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Z2YNE
181 & dostarlimab 50022/ 224 (10mL/H}O| )

Y WX HAst pUidE O FAM X Moo =0 EOo|=
UKL gle ol FAFEGESE Hio[Yo| & FAHA|

™ wFZ7|dE ™Al ststeH o x|z SO0|AL Xz = S L
Bt b £ MM 2LdX 572 (mismatch repair defici
ent, dMMR)/Z281 = §oO|&=FX =2 (microsatellite instability—hi
gh, MSI-H) AtZuieteto| A= dol Xt R =

A EY
ol of 500mge of 3Foich 4%7| Sk 3020 A MY Festo
Sofghch Ol %ol of °F 1000mgS oh 6% uich 3020l HA HoY

Felstof Sofsict

L

Aol o3 e FEEHA g 549
o] 353 500mg 1 3] 59 utdl #7749 6 F 1000mg 1 3
(1F7] =35F) Fof
(1F7] =65F)
7] 1571 |27 |357] | 4 57] 571 | 657 | 757 6 =no}
=% ol
s 1 4 7 10 1:3 19 25 K
45718} 537 Alole] 3 1+A
of ofe Wwo| WHEFL; HBHX i S0l LIEI Bz

Bhx}
ol ef2 FOI5LAL S ZP HSE AIFYH(ol, IHC, PCR £&

NGS)ez2 JHIE-so|fE4¢x =2HHMH(MSI-H, microsatellite
h S

instability high) == =YX 57 Z&(dMMR, mismatch repair
deficient) & AEjE =telsifof otct,

22 ™

o O A=

2 42 AZSHK| gb=Ct. cigh k= 0|AHES S EE|st| 2{5HA]

HESE 25| gt HE A2 ol [EFE=E ATAE]
ol ACEH WA ofatHbznt Flitd ofatthks z2fof of et
AtMieh Atet2 AtE&e| FofAteol 7[5 0] ULt
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(1) CcHAH &lEte| EAM
O AFZujatek(EC, Endometnal Cancer)2 At20AM 2dlst= & & A2
AdEE Mot &2 S&cE XZAFee 5oz HE|xASMoZ
A RpFufaketat XP%#&BE 2550 XAEZSE2 2-6%2 EZ FHE)

ol CHEFO0| XtZuftetof sl et

- Hefdelo o2t 1" s 2gez EREC, A1E:2 XIuieket
(endometrioid) &2 Z 70~80%E AtX|sti, &2 Lio| &= H&E M,
S0 Fz wWMslD UbiMoz B £1 S22 £8x YUMo
ol 7t 5 M2g &2 H[XIL2ek 2 dE (7é 5 $%Aﬂi%‘)§,
I8 oMol FM XIFufo|ut XIFHHES

Ltse 0 ol =7F =&

- FE29 2y XU oM= = T BN aetsisteiio] =6t
oAsts Sl 1k} &esteH o 2= paclitaxel+carboplating EEQEHO =R
ALEstn 2X X 22= HeEel #F 0| X5t doxorubicin Bh=

L= platinum HERH 55 1HE = US23).
O dMMR/MSI-H &22 DNA =73 1jdo| ZEo| %‘%% LIEILH = &A1
HHO|OIAHZ, MAH RpZufetetel 2k 30 = Ao ZE LEH

AZ45). dMMR/MSI-H AtZLietete ofe ?__Xl' ors H
PD-L12} Z& HAAUZTEA 2 2lZt=S0] A0 U0l HAXUE
A Aol & BHSSH6)7),

— |

1) Ruiz et al. Lack of association between deficient mismatch repair expression and outcome in endometrial carcinomas of the
endometrioid type. Gynecologic oncology. 2014;134(1):20-23.

2) Qe A AR Ed et v4.0. 2020

3) Concin N et al. ESGO/ESTRO/ESP Guidelines for the Management of Patients With Endometrial Carcinoma. Int J Gynecol
Cancer. 2021;31:12-39.

4) Eso Y et al. Microsatellite instability and immune checkpoint inhibitors: toward precision medicine against gastrointestinal and
hepatobiliary cancers. Journal of Gastroenterology. 2020;55(1):15-26.

5) Kloor M, et al. The Immune Biology of Microsatellite-Unstable Cancer. Trends Cancer. 2016;2(3):121-133.
6) Dung T et al. PD-1 blockade in tumors with mismatch-repair deficiency. N Eng J Med. 2015;372(26):2509-2520.

7) Harrison’s Principles of Internal Medicine 21e. 2022



(2) ol 54
O MEES2 T cellel PD-1 =ExA|0l| Zgtstod, PD-12} PD-L1/PD-L22| ZetS
xtetste 21743 ctd 22 5H| (humanized monoclonal antibody)218)9).

- PD-1 Z2c Y9M4Y Mo =™ =z, T cellel PD-1 &7t
PD-L1/PD-L22t Z&5tA =™ T cellel Az M3t IPH0| X = 0

AOJEZISl MM 2 MxZ 23l 7|=s0| ZaF10, o|z{sr 232 MatA el
Jleed HxE Z=ZFOA Ao st A"z ol Lo Aol T cellel
2 Z KANolfsto X IF HY F BEeAel =& &4AZ Metstes oL
o MEZJI AAZ PD-L1/PD-L2E 24510 T cell 07l WA HEZZ
AXst= 7+ AS1),

- MHEES2 ipilimumab(0dE0|F), pembrolizumab(Z|EZCIE), nivolumab

&L
=]
olm x|

e

1

—_

HZ) atezolizumab(E/HMIE2IZ) avelumab(BIHIA|23), durvarlumab
)0l o2 7™M M2 AKX A (immune checkpoint inhibitor) 2!,

(3) M 2 QAAHRI B X|E|

= a0 o —

O AMFZES mBA1213)14) o AARBX[E 1960 LM U AN

(=N=—1 = 0o

dMMR/MSI-H At3uietet X[ 20| ALEEl= PD-1 3 XM= Ag=od,

dMMR/MSI-H &2l MEE =/ S Category 118)2 ;q—;lg:_

8) Harrison’s Principles of Internal Medicine 21e. 2022

9) Green AK et al. A review of Immune Checkpoint Blockade Therapy in Endometrial Cancer. Gynecologic Cancer. ASCO
Educational Book 2022

10) Francisco et al. The PD-1 pathway in tolerance and autoimmunity. Immunol Rev. 2010;236:219-242.

11) Pardoll et al. The blockade of immune checkpoints in cancer immunotherapy. Nat Rev Cancer. 2012;12(4):252-264.
12) Goodman & Gilman's: The Pharmacological Basis of Therapeutics 14e. 2022

13) Fundamentals of Cancer Detection, Treatment and Prevention. 2022

14) ASCO Educational Book 2022. Novel Therapies in Gynecologic Cancer

15) NCCN Clinical Practice Guidelines in Oncology, Uterine Neoplasms(Version 1. 2023)

16) Endometrial cancer: ESMO Clinical Practice Guideline for diagnosis, treatment and follow-up. 2022

17) NCCN Clinical Practice Guidelines in Oncology, Uterine Neoplasms(Version 1. 2023)

18) Category 1: Based upon high-level evidence, there is uniform NCCN consensus that the intervention is appropriate.
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(4) AaAlE At
O [GARNET A2, gthda 1419 18AM o|&e| UM L= FHAM
dMMR/MSI-H At=ztf et 2tXH(n=108)2 &=z =zl chad+,
CHRE, | 370 14 AlE 2| part 2B F2H2A20 F2p20),

- 1A HIIX| E22E A B S E(ORR) ¥ UM X|%7|ZHDOR)2E,

= oA HIZ2E2 43.5%(95% Cl 34.0-53.4)% 11, 2™ HkE 119
(10.2%), 2£ ¢SS 36%(33.3%)2l EXjolA 2telg
+ BESXISTIZH BYTolE TSR] ton], 12709, 18718 AIY S
wAl 2E23)2 Zt 90.9%, 80.1% =2 FH&

- FAH BRZIN RY 4EI|ZHPFS)T A MET|ZHOS)S FY
SeHotR| pIRtoni, A4 13.570F Ol XM BEE EX 729 (o2
BEE S MEV|Z FYTS 12.200HoIUon MA MET|zkel
sugte TR %S,

- M AZ A%, BY HOIRE, PD-LI AEl, MMR B 24 5 20l

19) Oaknin A et al. Safety and antitumor activity of dostarlimab in patients with advanced or recurrent DNA mismatch repair
deficient/microsatellite instability—high (dMMR/MSI-H) or proficient/stable (MMRp/MSS) endometrial cancer: interim results
from GARNET—a phase I, single-arm study. J Immunother Cancer. 2022;10:e003777.

20) AT A& A1H:2017.4.10., data cut off A7 2020.3.1., FAAZ717+ T4k 16.371€

21) AAFE A AA

75 37 &
Part 1 dostarlimab®] A% 74k &5 Zgko| W& okxA PK 2 PD H7}
A | dostarlimab 35 E£+ 65 ?i TA g A A o ) g w7t
Part 2 B AR Fk £ e T4 FITEJA dostarlimab—‘?] A g 2 kA vt
- Z3E AI(AMMR/MSI-H EC, n=108), 3 E A2(MMRp/MSS EC, n=156)

o)
ool sdsts ZEE Al Aut AAE
22) 12} #H7}A % Objective response rate (ORR), duration of response(DOR) by blinded independent central review (BICR) using
Response Evaluation Criteria in Solid Tumors(RECIST) v1.1.
* a4 Hrh A%

AN AFAHS ZSE AIAMMR/MSI-H EC, n=108), ZZE A2(MMRp/MSS EC, n=156)= W7o 48k AF= A5 45

Data cutoff 2020.3.1. IA2 (n=108) 2021.11.1. JIA3 (n=141)
FALET T 16.371¢ (9.5-22.1) 27.6714
A2 HES-E(0RR) 43.5% (34.0-53.4) 45.4% (37.0-54.0)

kA #3(CR) 10.2% (117) 15.6% (221)
S5 B8 (PR) 33.3% (368) 29.8% (427)
S AE(SD) 12.0% (13%) 14.9% (2178)
Ax HE(PD) 36.1% (394) 36.2% (519)
B} %ﬂ'(NE) 8.3% (99%) 3.5% (5%)
A 24 E(DCR) 55.7% (594) 60.3% (857)
Ll X]#7]7]' (median DoR) NR NR (38.9-NR)
s 774 88

12714 A 90.9% 93.1% (82.7-97.4)
1871 Al 80.1% -

24714 A1 A - 83.4% (70.3-91.0)

23) K-M estimated probability of remaining in response



O

OFMAM ztHSto] JIE HlH st x| 22k O|AEFS(TRAE)2 I 2(17.6%),
AMAH13.8%), 241(13.8%)0|%11, 355 O|Ate] X|Z & O|AHIES 2
13.2%0|M LIEIGen], X|Z2H o|MEIS o= 2lst X|& JFEH2 5.5%

of| Al 2hA st

HS 23D4(16 1%) 22 HE2 423(29 4%)2] EFIMIH QFOJE.:.'. HH=
X&E27|124e SU40= TESHX| 2420{(95% Cl 38.9-NR), cut—off
A XM HIES BEXbe| 83.1% 7} HI2Z2 X|& 8t

Frd MEI|ZE SL4U2 6.0701E(95% Cl 4.1-18.0)0|g=20q, A
MET|Z2Ee| LS EESHA 232(95% Cl 27.1-NR).

[ZF8H|m]26) RSHAM = xukMd  XpZujotel skXle| 2k X|BRZE
doxorubicing ASEH ZoptEC H72F GARNET dolM HEZFe wad
9 QA B mEH ZBen2s),

1A HIHX[ 2R MA dEV|Z2He] Y2 MEET0M DESHK| &g
(NR;not reached, 95% CI 18.0-NR) doxorubicin®2 11.271 &
10.0-13.1)2, MEETFOM FelstH St Ldatg EFS(HR 0.41,
95% Cl 0.28-0.61;p<0.0001).

S MEZ|ZEe]  FAUGE MEEZAM  12.27HE(95%  Cl
3.3-NR), doxorubicinT®ollAl 4.970&(95% Cl 4.1-6.6)2 =2 AHET0|A]
FelstA ZHME(HR 0.38, 95% Cl 0.28-0.51;p<0.0001).

24) Oaknin A et al. Safety, Efficacy, and Biomarker Analyses of Dostarlimab in Patients with Endometrial Cancer: Interim
Results of the Phase I GARNET Study. Clin Cancer Res. 2023. doi: 10.1158/1078-0432.CCR-22-3915

25) data cut off A|F: 2021.11.1., FA#HZ7IZF S4ak 27672

26) Mathews C et al. An Indirect Comparison of the Efficacy and Safety of Dostarlimab and Doxorubicin for the Treatment of
Advanced and Recurrent Endometrial Cancer. Oncologist. 2022;27(12):1058-1066.

29w A
treatment weighting) & A}&-3fe] 2 Ho|H AES g gaits A
28) GARNET 9/dA193 2], ZoptEC AlgolAe= &Ake] MMR/MSI AEI7F - HA gkgko), Aag T Ay Aguerdel A &
st M-S AFES W MMR/MSI Elo] me} dS5Es AlAeteE S5 A7 $hs
29) PFS 2 DOR #H7} AAS GARNET(12F, 185, 425, 485 % 84FA o] AADNI} ZoptEC(OF, 185, 275 2 32540 AA])olA
datornz olE A3y & 7P s @b W Afole] Aglel wEh $xE ddshr] f8] v Eﬂ NEXE AH8se
mASM(modified assessment-scheduled matching) HHS Ag3 o™, npA9 doxorubicin ¥ Y + 504 Aeks.

FEog ok wek HEYHE FASH] s vdA F4 Wl obAsl IPTW(stabilized-Inverse probability of

_6_



A —— Dostarlimab —— Doxorubicin B —— Dostarlimab = Doxorubicin
Dostarlimab median OS (95% CIj: Dostarlimab median PFS (95% Cl):
1.0 NR (18.0-MR) 1.0- 12.2 mo (3.3-NR)
Doxorubicin median OS (95% CI): Doxorubicin median PFS (95% Cl):
11.2 mo (10.0-13.1) 4.9 mo (4.1-6 6)
= 0.8 > 0.8
2 3
fé 0.6 r‘é 0.6
o o
S o4 S 04
e c
@ @
0.2 0.2
004 * Censored o.0d * Censored
T T T T T T T T T T T T
0 ] 12 18 24 30 0 6 12 18 24 30
Time (months) Time (months)
N at risk N at risk
Dostarimab 91 65 43 27 15 3 Dostarlimab 91 43 26 15 7 2
Doxerubicin 233 165 100 68 33 1 Doxorubicin 233 48 g 3 0

— M S E2 MEETZOAM 43.5%(95% Cl 33.2-54.2), doxorubicind
Ol M 13.7%(95% Cl 9.3-18.3)2, AEETMA O LI2 38 EF 5
(adjusted OR 0.19(95% CI 0.11-0.33;p<0.0001) 2 RR 0.30(95% CI
0.20-0.44;p<0.0001).

- S XFI| S HEEZAM ZESHK] 2u20{(95% Cl
NR-NR), doxorubicinTollA{ 8.47H&(95% CI 4.9-11.0)0IA}Z(HR
0.04, 95% CI 0.01-0.20;p<0.0001).

C Dostarlimab median DoR (95% CI):
NR (NR-NR)

Doxorubicin median DoR (85% Clj:
8.4 mo (4.8-11.0)

1.0+
> 0.84
.‘E
[}
ﬁ 0.6
o
2 04
£
=
(7]
0.2
0.0 + Censored
1 T T T T T
0 6 12 18 24 30
Time (months)
N at risk
Dostarlimab 40 33 20 11 5 0
Doxorubicin 31 16 5 3 1 0

— O|AtHIE 2 AAEE 2 doxorubicinZ} ZtHSH 7| &of 224zl o|AtHIES 1}
Ax|et. AlZtsh O|AEFS(SAE) &M HIE2 F oM FARRICO, 3852
O|Ate| O|AtHIES HHMEZ2 AMAHET(48%, 62/129)0 A doxorubicin®

St=(0R 0.29, RR 0.63;Z+ p<0.0001).

.~
(06]
R
—_—
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BECEE
O &= =43[30)0f w=m, FaHAd 3 A XpFujerete| 2xp X2 M2
Rs  MZzsA  gelewoz  MEHMoln, J|E KB e
T %
T ()

dMMR/MSI-H o{&2} FastAH AlEE
=Zo| =35ty a4 M= 7|zt 14 o|gkel 10.3-12.37HE H&E
=t ME o =E 2l OFu .Jjéﬂ%% GARNET A4 E Sdl
dMMR/MSI-H A}ZLf ket 2EXto]| A 7| sheted OfH| o =2 45.5%2]
Jlzb ZoF wkS J|zie
PN gl ':'._FQ% Hol &Xte| 84%7F 24 EHAH 0{% 5|
o

A2Lt BkgE0| 2F 10-15

O MEE2 "ol wz7(gh MAl stetedol X7 JFo|AHL Xz = &
=X S7Z& (mismatch repair deficient,
SA0| £ = (microsatellite instability-high, MSI-H)
Atzdiereto]l A= dgel  EXtel X[=R7o| FIt B2 2H=E, XY
doxorubicin 0| ZF0i&[11 U2E2=Z EHI4|7|"E>§ s= 11 A, 2kNe] 22F

S0
a0t F 52 o7& & HXp Soll 2ot #d M= (T4 HHEA
Zstctn Eekel= oFA|)ol| o Eetct E7| o2 =.

S =
o =

LiERH e = T
dMMR)/Z2HI & &HoO|

O HM159xt A =etrlo|f| =], 2023H 63 14

12. X}=Z2H(Uterine Cancer)
2. DA™ H (palliative)
Lt SEofctAl: 2X} of At

oA st B F0o{CH A
o = 7| gt §P§. N2 & Ee g T M= ®feM E£=
M (FIG stage IIB O|Alh) RiZLjgtetoz Cl2gs 25 oHE
St 4%
@ dMMR™?(mismatch repair deficient)/MSI-HT™® (microsatellite

. = instability—high) 2!l XpZ L 2tet

1 dostarlimab™ L aa - i e
@ ECOG #=d=2 "™®IHPS: Performance Status)7F 0 EE= 1
¥ O|™ PD-1 inhibitor, PD-L1 inhibitor, PD-L2 inhibitor %X|&

= x| ot2 Ao st

% 2F B (carcinosarcoma)2 FOoiCANAM X &

30) whEta

00(
ks

Py
fint)
re
1
P

) i) ), T QI E )
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F1. HAZZAH A (nivolumab, pembrolizumab £)= OofAtx| 25t £xkg Y S9o| 7ZIZ
Atgtof| e 7Hsst 27|l X2 B0 st XAz AEo| S28H 2/Atd 2
ol F0{=0ofo} sln{, Lz 0] AA| SHE Fof et X2 E HALEHAMAPG I Zof| A |

= —

= S0{QI™ T2 ChEel & JHX| o|Mof siYst= TZ|E & AZSteE EHT kb, A
= YEe|Wn, gelnp M

R
MO
1o

N

N
o
o0

® ‘SaEol=o 2et HEo wE ANFSSHE ofeke| 7|z
@ ‘Mol wE AMH
@ "HAR 2 HAY SflEA olZXEH o wet MEE =X o st ol Atdol ot
27|
» S0QI™T|ZE 1A (B, AHTHAl S 0™ Stxl, 19 ol =X Foi7|2t
of cHeh AMZn} ol &FE Al XS HAEsIo] Fof 2d2=2 &

HE etEd

Sdof| w2t Z22 ¥ =.
s At 2YT|HollM METt SAAE S &85t0 2ot & FAZ0| et 2L E
S HAE = U2
2. HC &AL
F3. IHC AL 227t 2H&EE 29 PCR == NGS dAF F7H Al™

(8) M= SH =&

O t™EE2 A7 =71 & 57i=(ol=, 5L, o|Ez2[of, 294, F=) AT IEol| XY

O HMel= "7t 22t

— NICE(2023.3): 11, Managed access agreement
= Dostarlimab2 g 7|8t st @HS 22 Molo| XM = XY
dMMR/MSI-H  AlZujetetoll  CDF(Cancer Drugs  Fund)

o = =

MAA(Managed access agreement) =& &Fs5t= 4o #H1=E.

T

A

o

ol

I

ol

- SMC(2021.12): #11, Patient assess scheme
= Dostarlimabe X|&& =Jt 2 S xjmoto weEl EEMo=z
NHSScotland LollAl AtE0| & EF.
= O|Mof| uig J|HF HEZ w2 Meolo| MM L=
dMMR/MSI-H AtZufatet Mol stxie| x| =of HlefHo=z HIE,
= SHE H1= PAS(Patient Assess Scheme, simple discount) =74 5}ofl

NMNE]
o= -



— CADTH(2022.9.): #11slX| gt

o
=
UMAISHOA Jemperi2 X|23= S0 L& §'_|-7(|.o1|7-|| XII:HQI =
H

ol =g X[t L =F0| YOO DIEtE

ZdolX| EstAlMO| 212,

St
=

Ol
—

o S

- PBAC(2022.11.): #1SIX| &g

LS A
Ciel HA720l| o|=5l= o|AM= H|0|E7} E&EX|& OjH| 0|50 S=HAlst
pembrolizumab+lenvatinib &1} H|W5t0d 50| ESSHK| LCcl=

= ©
FZo| 4 dlolEof o5 =5 WELEEHKX p=rt bt

Ol HM=Zo|AM A HO|E7F HAEX| ton] AjHoz A2

o
=

r
]
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