/m” &= @Q3W) IERCHT=ERHOR
nab-paditaxel 100 mg/m” (QW) crossover 12)

(@Q3w, 42])

[\

[o\]

o

Q

o~

a. As of the data cutoff for this analysis (May 9, 2019), median (range) time from randomization to death or the date of data cutoff for those who were alive was 14.3 (0.1-31.3) months b. Intention-to-treat R (%
population ¢. Defined as the time from randomization to objective tumor progression on next-line treatment or death, whichever occurred first Reference =
PD-L1 : Programmed death ligand 1, OS : Overall survival, PFS : Progression free survival, ORR : Objective response rate, DOR : Duration of response, RECIST : Response Evaluation Criteria in Solid Tumors, ECOG & N
PS : Eastern Cooperative Oncology Group performance status, AUC : Area under the curve, QW : Once weekly, Q3W : Once every 3 weeks, TPS : Tumor proportion score, PFS-2 : Progression-free survival in the - Study design S
next line o
X
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KEYTRUDA

(pembro“zumab) Injection 100 mg

Final Analysis of KEYNOTE-407 Primary endpoint : Overall survival

Tixl| &

Z7|Z}(0S) - Overall population

Kaplan-Meier Estimates of OS in KEYNOTE-407"

HR=0.71° (95% Cl, 0.58-0.88) mm 7|ESCHHEQH Placebo HEQH"
100 - « TR M7t B
- EE[_ Pn_tH* E __rL A
80 1 7 1 17.1702(95% Cl, 14.4-19.9),
- mo HOH*x E
70 - (95% Cl, 14.4-19.9) Placebo SERE* FHZ0A
- 11.6708(95% Cl, 10.1-13.7)
X O|A&LCH.
v 50
@]
40
30 median OS o Placebo B2 * Eojz =
< 204 111.6 1142| 2XH40.6%)7} 2t I3 S >
10 1 (95% Cl, 10.1-13.7) ;lEE—El.EI_%PLtQE
crossoversiEL|Ct
O T T T T T T T T 1
0 3 6 9 15 18 21 27 30 33
No. at risk Time, months
FIERCIHEQH 278 256 232 203 180 150 119 80 46 14
Placebo HER®" 281 245 210 163 137 113 91 61 36 16 3 0
Adapted from Paz-Ares L, et al.'
= Hx E o EH % E
ot o |= o/ ZF H
Al 2181 29% ZEA & mOS 1.5 HE
o~
S
o
g A
* Carboplatin AUC 6 mg/mL/min (Q3W) + Paclitaxel 200 mg/m? (Q3W) or nab-paclitaxel 100 mg/m” (QW) Refer 2 S
a. Assessed with a stratified Cox proportional hazards model & a
. . . : . Study design 2
OS : Overall survival, HR : Hazard ratio, Cl : Confidence interval, mOS : median OS = o«

EL Study ¥ Regimen



shinjuh
스티커 노트
모든 페이지 레퍼런스 버튼 삭제요청


KEYTRUDA

(pembro“zumab) Injection 100 mg

Final Analysis of KEYNOTE-407 Primary endpoint : Overall survival

Fix| MZ7]2ZH(OS) - According to PD-L1 TPS

Kaplan-Meier Estimates of OS in KEYNOTE-407"

PD-L1 TPS <1%

HR=0.79° (95% Cl, 0.56-1.11)

mm 7|EZCHEEQH mm Placebo HEQH'

PD-L1 TPS 21%

HR=0.67° (95% Cl, 0.51-0.87)

100 100
90 median OS 90 median PFS
80 1 5 0 mo 80 1 8 9 mo
70 :. (95% Cl, 13.2-19.4) 70 (95% Cl, 14.0-22.2)
S A o o
X X
° 50 ° 50 ; o
o o :
40 40
30 30
4 median OS s median OS é >
20 — 20 ~ 9
11.1 mo 12.8 mo 30.2%
10 (95% Cl, 8.7-13.8) 10 - (95% C1,9.5-14.7)
0 T T T T T T T T 1 O T T T T T T T T 1
0 3 6 9 15 18 21 27 30 33 0 3 6 9 15 18 21 27 30 33
No. at risk Time, months No. at risk Time, months
FIERCIHEQW o5 88 78 70 61 47 34 21 13 3 0 0 IIERCIHEQW 176 161 148 127 114 99 82 57 32 1 4
Placebo HELQH" 99 92 79 58 44 37 31 19 13 4 0 0 Placebo 82" 177 150 128 102 0 74 58 40 23 12
Adapted from Paz-Ares L, et al.’
_9_ H E 01_—,1.0 =] H* E o HH|
F|ERCI HEQM E022, Placebo H 5 E0t ChH
PD-L1 disi=0f| 2t|Si0| AI.I:II- Q| ZtA 2 mOsS %t o
=71 HA = 0= X —-O o
N
[a\]
o
= A
* Carboplatin AUC 6 mg/mL/min (Q3W) + Paclitaxel 200 mg/m? (Q3W) or nab-paclitaxel 100 mg/m” (QW) Reference 3
a. Assessed with a stratified Cox proportional hazards model & a
- Study design 2
o
X

OS : Overall survival, HR : Hazard ratio, CI : Confidence interval, mo : Month, mOS : median OS, PD-L1 : Programmed death ligand 1, TPS : Tumor proportion score
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KEYTRUDA

(pembro“zumab) Injection 100 mg

Final Analysis of KEYNOTE-407 Primary endpoint : Overall survival

Crossover adjusted OS - Overall population

Crossover-adjusted OS in KEYNOTE-407"

HR=0.59% (95% Cl, 0.42-0.81) mm 7| ESCEEQH mm Placebo HEQH™ mm Placebo HERH (adjusted)
- e gsks
100 * On-study crossoverdfl (E A
o0 - H7t5t0 biass 27ot7| &5
50 simplified two-stage model& 0|8t
. OSHi| CHet =7+ 20| el S LICEH
70 median OS
60 — 1 7 1 mo
° oOH" E ol A
N : .
s ] o o Placebo HELRH _—.—01 Ol A
o) : 1149;(40.6%) | &iXP7} 7 |ERCIZE
40 -
crossover StE&LICH?
30 A median OS median OS
20 - 9 6
< 1 o 11.6 >
10 _ (95% Cl, 8.6-10.3) : (95% Cl, 10.1-13.7)
0 | | | | | | | | 1
0 3 6 9 15 18 21 27 30 33
No. at risk Time
FIERLCIHEH 278 256 232 203 180 150 119 80 46 14 4
Placebo HERE" g, 244 202 142 98 66 53 35 17 7 2
(adjusted)
281 245 210 163 137 113 91 61 36 16 3 0

Adapted from Paz-Ares L, et al
Crossover-adjustment 21}, 7|ERLCH HEQHM* E0{aL2 Placebo HERE E0i CHH|

MZ 2~ 41% T4 & mOS 2 2t AE

* Carboplatin AUC 6 mg/mL/min (Q3W) + Paclitaxel 200 mg/m” (Q3W) or nab-paclitaxel 100 mg/m’ (QW) —

a. Assessed with a stratified Cox proportional hazards model b. 73 patients in the placebo plus chemotherapy group experienced disease progression per RECIST version 1.1, but Reference
did not receive on-study crossover

OS : Overall survival, HR : Hazard ratio, Cl : Confidence interval, mOS : median OS

Study design
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KEYTRUDA

(pembro“zumab) Injection 100 mg

Final Analysis of KEYNOTE-407 Primary endpoint : Overall survival

Crossover adjusted OS - According to PD-L1 TPS

Crossover-adjusted OS in KEYNOTE-407"

*

mm 7| ESC} HEOH" mm Placebo HE2H" mm Placebo HELH

(adjusted)

PD-L1 TPS <1% PD-L1 TPS 21%
HR=0.70° (95% Cl, 0.42-1.17) HR=0.52" (95% Cl, 0.34-0.80)
100 100
90 median OS 90 median OS
80 1 5 0 mo 80 1 8 9 mo
(95% Cl, 13.2-19.4) (95% Cl, 14.0-22.2)
70 70
median OS median OS
60 - o 60
X 11 O mo °\ 12 8 mo
8 50 (95% Cl,87-13.8) 8 50 (95% Cl, 9.5- 14.7)
40 40 —
30 median OS 30 7 median OS ETTRT I T I I | 1y
20 20 -
4 9 5 mo 8-8 mo }
10 (95% Cl, 8.6-13.0) 10 — (95% Cl, 7.6-10.5)
0 T T T T T T T T 1 0 T T T T T T T T 1
0 3 6 9 15 18 21 27 30 33 0 3 6 9 15 18 21 27 30 33
No. at risk Time, months No. at risk Time, months
JERCIHERY 95 88 78 70 61 47 34 21 13 3 0 0 JERCHEERY 176 161 148 127 114 99 82 57 32 1 4 0
Placebo 8R¥' 99 92 77 56 40 27 21 15 10 3 0 0 Placebo 882% 177 129 122 & 52 38 29 18 8 3 2 0
(adjusted) (adjusted)
99 92 79 58 44 37 31 19 13 4 0 0 177 150 128 102 90 74 58 40 23 12 3 0
Adapted from Paz-Ares L, et al.'
* *
. (@) =
Crossover-adjustment 21t 7|ERLCI HEQH EHE2 Placebo HERH E0Z Cht]|
HE °0.“ ;"O-I I I.I:II- Olé-l A I=|| I'
PD-L1 Bisi=0f 2tAIg10] Al 2= Z+A U mOS ™ 3
N
S
S
—- m
* Carboplatin AUC 6 mg/mL/min (Q3W) + Paclitaxel 200 mg/m’ (Q3W) or nab-paclitaxel 100 mg/m’ (QW) Reference =
a. Assessed with a stratified Cox proportional hazards model e 8& = o
OS : Overall survival, HR : Hazard ratio, CI : Confidence interval, mo : Month, mOS : median OS, PD-L1 : Programmed death ligand 1, TPS : Tumor proportion score 7 _u y cesigh i
X
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KEYTRUDA

(pembro“zumab) Injection 100 mg

Final Analysis of KEYNOTE-407 Primary endpoint : Progression free survival

HR=0.57° (95% Cl, 0.47-0.69) = 7|E2CHEERH = Placebo HERY
100 o o I METZE B
90 : 7|ESCHHEQY FHZIM
median PFS o
80 - 8 0 8.0711E(95% Cl, 6.3-8.4),
n&J Mo Placebo HERH* E0Z0A
70 (95% Cl, 6.3-84) o
- 5.170E (95% Cl, 4.3-6.0)
S olgiaLIct
v 50
L
[a
40 1 a0
30 1 median PFS
4 20 1 5-1 mo }
10 ] (95% Cl, 4.3-6.0)
O I I I I I I I I 1
0 3 6 9 15 18 21 27 30 33
No. at risk Time, months
FIERCIHEQW 278 235 179 113 96 75 59 45 25 5 0
Placebo H22H" 281 204 122 61 46 33 26 17 7 1 0 0
Adapted from Paz-Ares L, et al.!
= H' E o OHH* E
7'5—.—':" E',"-?,-_.?.:. -,-O=|E-:, Placebo 'EE'.%A:. TO:I__lLL EHI:”
b | ol [C= |.I:II- Ol= o/ 7k Ok H Xt
Egnx_l%l;l-l-u_koT%l43A) i&mPFS—.LGH o:lo N
[\
i
o
= 2
* Carboplatin AUC 6 mg/mL/min (Q3W) + Paclitaxel 200 mg/m? (Q3W) or nab-paclitaxel 100 mg/m” (QW) Reference 3
a. Assessed with a stratified Cox proportional hazards model Stud géesi = g
PFS : Progression free survival, HR : Hazard ratio, Cl : Confidence interval, mPFS : median PFS = y g E
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KEYTRUDA

(pembro“zumab) Injection 100 mg

Final Analysis of KEYNOTE-407 Primary endpoint : Progression free survival

Kaplan-Meier Estimates of PFS in KEYNOTE-407"

mm 7|EZCHHEQM mm Placebo HEQH'

PD-L1 TPS <1% PD-L1 TPS 21%

HR=0.67° (95% Cl, 0.49-0.91) HR=0.50° (95% Cl, 0.39-0.63)
100 100 -
90 median PFS 90 median PFS
70 — (95/oCI61 70 - (95/oCI61 8.5)
60 — 60
X X
Ui 50 - Wi 50 -
[T [V
o o
40 40
2 R T © ° 41 .7%
30 1 1 .8% 30 -
4 20 - median PFS ‘ 20 - median PFS >
10 - 5 9 mo 1 h 1 10 4 6 mo
(95% Cl, 44-6.2) +19.6% ”_Q_| .9.3% (95% Cl,4.4-6.2) «51.5% +30.2%
0 T T T T T T T -\ 1 0 T T T \. T T T T 1
0 3 6 9 15 18 21 27 30 33 0 3 6 9 15 18 21 27 30 33
No. at risk Time, months No. at risk Time, months
FERCIHERYW o5 82 64 35 29 19 1 7 5 0 0 0 JERCIEERY 176 161 148 127 114 99 82 57 32 1 4
Placebo HE22¥™ 99 76 48 21 18 13 10 6 3 0 0 0 Placebo $82# 177 150 128 102 90 74 58 40 23 12
Adapted from Paz-Ares L, et al.'
= EHx E =) SLOH* E
;IETEI' gggu* TO:IEE Placebo %‘ogu EO4=t CHH|
HIS 0-“ :“O-I | XIEHH X|6H L= |.I:II- °|%-I 7k Xt
PD-L1 grei=0]| 27|gio] & Xl = AL 2= 244 & mPFS ¢% 3
[\
N
o
=— ®
* Carboplatin AUC 6 mg/mL/min (Q3W) + Paclitaxel 200 mg/m? (Q3W) or nab-paclitaxel 100 mg/m” (QW) Reference 3
a. Assessed with a stratified Cox proportional hazards model ~ Stud géesi = g
PFS : Progression free survival, HR : Hazard ratio, Cl : Confidence interval, mo : Month, mPFS : median PFS, PD-L1 : Programmed death ligand 1, TPS : Tumor proportion score == y g E
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KEYTRUDA

(pembro“zumab) Injection 100 mg

Final Analysis of KEYNOTE-407 exploratory endpoint : Progression free survival in the next line

LIl MET[21-2 (PFS-2) - Overall population

Kaplan-Meier Estimates of PFS-2 in KEYNOTE-407"

HR=0.59° (95% Cl, 0.49-0.72) = |ERCHASM " placebo HERY'
100 ° PFS-2 32
. EZCHIQH Ol A
%0 median PFS-2 7IEFHE OO
80 - 1 3 8 13.87H&(95% Cl, 12.2-15.9),
mo QOHx E
70 - . (95% Cl, 12.2-15.9) Placebo %409"‘:'* FOo0lA
o , 9.17H& (95% Cl, 8.2-10.2)
o 0I%tLICk
N 50
&
40 o 1X}5E] 7|ESC HBQH*OR AlX!
30 - median PFS-2 8"% Zj% C g iH'QI iIE EEI'O“E
< 214 9.1 m Symgge U0 >
10 ] (95% Cl, 8.2-10.2)
O I I I I I I I I 1
0 3 6 9 15 18 21 27 30 33
No. at risk Time, months
FERCHEQH )78 256 227 189 157 127 98 67 39 10
Placebo 882%™ 281 241 193 142 99 74 62 42 24 9 2 0
Adapted from Paz-Ares L, et al
= O+ EO1=2 LOH*x E
9|E EI' tg%-uu -ro:l i, Placebo & ocolld O:IE' I:HHl
= T T I AN 9I3 410 of 1.5t}
CIS Xl X2 5 2 T8 = MY 21 41% 24 & mPFS-2 2f 1,501 HE
S
o
= ®
* Carboplatin AUC 6 mg/mL/min (Q3W) + Paclitaxel 200 mg/m? (Q3W) or nab-paclitaxel 100 mg/m” (QW) Reference 3
a. Assessed with a stratified Cox proportional hazards model Stud géesi = g
PFS-2 : Progression-free survival in the next line, HR : Hazard ratio, CI : Confidence interval, mPFS-2 : median PFS-2 = y g E
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KEYTRUDA

(pembro“zumab) Injection 100 mg

Final Analysis of KEYNOTE-407 exploratory endpoint : Progression free survival in the next line

2Eist M=7127E-2 (PFS-2) - According to PD-L1 TPS

Kaplan-Meier estimates of PFS-2 in KEYNOTE-407"

=y ESCIHEQMY "W placeho HEQH”

PD-L1 TPS <1% PD-L1 TPS 21%

HR=0.61° (95% Cl, 0.44-0.85) HR=0.58" (95% Cl, 0.45-0.75)
100 ) 100
90 median PFS-2 90 median PFS-2
80 14 1 80 7 1 3 8
mo mo
70 (95% Cl, 10.9-15.8) 70 - (95% CI, 11.7-185)
® 07 00
N 50 N 50
iy iy
& 40 & 40 - 35.8
2 (R — A . ¥ T 8%
30 - 24.7% 30 -
4 2 median PFS-2 . 2 median PFS-2 >
7 18.7% 7
9 1 mo e =T . 9.1 mo 38.3%
10 (95% C1,7.4-103) +31.8% L= { ) 10 (95% Cl, 7.6-10.5) ¢ e
0 T T T T T T T T 1 O T T T T T T T T 1
0 3 6 9 15 18 21 27 30 33 0 3 6 9 15 18 21 27 30 33
No. at risk Time, months No. at risk Time, months
JERLCIHEEQH" 95 88 77 65 52 40 27 17 11 2 0 0 F|ERCHHIQH 176 161 144 118 100 84 68 48 27 8
Placebo HERQH" 99 90 69 51 30 23 19 16 9 2 0 0 Placebo HE2H" 177 148 121 89 67 49 41 24 15 7

Adapted from Paz-Ares L, et al.

FIERLCI HERW EOIT2, Placebo HERH F0iT EHHI
o
e

PD-L1 20l EAI810| LIS Xl Xz S EE Tl = Al I2 & mPFS-2 9%

0o
u\l

* Carboplatin AUC 6 mg/mL/min (Q3W) + Paclitaxel 200 mg/m” (Q3W) or nab-paclitaxel 100 mg/m’ (QW) —
a. Assessed with a stratified Cox proportional hazards model Reference
PFS-2 : Progression-free survival in the next line, HR : Hazard ratio, ClI : Confidence interval, mo : Month, PD-L1 : Programmed death ligand 1, TPS : Tumor proportion score,

&
, - Study design
mPFS-2 : median PFS-2

KR-KEY-00390 12/2022
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KEYTRUDA

(meerhzumab) Injection 100 mg

Final Analysis of KEYNOTE-407 Secondary endpoint : Objective response rate

ZH2X HE2-E (ORR) - Overall population

= |ERCHEEQW ™ Placebo HELQH'
80 - ° jH'T'l:l-x—l Hl_}.ggg
7|E2CH HEQH S0
70 - 62. 6%(95% Cl, 56.6-68.3),
Placebo HEQH* E0Z0iIAM
60 - 38.4% (95% Cl, 32.7-44.4)
S O|ELICH
62.6%
3 N YIS X87I7I0] oS
c
8 40 - (95% Cl, 56.6-68.3) 7IERCHEERY SOOI
4 % 8.87H2 (Range, 1.3+ t0 28.4+), }
2 30 - Placebo HEQH E0i7L0] A
(0]
2 JHE
= 38.4% 4974 &(Range, 1.3+ to 28.3+)
20 x OIQABLICH?
(95% Cl, 32.7-44.4)
10
(n/N=174/278) (n/N=108/281)
0
7|1E
[\
[o\]
o
[\
i
_— 8
m
* Carboplatin AUC 6 mg/mL/min (Q3W) + Paclitaxel 200 mg/m’ (Q3W) or nab-paclitaxel 100 mg/m” (QW) Reference 8
a. “+" indicates there was no progressive disease as of last assessment before the data cutoff date & = a
! . . . - Study design >
ORR : Objective response rate, Cl : Confidence interval e — E
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KEYTRUDA

(pembr0|lzumab) Injection 100mg

Final Analysis of KEYNOTE-407 Secondary endpoint : Objective response rate

Zi2Hx HESE (ORR) - According to PD-L1 TPS

= 7|ESCHESLW ™ placebo HELY'
PD-L1 TPS <1% PD-L1 TPS >1%

70 60 -

59.1%

(95% Cl, 51.4-66.4)

67.4%

(95% Cl, 57.0-76.6)

37.3%

(95% Cl, 30.1-44.9) >

41.4%

(95% Cl, 31.6-51.8)

A
Objective response rate (%)
Objective response rate (%)

(n/N=64/95) (n/N=41/99) (n/N=104/176) (n/N=66/177)

F|ESCI HEQW FOIZ2, Placebo HERY F0iz ChH|

PD-L1 &ei=0]| 2t4|$10] ORR S7} (2 1.6tH)

[\

[o\]

o

N

o~

[Median DOR(months)] TPS <1%: 6.9(range; 1.4+ to 25.4+) vs. 5.7(range; 1.4+ to 25.6+), TPS >1%: 10.4(range; 1.3+ to 28.4+) vs. 4.7(range; 1.3+ to 28.3+), o
in the KEYTRUDA combination group and placebo combination group, respectively (“+" indicates there was no progressive disease as of last assessment before — %
the data cutoff date) Refeg(ence E
* Carboplatin AUC 6 mg/mL/min (Q3W) + Paclitaxel 200 mg/m? (Q3W) or nab-paclitaxel 100 mg/m” (QW)  Study design 7
ORR : Objective response rate, Cl : Confidence interval, PD-L1 : Programmed death ligand 1, TPS : Tumor proportion score E
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KEYTRUDA

(pembro“zumab) Injection 100 mg

Final Analysis of KEYNOTE-407 Safety

OHHA m2mjel

Incidence of All-Cause AEs, Inmune-Mediated AEs, and Infusion Reactions, Safety Population'’

F|ERLCI HEQM* Placebo HEL%* o 7|ESCHHR0H E0iZ0|A
(N =278) (N = 280) That S5t OJAHISS HISY(54.79%)
e i el () SD5(46.0%), BET UAS(37.8%),
13| OJA AY3t 0[AJEHS 274 (98.6) 275(98.2) 2e36.0%) SOIEHH.
358 0ld 206 (74.1) 195 (69.6) N ;|Eeq MO E0i70| 7| S5t
X2 ZEHo= 0jojl o|AHS 07} 0[S 3 ) B ojAIgS
LS Xot5(12.2%), 47 IS
17 ojAte] %|= S 76 (27.3) 37 (13.2) (6.8%), HZi(8.3%) SOI&LICt
< BE X2 B 45 (16.2) 20 (7.1) >
55= 31(11.2) 19 (6.8)
M2z 0|0{T X|Z2HE 0 HtS 12 (4.3) 5(1.8)
SL-DH7H OJANES W Q) 2 hS 98 (35.3) 25 (8.9)
353 ol 37 (13.3) 9(3.2)

* Carboplatin AUC 6 mg/mL/min (Q3W) + Paclitaxel 200 mg/m” (Q3W) or nab-paclitaxel 100 mg/m*(QW) —

a. Includes patients who discontinued pembrolizumab or placebo, carboplatin, and taxane owing to an AE at any time and patients who discontinued pembrolizumab or placebo Reference
owing to an AE after completing four 3-week cycles of carboplatin and taxane. &
AE : Adverse event

KR-KEY-00390 12/2022
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KEYTRUDA

(pembro“zumab) Injection 100 mg

Final Analysis of KEYNOTE-407 Summary

PD-L1 Brei=0]| 2t4810]

FO|A B HIAMZRIC] 15} X224 J|ERCH HERY' A

PD-L1 &s10| 3°d0|7Lt, PD-L1 BAHEL7} §l= elXlE =85t B squamous mNSCLC 2EXoi| 7
"F|E2C} 1X} HEQM o2 More TOMORROWSs?| 7Hs42 Ho{FEMQ!"

Reference
* Carboplatin AUC 6 mg/mL/min (Q3W) + Paclitaxel 200 mg/m” (Q3W) or nab-paclitaxel 100 mg/m’ (QW)

PD-L1 : Programmed death ligand 1, mOS : median OS, ORR : Objective response rate, mMNSCLC : metastatic non-small cell lung cancer

KR-KEY-00390 12/2022
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KEYTRUDA

(pembro“zumab) Injection 100 mg

KEYNOTE-407 2.

7| E2C}°Q} Carboplatin Y

Paclitaxel(Z2 Nab-paclitaxel)zi2]

X2 82

KEYTRUDA Paclitaxel with pre-medications
200 mg IV over 30 minutes (0ff 33=0}CY) 200 mg/m’ IV over 3 hours (0 3Z0tCH
Carboplatin Nab-paclitaxel without pre-medications

AUC 6 mg/mL/min IV over 15-60 minutes (0§ 3Z=0}C}) 100 mg/m” IV over 30 minutes

(O 33 =719 M 1Y, 8, 15)
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1. &7| 4 cycles2 KEYTRUDA + Carboplatin + Paclitaxel 22 E0{gILICE.
4 2. 0|52 KEYTRUDA HH= RX| o2 E0f5H, £7| 4 cyclesE Z8t510 5 35 cyclesHK| £0 7FsEILICH }

ARz 2425

Cimetidine
300 mg IV (Paclitaxel 04 30-60& )

Dexamethasone(or equivalent)
20 mg PO (Paclitaxel £04 12A|Zkat 6A|ZH M)

Diphenhydramine(or equivalent) Ranitidine
50 mg IV (Paclitaxel £0{ 30-60&2 &) 50 mg IV (Paclitaxel £ 30-60& &)

" All subjects should be pre-medicated with oral or intravenous steroid and anti-histamines according to the approved product label and/or standard practice. Additional pre-medications should be
administered as per standard practice.

a. KEYTRUDA + carboplatin or and paclitaxel or nab-paclitaxel Q3W for 4 cycles b. KEYTRUDA was given Q3W for up to a total of 35 cycles ¢. Patients in placebo combination group who had disease progression
verified by BICR were eligible to cross over. d. Treatment with KEYTRUDA continued until disease progression, unacceptable toxicity, or up to a total of 35 cycles.
AUC: area under the curve, IV : intravenous, PO : by mouth
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KEYTRUDA

(pembro“zumab) Injection 100 mg

KEYNOTE-407 E0| AAIE

Paclitaxel I
over 3 hours

KE\ “TRUDA Carboplatin

over 15-60 minutes

over 30 minutes

Nab-paclitaxel

over 30 minutes

" 71otct infusion pump?] CIEAS 11245104 302 £0 AlZH0I|A] -5 mins ~ +10 mins windowe SIEZIA&LIC.

day 1 day 2 day 3 day 4 day 5 day 6 day 7

@ :
4 oor Paclitaxel only requires pre-medications }

day 8 day 9 day 10 day 11 day 12 day 13 day 14

S

day 15 day 16 day 17 day 18 day 19 day 20 day 21

a. Treatment with KEYTRUDA continued until disease progression, unacceptable toxicity, or up to a total of 35 cycles. Reference
D/D : dexamethasone, D : diphenhydramine, C : cimetidine, R : ranitidine —
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KEYTRUDA

(pembro“zumab) Injection 100 mg

KEYNOTE-407 E0| AAIE

day 1 day 2 day 3 day 4 day 5 day 6

GOF Paclitaxel only requires pre-medications
day 8 day 9 day 10 day 11 day 12 day 13
day 15 day 16 day 17 day 18 day 19 day 20
day 1 day 2 day 3 day 4 day 5 day 6

0

Maintenance therapy up to a total of 35 cycles®

day 7

day 14

day 21

21 -day cycle
continues

a. Treatment with KEYTRUDA continued until disease progression, unacceptable toxicity, or up to a total of 35 cycles.
D/D : dexamethasone, D : diphenhydramine, C : cimetidine, R : ranitidine
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KEYTRUDA

(pembro“zumab) Injection 100 mg
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2. Paz-Ares L, et al. A Randomized, Placebo-Controlled Trial of Pembrolizumab Plus Chemotherapy in Patients With Metastatic Squamous NSCLC: Protocol-Specified
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4. tisty| st HAEIZ XIZ 2011. Available at <https:/Awww.lungca.or.kr/upload/LungCancer_Clinical_Practice_Guideline_2011.pdf> Accessed Nov. 03, 2020.

Study design

This study was conducted to evaluate the final efficacy and safety outcomes of KEYNOTE-407 study. A multicenter, randomized, double-blind, placebo-controlled,
phase 3 KEYNOTE-407 trial was conducted to determine whether the addition of the PD-1 inhibitor (pembrolizumab) to platinum-based chemotherapy improves
outcomes in patients with squamous NSCLC of any level of PD-L1 expression. Eligible patients were at least 18 years of age and had a histologically or cytologically
confirmed diagnosis of stage IV squamous NSCLC. 559 patients were randomly assigned (1:1) to receive carboplatin (AUC 6 mg/mL/min Q3W) and either paclitaxel
4 (200 mg/m® Q3W) or nab—paclitaxel (100 mg/m* Q1W), plus either 200 mg of pembrolizumab (n=278) or placebo (n=281) every 3 weeks for 4 cycles, followed by }
pembrolizumab or placebo for up to a total of 35 cycles. Randomization was stratified according to PD-L1 tumor proportion score (>1% vs. <1%), choice of taxane
(paclitaxel vs.nab-paclitaxel), and geographic region of enrollment (East Asia vs. the rest of the world). Crossover to pembrolizumab monotherapy was permitted
among the patients in the placebo-combination group who had verified disease progression. The median duration of follow-up was 14.3 months. Primary end points
were overall survival and progression-free survival.'
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