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First FDA approval
Figure 3: The types of patent
applications filed on Keytruda
over time ?
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CIERIA TIATZ FDA label

HIGHLIGHTS OF PRESCRIBING INFORMATION

CMS 2HHM

Ifa drug is a fixed combination drug™ with two or more active moieties / active ingredients, the

These highlights do not include all the information needed to use
DARZALEX FASPRO) safely and effectively. See full prescribing
information for DARZALEX FASPRO.

DARZALEX FASPRO™ {daratumumab and hyaluronidase-fihj)
injection, for subcutaneous use
Initial 1.5, Approval: 2020

DARZALEX FASPRO is a combination of darstumumab, a CD3E-directed
cytolytic antibody, and hyaluronidase, an endoglycosidase, for the treatment
of adult patients with multiple myeloma:

INDICATIONS AND USAGE-———-————eeeee

distinct combination of active moieties / active ingredients will be considered as one active
moiety / active ingredient for the purpose of identifying qualifying single source drugs.
Therefore, all formulations of this distinct combination offered by the same NDA / BLA holder
will be aggregated across all dosage forms and strengths of the fixed combination drug. A
product containing only one (but not both) of the active moieties / active ingredients that is
offered by the same NDA / BLA holder will not be aggregated with the formulations of the fixed
combination drug and will be considered a separate potential qualifying single source drug. For
example, a long-acting corticosteroid mhaler would not be aggregated with a fixed combination
inhaler from the same NDA / BLA holder that contains the same corticosteroid combined with a
long-acting beta agonist. In this example, the long-acting corticosteroid inhaler would be
considered as a separate potential qualifying single source drug from the fixed combination
inhaler.
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FDA {7} ADC

HEY MEY EPL & = A HI(DAR) M8E o7t HE(Fx MEF)
Hematological cancers
Mylotarg Gemtuzumab ozogamicin CD33 2~3 AML 2017(M37h)
Adcetris Brentuximab vedotin CD30 4 HLALCL § 2011
Besponsa Inotuzumab ozogamicin CDh22 6 B-ALL 2017
Polivy Polatuzuamb vedotin CD79 4 DLBCL 2019
Blenrep Belantamab mafodotin BCMA 4 MM 2020(2023 H%)
Zynlonta Loncastuximab tesirine CD19 2.3 LBCL 2021
Solid tumors
Kadcyla Trastuzuamb emtansine HER2 3.5 HER2(+)BC 2013
Padcev Enfortumab vedotin Nectin—4 3.8 ucC 2019
Enhertu Trastuzuamb deruxtecan HER2 7.7 HER2(+)BC, HER2(+)GC & 2019
Trodlevy Sacituzuamb govitecan TROP2 7.6 TNBC, UC, HER2(-)BC 2020
Tivdak Tisotumab vedotin TF 4 Cervical cancer 2021
Elahere Mirvetuximab soravtansine FRa 3.5 FRa (+) ovarian cancer 2022

X2 Nature, FUESH 2[MAIHE
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UE|2H (196170) FYMHTHE (K-IFRS ¢H4)

LAUALN (E191: 401D e (E90: Mot
ZAH128) 2019A 20204  2021A  2022A  2023A ZA129) 2019A 20204  2021A  2022A  2023A
E 29 42 39 29 97 FERHE 65 138 210 145 144
VEEW 18 2% 3 2% 65 HIUHIHRIM 4 39 1 46 30
EELe] 1 19 6 5 31 HEMH & 7ERA 2 3 4 9 17
| 13 19 21 34 4 T RRA 1 0 1 2 1
22{0[2 2 0 45 29 10 HISEXHA 21 21 48 100 12
EBITDA A 2 13 27 6 QERR 19 19 29 27 19
gl 1 -18 4 19 6 LAIIYS RIZHRRRL 0 0 0 0 0
Q| &k &0 0 2 3 2 0 J|EFERbRFAE 0 0 0 20 1
0| X2 1 0 1 3 5 ALY 86 159 258 245 256
AT ALY 0 0 0 0 0 R 11 97 123 94 100
7|E 0 -15 0 14 1 IHIRH 2 & J|EHHF 3 3 4 4 17
HOIMH| A U™ =&Y 2 -18 -1 -10 4 =S 3 3 2 3 0
oI HS 0 1 1 0 0 FEAYI|RH 0 0 0 0 0
ASMG =&Y 2 -18 -12 -10 4 HIRSFAY 4 2 4 6 8
SHAIRI =AY 0 0 0 0 0 IR = 1 1 1 1 0
EHEET 2 -18 12 -10 4 AR 0 0 0 0 1
KIEf R E20( - 16 6 8 3 LE] 16 99 127 100 108
EZz0[Y 2 -18 -12 -10 4 LN 70 61 134 149 148
KIHj x| = E 20| -1 -16 6 8 3 e 7 14 22 26 27
] a
% Q010 M4 TIEE JIZ k-GANPE: S, 5, DIEOIOIN DhEeviel BHRIID X2 oo ooon e
H| K] K] & 0 1 3 3 0
XY 70 61 132 145 148
HIsExR (TH): Aoigl) =XUS -58 -130 -199 123 -109
Exa 4 4 4 4 2
ZAKH128) 2019A 20204  2021A  2022A  2023A
YUEE HISE 9 2 -9 18 -8 Valuation AIE EEERER
ol 2 78 " 0 * ZAK128) 2019A 20204  2021A  2022A  2023A
Aoy zty| 1 2 2 3 3 ==
EPS 15 314 124 159 -85
SIS 0 2 2 0 0 BPS 1309 1203 2586 2839 2795
ERR Ml 0 0 0 0 0 EBITDAPS 26 36 252 51 422
Ao 52 9 3 0 - 1 SPS 597 842 747 551 1,837
JEfE3sE 1 19 3 -9 3 DPS 0 0 0 0 0
exgs gass 2 " 126 5 0 PER 7480 2103 5611 2861  -7718
J ; 0 0 0 o PBR 78 549 269 16.0 18.0
= EV/EBITDA 3654 16786  -249.1 817 -3893
RYMY St (CAPEX) 8 5 14 6 - PSR 183 78.5 934 824 27.4
LETIM L4 0 3 0 0 5
7[E+§§§% -15 -40 -112 56 -7 IH%’_H'% (E‘?’l HH, %)
WRES H35E 9 76 107 3 2 AA128) 2019A 2020A  2021A  2022A  2023A
=¥ 3 0 - 1 3 &Y Z718 (%) 133 45.1 8.7 257 235.1
AR Y =R 2 -1 0 0 0 1 gl E7t8 (%) x| 974 26,017.2 x| Hx|
e 0 0 0 0 0 K;HHfo:Qf %(7% (%) Hx x| x| x| x|
- WEZ0/28 (% 380 442 149 15.7 323
SE?H e _ 0 0 0 0 0 AHO|UE (%) 17 0.1 392 1020 -10.1
JEfE3sE 6 76 107 2 4 XHY20[2E (%) 24 373 162 283 35
HoHE = 7|} 0 0 0 0 0 EBITDA OFF (%) 44 43 337 928 66
s20] =7t 5 35 28 35 6 ROIC 144 04 573 476 100
oIz w2 o . % p % ROA 09 129 30 3.2 13
2 m . % N © 0 ROE 1.0 -24.1 64 58 23
== S8 (%) 25 1628 9.4 68.9 732
NOPLAT -2 0 -16 -30 -10 SRIQIZ/AT|REE (%) 824 2145 1516 -84.9 735
FCF - 6 28 35 18 glo|ol/ZEH| () 19 04 -25.1 -69.0 145
A= REEH
= 1.EPS, BPS U PER, PBRS A% 7|59
2. PERS valuation X|E9 4%, &FA = GET F71 7|&, MUY= 857t 7|12
3.ROE,ROASIER, X2 At S22 X Y BAS 7|FUZ &
7
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Buy (0§ 4) 84
Hold (5&) 16
Sell(HIZZ2) 0
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o A= S KEE HEFARE L A XA AE KM S8 ARMO] SiELICH

o S AR SBFATMAR} Hi 2Rt NIESHEY A Cyelo| FAMH FEFAME U HEE ER/st QX 5L CH

o 3= EXS3 (Guide Line): FAP|ZH 1270, BSUE 7|1E FAS= 42 (Strong Buy, Buy, Hold, Sel) 2 F-E6HCt

« Strong Buy: 30%0|4 Buy: 10%0l|4, Hold: —10~10%, Sell: —=10%0lsl= +&

» 4F FXS3 Guide Line: FXZ|ZE 12708, A7HEY CiH| ¥F HIE 71F2 FXS= 3l(Overweight, Neutral, Underweight) 2 #&
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