IMFINZI ®
HDJeE =25 5T

= RERIE
(ZE4hS 2017 5 FDA 785F £h)

>  Durvalumab 2B HFERIE (AstraZeneca ) BB R EELEY)  EmA
% Imfinzi - Durvalumab ERZ R EBFHIR - ARNAEIBENNEE - EAR
WHIRE PACIFIC s & - E2— BRIk I 8 - BEt - €5  LEEHBRNZ S
DERRELER - §7EFTfh Durvalumab fER A ERIZ FM15E =R/ AR b=

(NSCLC ) mMAMBNY - EEmATEZHT(EEMBG aBERIAER T - #HE
Durvalumab - E3Z&E48EE - Durvalumab BEEE = 7 EmEFH - FDA 2017 &£
#%F Durvalumab R M EEMEILES -

US FDA A EEEREH/E AR
. AR FEBEIE
EEE A i ’
Biliary tract Phase 3 RCT mOS: 21-day (8 cycles):
cancer, locally _
685 pts Durva+Gem+Cis vs Durva : (1500 mg) /
advanced or ]
. Gem+ Cis: 12.8 vs
metastatic (341pts) Placebo
.| 11.5(months) (P=0.021)
Durva+Gem+Cis o
[EERME EASL E R M PFS +Gemcitabine
9y m :
EErE (344 pts) ,
: (1000 mg/m*)
Placebo+ Durva+Gem+Cis vs
Gem+Cis Gem+Cis (7.2vs 5.7 +Cisplatin
2022/9 FDA , months, P=0.001) 5
NEJM Evid. 2022, (25 mg/m")
7(8) RR:
Follow: 1500 mg of
Durva+Gem+Cis vs durvalumab or
Gem+Cis: 26.7 vs 18.7% placebo q 4 weeks




Non-small cell
lung cancer,
stage 3,
unresectable

Phase 3, RCT

After two or more

Primary endpoint

mPFS:

Durvalumab vs Placebo:

1 to 42 days after
chemoradiotherapy:

Durvalumab:

_ cycles of 16.8 vs 5.6 months 10 mg/kg or palcebo,
FasumE=m | O JEIOTP
platinum-based (P<0.001)
IE /N A el b 92 _ every 2 weeks, up to 12
chemoradiothera
RR: months
Py
Durvalumab vs placebo:
2018/2 FDA
28.4% vs 16.0% (P<0.001)
N EnglJ Med. 713 pts
2017, 377:1919- mDoR (at 18 months):
1929 (473 pts)
Durvalumab Durvalumab: 72.8%
(236 pts) Placebo | Placebo: 46.8%
median time to death or
distant metastasis:
Durvalumab vs placebo:
23.2 vs 14.6 months
(P<0.001)
ADR (grade 3,4)
Durvalumab: 29.9%
Placebo: 26.1%
Non-small cell RCT Phase 3, mPFS: Arm1:
lung cancer,
? ot Pts with Dur+CTvs CT:5.5vs 4.8 T (75 mg)+ D(1500
metastatic
metastatic months (P = 0.0009) mg) + CT, 21-day 4

BB MIE A=

NSCLC who had
not received

T+D+CTvsCT:6.2vs
4.8 (months) (P = 0.0003)

cycles, followed by
D(1500 mg) every 4
weeks, plus T (75

AENERSE  EHAME - BERESREMNERRERN -
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2022/11 FDA

Journal of Clinical
Oncology. 2023,
41:6,1213-1227

prior systemic
treatment

1,013 pts (3arms)

Arm 1 (338 pts):
tremelimumab
plus durvalumab
vs chemotherapy
(T+D+CT)

Arm 2 (338 pts)
durvalumab plus
chemotherapy (D
+ CT)

Arm3 (337 pts)

mOS

Dur+CTvs CT: 13.3 vs
11.7(months) (P = 0.758)
T+ Dur+CTvsCT

14.0 vs 11.7(months)

(P =0.0030)

RR:

T + Dur + CT: 38.8%

Dur + CT: 41.5%

CT: 24.4%

DoR:

T + Dur + CT: 9.5(months)

Dur + CT: 7(months)

mg)on week 16/cycle
6

Arm2:

D(1500 mg) + CT, 21-
day 4 cycles, followed
by D(1500 mg) every
4 weeks

Arm3:

CT, 21-day 6 cycles

*CT options for all
arms:

carboplatin plus nab-
paclitaxel, cisplatin or
carboplatin plus
gemcitabine(squamo
us histology), cisplatin
or carboplatin plus

chemotherapy CT: 5.1(months)
pemetrexed
alone (CT)
ADR (grade 3 or 4)
T + Dur + CT: 51.8%
Dur + CT: 44.6%
CT: 44.4%
Small cell lung Phase 3,RCT Primary endpoint Arm1:
cancer, extensive ,
o Pts with mOS: T (75 mg)+ D(1500
stage first line
untreated ES- mgqg) + CT, four 21-
treatment D+ CTvsCT:
SCLC day cycles, followed
(CASPIAN)) 13.0(months)

by D(1500 mg) every

RENEHRSE  BFERE -
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Bz HR/ Al ARy

2020/3 FDA

Lancet. 2019, 23,
394(10212),
1929-19309.

805 pts

Arm 1(268 pts) :
Durvalumab +
platinum-
etoposide

Arm 2 (268 pts)
Durvalumab +
tremelimumab
plus platinum-
etoposide

Arm 3 (269 pts)

vs 10.3(months)

(P =0.0047)

mPFS :

D + CT: 5.1(months)

CT: 5.4(months)

RR:

D+ CT: 68%

CT: 58%

(*T + D + CT :the sponsor

remains masked to this

4 weeks, plus T (75
mg)on week 16/cycle
6

Arm2:

D(1500 mg) + CT,
four 21-day cycles,
followed by D(1500
mg) every 4 weeks

Arm3:

CT, six 21-day cycles

(CT: Etoposide 80-100
mg/m?, days 1-3

Platinum- )
etoposide grotp Carboplatin AUC (5-6
mg/mL)
Cisplatin :75-80
mg/m?)
Hepatocellular RCT Phase 3 mOS STRIDE :

carcinoma,
unresectable

A oIt ERY AT 40 AE
y;:‘:uug

2022/10 FDA

NEJM Evid. 2022,
1(8)

(1171 pts with
confirmed uHCC
who had not
received prior
systemic
treatment

Arm 1: (393 pts) :

STRIDE (Single
Tremelimumab

STRIDE: 16.43(months)
Sorafenib: 13.77(months)
(P=0.0035)

mPFS:

STRIDE: 5.4 (months)
Durvalumab: 3.8 (months)

Sorafenib: 5.6 (months)

Tremelimumab
300mg one dose plus
1500mg durvalumab
every 4 weeks

Durvalumab :

1500mg, every 4
weeks

Sorafenib :

400 mg, twice daily
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Regular Interval | RR:

Durvalumab)
STRIDE: 20.1% (CR: 3.1%)

Arm 2: (389 pts)

Durvalumab: 17.0% (CR:
Durvalumab

1.5%)
Arm3: (389 pts)

, Sorafenib: 5.1% (CR: 0%)
Sorafenib

CR: complete remission, mOS : median overall survival, mPFS :median progression-free survival, DoR :
Duration of response, RCT : randomized control trial, RR: Response rate

ERHE

Durvalumab 22— A®REIRER G1 kappa EisE - IJEEIZFHMAMIT TR 1
(PD-L1) &2 PD-1 %1 CD80 (B7.1) 19455 ; PD-L1 PHETEEL T AE(EIE - & T Ak
RESURESCHEEARR - PD-L1 E—REREREEARNERZBARNEEREMES -
A PD-1 1 B7.1 A5 NAEE T AMRINEE ; FBET PD-1 1 B7.1 RE/EAT&RE
iREEE T ABRAINEE -

Bt REES EHEIER
> BTt EENLER (1R 10%MmAE R ERML )
> AlEIMIXERREE : Lymphocytopenia (43%; grades 3/4: 17%)

AREEKEREIFA

1. OEME : BEKE<10%)

2. PIRME LA K5 (34%) BEERE(<10%)

3. BlEBEEEM: IER(10%)

4. RADMBENHE R SIMIE(52%) - S MAE(32%) - K5 MIE(46%) - K8k MIAE
(33%) - FRARBRTNEEIR T (12%)

5. M4 ERBREEREE(Y-GT))H5(24%) - MBEAKEEREEALT)AS
(39%) - MBEXRZRAMLERE(AST)T+E(36%)

FEMEHSE AR SR SRR AR - gg?_ﬁ?\{w matien 2022




IR 2247 - 1Z280(<40%) - B (17%) - kBB (<34%;
(=40%) -

SR AE(E) - R
IR E R (26%)

M IR
7. HEZRG  BE(12%) - B2 (23%; BIFEKER) - REZET(<10%)
8. WIREHEZI: kA (<10%)
9.

R Bas: BN (< 10%)

AtRE | EREEYETERRGRE - PRUWERIBIER -

NHRREMZEYNTIERER - ZYRIFANERZ

Terminology Criteria for Adverse Events, CTCAE)
En# - SDREZR

BiE  EYARSHNEIER - RERERRRVER - NS
FE Bl E Fo el R T RO R RSB MR 2E (Common

SEARBENEABESEELRER  FIRERESUENERE
SERFIERIDE  2ABRM K PREAK) - HREG &K ) Han(4 R (5
R - BEE IR LINEIFERE  FEENAREBHETHSRAEIEE B84 4 KEF  AIFERERNA
BEEE -
T SR
> A BRI B IhEE
B REHEE
> VAEDETHBINEAETNEIZEREE  BSEARRPIL L 85 EIF L B E
I -
> FAzz/R Al
B EEAERE ImfinziREIE
B RS HREE E3R) RENEUEULERE  EEL4L% -
B HRAEEDERE (E4R)NEENEEMAERE ERHFEESLS fétﬁ’aEE Nl
BENRE (B3R RPENEUHABRIE -

AR KR ERERRRE

B EAREEEREZ 12
KAER -

BA
BERE/NREFEREBRXR 10 mg prednisone 3 ENEI£

.

2S5/ EEFEREARREARENEIE
ARRE BmEE AR
LIMESEM : OMLK | Grade 2, 3, 0or4 KA fEH durvalumab -

rEMERSE  ER5E - FE

AR E SR AT iR A AT



BES P EIFHR R Z

ol ERBEEER AN/ EE R ELE
EfZETRE -

REFERRRE
AR (0 &Rk 1

{=H durvalumab ;
% sHT2IdEN
) BOEMER -

PE N ERER

X

— SR PR M K7 3% - &R 8L SUS - NMREFRBERRERERE®E 12 B
e TEN 5% DRESSa RERZHMHRME - LBNRERS
AR EEEREE 12 BAELE
prednisone JBE <10 mg/X (5%
W) - Bl AfEH durvalumab -
iR~ ~ TEN =
et SJ5 % KAfEH durvalumab -
DRESSa
Grade 3 or 4 1= durvalumab B2 KRB ED K
2128 (BCERRERE) -
B LIRINBEAR R, 2 grade | BMRIEAIEE - (RBERKIBELHEBE
2 BEa@s=EE% )
WEIRIE type 1 RIBHERIBETLHEGBERREEER -
NP WES F{=51F A durvalumab ( BURR B

EiEE) -

RIZER AR B R YAEE AT

ERARBR TOBETL

RIZRAR B R EREY SR -

FHARBREEEMER B

RIZER R IB B ERPRERAERS

Grade 2

REE R E
HIR (0 #REk 1

{= durvalumab ;
% Bl
) BolEHER -
MREMRBEAREREREE 12 BN
BETEHI D RIE  HEWRERS
FEEREEREE 12 BARER
<10 mg/X (5%

- Bk X 2 durvalumab -

prednisone B2

8 )

rEMEHRSE  BHEHRD

BEEE

SRELEMEL FE R T B8R -

L O ST
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TERR e
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1% durvalumab ; REEERES
% FHUTEEHE (0 AR 1
&) BOEHRFEA -
MRERFERANRERERE®R 12 B
RATEHE D RE - HEBMRERE
AR EHEEREE 12 BAREE
prednisone B E <10 mg/X ( 5%
M) - RIXKAfEA durvalumab -

Grade 3

Grade 3: Durvalumab in
combination with XAIEA durvalumab -
tremelimumab
Grade 4 XA f2F durvalumab -

ShEsY  BZFS | Any grade XAMZHA durvalumab -

1% durvalumab ; FEHERERE
% SHTEINEHEE (0 4R 1
) BOEWEA -
MRERBERREREREE 12 BA

WIS Grade 2 SEEL NS RE - AEMBEE
FAREHEREZ 12 BRRER
prednisone B E <10 mg/X ( 5%
M4 ) - BIZKAEH durvalumab -

Grade 3 or 4 XAEH durvalumab -

IRE0ZESS | [RHEECE O RERE L B KB B fE 2Rk fR R K

(Vogt-Koyanagi- AR DKV ER -

Harada-like

syndrome)

{2 durvalumab ; REHERERRE
% BHUTRIEOHE (0 4R 1
i) BOIEWER -
MRERBERLEREREEZ 12 B8R

REFERSE . HARR - AR S T R e - Binformation 2022

"I nTel
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BAETENI D RIE - NEBWRERE
FAREHEREZ 12 BREER
prednisone /B ZE <10 mg/X (5%
M4 ) - BIZKAEH durvalumab -
Grade 3 or4 XAMZHA durvalumab -

P ETELREE durvalumab BiSEEE -
Grade 1 or2 o[ E B FR4 durvalumab B4

T & e
ZEYDIRRR -

Grade 3 or4 KAfEH durvalumab -

ZMZEIEH
> TFHEBENBEEYLIER EEEHH*”Q"Y“JE_JZ*E? B INBE RN/ 2= AT
B - FEREYREFRENEUINSESFANS -
> KREHFEE (25M%) g 1§%F¢==§¥ETEU*““ (1 PD-1 -~ -PD-L1 A1 -
CTLA4 Z5X ) RUAERMR - RE  ARERE RIS a R 1a 8 - ﬁﬁﬁ
prednisone FIEMHERBXR 10 B ES - FFAZEREHRERNTEE - B
REEEA R EEERER SRR EEENARSH -

w R E IR R

>  BIheE(Serum creatinine) ~ FFINBEFEEI(AST ~ ALT - billirubin)

> RERIGEREARARINAEE

> BSRIMmE (MEes ) - SRR (EBEBEE NN TRREEY
Al ) -

> BUESRESIENARRENER - BFE&EEX - B8 - AoWHE (B LR
BEAE ~ WEMRm -~ ERRX - BRIRER ) Ak - DMESH (0K - 08
Ko EAE - OEEAE - DHERIBAMEX ) - XK - [k - EESUMR
=4 -

> BERENTAERERERER - IRES/EIEMSHAREE - AIEETEIBEE
AR RHABEREM -

> CAEBRIEEIBFXRENRE (HBsAg ) ~ JEFFRZ0 58 (anti-HBc) -~

—

AEMERSE  EEHKM - FEEES KIS EERIERM -
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BINFRERENEE (anti-HBs ) - ARMEEEA HBV BERMRE - Al
FEETERNELIEEZEEFTENRSEDIER -
> aERRESBMNXRERENER (HBsAg ) ~ SR R#Z0#8e (anti-HBc) ~ &
BN SRERENEE (anti-HBs ) - ARMEBEA HBV BERAMRE - Al
FEETRBREUEEESEFEN RSB EYER -

U]

e (MY[E L reference)

Durvalumab 2 A%%&3KER G1 kappa EXnEE - BIR PD-L1 eEi@EfaHIE - T
MEAR EBrZRBmER - Hop PD-1 Z2BRIIGIMH R RaER, -

& T ARSI B ABARRS - SEARIRAS S ® IR PD-L1 B8 - & PD-L1 A PD-1 8%
w3 T ARAUARIEE - 1 PD-L1 RERERHBAITI A PD-1 1 PD-L1 &
& EWOEL T ARBEERIE -

e A

B

CD8" T cell

Anti-PDLI1 % e®
AR IFN-yR
PDLI1 Jyf I IEN=Y
| a/ 5
MHC class Y %1(1/2

Tumor cell

Q4

. V.
,/ R L \\

Front. Cell Dev. Biol., 21 July 2020. https://www.frontiersin.org/articles/10.3389/fcell.2020.00672/full
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ZZEM/ AT IE -

1. PD-1/PD-L1 FHERE ( 82%& Durvalumab ) B2iR e E R EHINGEIER - EMmigE 7
BIEREMNR  ERNARKE - BEMNBGNRENARREC D EF T
BERMASAET - BIFRABEREEAERRE ;| FEBTORERENRE - RHIH
RIFBEREENNARKIE - /R Durvalumab Z2FRAENEN - £ES
Durvalumab ZEIBLU MR - FBESHTEHNEEAS -
> AEERREEREBRENREZATHESCHAR)
> BRERBEEBAKER  ZEBMEREX - EMMX - 1 ABRTKEB

BURF K
> ARBAZEIEE (AIDS)
> BESARBEAIEEREARKE -
> [EEFERRASAIFEHIRERANER - B EBEEEBE NS HE -

2. FAIEE Immune check point inhibitor (&R ERLINGHIE) mA BT L E -
IHERBER AN BN EEAS - (WAL AR AEZEY) 522 M ARV B R Bo ORI 22
BEEERENREEERIEE BB TD)

3. MABFERAEMEY)  FEMBEESEAEY ZBREFA -
LWEOBEEFELEERENABREES  mMARRZABRFERE 3 B HEEER
75 bt 22 35 Tt 0 36 SR I EL

5. BIfFRZEAR 3/4 ARBIERTZEWFREREZEEIEGRREY B SR IREIE) SR
ZRE -

6. ERPREDA: FTINEE - BINEE - M#HE - BFARER -
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