U NOVARTIS

oobddodil77seul Lu-PSMA-GL7I0 O 0OO0OO0O0OOOOOO
JooopSMAUOOODOOOUOOOUOOOoooOooomoon
oo oboouobooogn

Nov 14, 2023

oogoooo
Dooood
000000 o000ooooodg

OD000000O000bO0DbOO0DbO0ODoOooOoz20230100230000000000000
dododoooooooboiooooboobooboobooooooooooood
O0000000ooooonDodihttps:/iwww.novartis.comdO OO OO OO0

e OYLu0 Lu-PSMA-6170 000 0 MOPSMAfore0 00000000000 DO0ODODOO
00000000 0MFSO DD OIHRD 0.41 ‘Dooor

000000000 Y0wOLw-PSMA-6170rPFSO 00 0200012.000°

e DY O Lu-PSMA-6170 0000000000000 0ARPIOODOOODOOOO
0000000000000 0000o0oooooooooooon !

e 2000000000000 00D0NSO00N0N0NNNNIB4% 00000000000
00000000 %YPSMAforeD D DOSODODODOOO

e J000D0DINODIND0NDNINODNONDN0NDIN0N0NIND0D0NoN0oooon
00000000000000000000000000000000000000000
0000000000000000000000000000000000000

2023010023000 00000000 0 00000000 02023000000000EBSMO0
OO0 mMOPSMAfore0 D0 00000000 0ODDDOD0OODODODODOD0OD0ODOODOOOO
0000000000000 00000000ARPIDOODNONDNONDONDODOOORS
MAOOOOOOODOODODOOOOMCRPCO OO OO O Nlutetium O Y7 uizipivotide
tetraxetand 000  YLu0Lu-PSMA-6170 00000 00ONARPIO OO OOOOOODOOON
000000000000000000000000000000000MFESO0O000DO0
omooo0ooooooooo o

ooooooo 0 Y7Lud Lu-PSMA-6170 0O vsARPIO O [
OooooooOoooooooo™ HR 0.4185% CI0 0.2910.560p<0.00010]
rPFSO OO 12.00 O vs 5.600 [

gobobobooooggsowtioon 57.6% vs 20.4%



gooboobooasseddoooon a HR 0.3596% CI0 0.2200.570

O0D0O0OO0O0O0ORRO P 50.7% vs 14.9%
OOOODORO ° 13.60 00 vs 10.10 O
FACT-POOO?® HR 0.5996% CIU 0.4700.720]
OoO0odooo-000BPI-SFO @ HR 0.69856% CI[ 0.56[0.850
0000000000 o0o0o0o000os? HR 0.8096% CIU 0.48[1.330
oooos*sunl 0oooooon HR 1.16856% CI[ 0.83[1.640

‘0000000000000 o-0oo0
PRECISTV1.10 00000000000 0000D00000000000000

FPFSO0 0000000000 D00D0OVISIONDDDDO0DO0DO0ODO0Oooooooono:
000000000000 D00O0DOO Tulane University School of MedicineO O D OO0 OO OO0
0000000000000 0PSMAforel 000000000000 DO0DO0ODODODOOlive
;

Sartord O O

O00o00ooooon

0000000000000 ooonooon YLud Lu-

PSMA-6170 00 0000000000000 DOOOOOO0OO0

0000 0O O O Executive Vice Presidentd Global Head of Oncology Development [ [ Jeff Legos
O00000000D0O0D000OPSMAforeD D000 OO00OOI0NDODOODOODOODOODOOOOO
gbodotoooooboouotdootooooooododooooooinoooonod
00000000000 DOO0DOO0DOO0o0oObooOoooooooooooooOoDOommoaon
gbodotooooooouotdodotoooboooododoiooooimooooonod
000

googod

OO0o0ooDooomono
O000000OmCRPCODODODOODOODY LWOLu-PSMA-6170 000000000000

0¥ Lu0 Lu-PSMA-6170 D00 0ARPID D 0000000000000 ODO0O00O00oon
000059%000°1

mooo0ooooOrPFSOOOOOOO 2

0000000000080 000000000000DNONO0DOODOODOrPFSOOHAR
0.43195%

CI0 0.3300.5400 O 00J ) y0 Lu-PSMA-6170 00 0 0ARPID OO D OODOOOODOODOO
0000000000000 000000000000000200000000000012
00 0vs5.60001M

0000 Y LudLu-PSMA-6170 0 000 0ARPIDDODDO0DO0DOOOODODOODOIFACT-PO
0000030000000 007500vs4.30 0000 0BPI-

SFO5.000vs3.70 000000000 1!

0000000000000 0000000 Y Lud Lu-

PSMA-6170 00000000

50%0 0 0PSAOD0OOO0OOOND YLudLu-PSMA-6170 DARPID OO O25000 00

45%000000000020000SO0000000000000000000000OSOO00
0000 00.8096%

cloo.4811.33000 !

o00o00o0o0o0ooooon



ARPID OO DDOODDO84%0 0 Y Lul Lu-PSMA-6170 00 000000 00000 OO intent-to-
treat

osOonooooooooot

I0000oSOO00NDN0NDNINDO0oSOND0ND20240 0000000000

Oo0oOmwooooono YwdLw-PSMA-6170 00 0000000000000 O0OO0OY

000 0BED 0 YLu0 Lu-PSMA-6170 O vsARPIO O O 2
0000304 33.9% vs. 43.1%

00 20.3% vs. 28.0%

ooooooon 3.5% vs. 15.1%

oooon 5.7% vs. 5.2%

1000000000000 0000

O0Y'LudLu-PSMA-6170 D0 D00 0OAEDDDODDODODOOOODOOODOI02000000
0 O 87.3%[0 0 0 B1.7%I[0 0 81.3%[0 0 2Y.2%I0 0 P2.9%0 0 O o
00Iooo0ooooon

000000050 0000030%0003

000000000000 000000000000000000000000000000
ooooooo*o

‘0YLu0 Lu-PSMA-6170020220 100 00000 0000000000000 0OOIOO0OO0O
OOPFSO0O0O0ODO0ODONIOD

Ooo0OrPFSOO0OOOODO!

I00D0D0OrPFSOODRO3060 0000000000000 0N0N0D0N0D0N0NINO0NON
ooooooooot

PSMAfore O OO 0O O

PSMAforeNCT046898280 U D U DO UOUOODOOODDOOODOOOO0ODOODDOPSMAL
OmCRPCODDDODOID YLudLu-PSMA-6170 000 000000OIARPIDOOOOO0O
gooooo

guooobooogoadaim

DO0000000101000000008

ool gArRPIODOLD OO D000 0ioooobboooooon
goobbbbnoooobbobboooooon 80

ARPIDOODOOOOONODOOOOONINOOOOOOOOBICROODOODOOONONONOOOOQO
ooooooooog YLudo Lu-
PSMA-6170 00 0000000000000 0OO0O00OOOOO0OOO46900000000 &0

OO000000rPFSOODOIODODODODODNOPCWG3-modified RECIST

v1.10 [

Oo0o0ooooo

dodBCROODOOOOOONO

Dooooooooooo®
Ddoooooooooostulidoooooooooobooboobooboooooon
00%000000000000OO0Irank-preserving structural failure

timeRPSFTO O 0D OO0 OOOOOOOODOOOOOOOOSOODOooOooon &g



O YLud Lu-PSMA-6170 0 0 O

0YLuD Lw-PSMA-6170 00000 0000000000000 000000ON00O000
0o0ooo-177

000000000 oo0oo

O00ORLTOOOOOOOOO *ogppoooooo Yl Lw-PSMA-6170 0000000
000D000PSMAOD

000000000000000000000

D D 9,10

000000000 000000000000000000000000000000000
No0000000000000000000000o0o00 o

OYLu0 Lu-PSMA-6170 0 0 000 00ARPID OO D00 ODO0DODODOOODODOOOP
SMAOOmCRPCO OO ODODOODOODDODODODOODOODOOOINDOOEUDOODOOOO
oooooooooooitte

0

00

oooo

oooooogim

OVvISIONO OO OOOOooooono
000000000000 YLud Lu-PSMA-617000SOPFSO 00000000 OODOOOND
0O000000000000038%00000000000000000000060%0000
000

O00000000D00D00D00D000o0oooooomoo2000mMgoooiPSMADODO
000000000000 00Y Lo Lww-PSMA-6170 000000000000 OIPSMAddition
NCT047201570 0 00000000000 ODOODOO0OOOOODOODOODOODOO0OOIPSM
A-DCNCTO0593%4140 0 0000 ouooooooboooboooooooooonoond
0000000000000 00 www.clinicaltrials.govl OO0 00000

obgooboobouooboood

0000000020000 014000000000000003750000000000000000
o00oooooon

00001120000000000

0oo0ooooooooooote

0000000 00000000000000000000I0000000000000
00000000000000000000000000000000000000000000
0000000000000 000000000000000000000000000000
000
O0000000000000000000000000000000000000000I00
O0000000000000000000000000000000

obodobboobougbobodRreTd

000000000000 0000000000000000000000000000000
O000DODRLTOIODOOODDOO0DOO0D0ONOOD0DN0N0No0oIoooooooa
O00000000000000n

ooooooooooogothie



gbbodooigoobobbooooobobbooooobobibbbouooooo
UGEP-NETULOUOUOUOOODOODOIOODINOOooibboiooobobooibooo
guooiooboimobbbuooooood

guoooboibbbddooubobbuooooobbboodobobobbuuoo
ooogobboobbbooibbbbbdoooouobbrLTUO OO DODDOOO
guouboboogouidoobbuoooooobbbuibhoooobobobmbobo
gooboboboboorLTOODOO00oooibbodooooepA DO 0000
gubuobogooooboobuooooobobbooooobobob oo obon
gogobobobbuodooooobbobobbuoooooboboobooao

oo

guooooboibbbgooooobbbooooobbboooooobbibbogoa
goiboigbbobobbooooibbbodooooboboobboooooubooaon
guooobobotdoooooobouoobbbimbobbboooioooboobouoa
gobobbobbodddgdtdrorm20-FO 0D DO OOOOO0

gobggoogon

gododoiooooooooouododoiiodooooooboobnououod
000000000000 DO00DO0o0DO0DO0DO00O00ImoO0obOO0obOobOOooDOooOooag
oo ododooooooboonououodimoooog
0000000000 DO00DbOO0DO0DoDO0DOO0ooO0DO0oO0oooD0oDo00o0ooooOOoDOoDOon
0

https://www.novartis.com

HRN

ooon

H

. Novartis Data on File.

2. Novartis. Press release. Novartis [0 177Lul] LUu-PSMA-617 shows statistically significant and
clinically meaningful radiographic progression-free survival benefit in patients with PSMA-
positive metastatic castration-resistant prostate cancer. December 5, 2022. https://www.novar
tis.com/news/media-releases/novartis-pluvictotm-shows-statistically-significant-and-clinically-
meaningful-radiographic-progression-free-survival-benefit-patients-psma-positive-metastatic-
castration-resistant-prostate-cancer.

3. American Cancer Society (ACS). Survival Rates for Prostate Cancer. Accessed October
2022. https://lwww.cancer.org/cancer/prostate-cancer/detection-diagnosis-staging/survival-
rates.html.

4. de Bono J, Mateo J, Fizazi K, et al. Olaparib for Metastatic Castration-Resistant Prostate
Cancer. N Engl J Med. 2020;382(22):2091-2102. doi:10.1056/NEJM0a1911440.

5. de Wit R, de Bono J, Sternberg CN, et al. Cabazitaxel versus Abiraterone or Enzalutamide in
Metastatic Prostate Cancer. N Engl J Med. 2019;381(26):2506-2518.
doi:10.1056/NEJM0a1911206.

6. Komura K, Fujiwara Y, Uchimoto T, et al. Comparison of Radiographic Progression-Free

Survival and PSA Response on Sequential Treatment Using Abiraterone and Enzalutamide

for Newly Diagnosed Castration-Resistant Prostate Cancer: A Propensity Score Matched



10.

11.

12.
13.

14.
15.

16.

17.

18.

Analysis from Multicenter Cohort. J Clin Med. 2019;8(8):1251. Published 2019 Aug 19.
doi:10.3390/jcm8081251.

. Tannock IF, de Wit R, Berry WR, et al. Docetaxel plus prednisone or mitoxantrone plus

prednisone for advanced prostate cancer. N Engl J Med. 2004;351(15):1502-1512.
doi:10.1056/NEJM0a040720.

. Novartis Pharmaceuticals. 177Lu-PSMA-617 vs. Androgen Receptor-directed Therapy in the

Treatment of Progressive Metastatic Castrate Resistant Prostate Cancer (PSMAfore). U.S.
National Library of Medicine: Clinical Trials. 2020; NCT04689828.

. Sartor O, de Bono J, Chi KN, et al. Lutetium-177-PSMA-617 for Metastatic Castration-

Resistant Prostate Cancer. N Engl J Med. 2021;385(12):1091-1103.
doi:10.1056/NEJM0a2107322.

University of Chicago Medicine. Lutetium-177 PSMA Therapy for Prostate Cancer (Pluvicto).
Accessed October 3, 2023. https://www.uchicagomedicine.org/cancer/types-
treatments/prostate-cancer/treatment/lutetium-177-psma-therapy-for-prostate-cancer.
Pluvicto [prescribing information]. Millburn, NJ: Advanced Accelerator Applications USA, Inc.;
2022.

Pluvicto [Summary of Product Characteristics]. EMA. 2022 .

Advanced Accelerator Applications USA, Inc. 0 177LULO LU-PSMA-617 Canadian Product
Monograph. August 25, 2022.

Pluvicto [Summary of Product Characteristics]. Great Britain. 2022.

Swissmedic. Pluvictol] und Pluvicto[J CA Injektions-/InfusionsIU sung i.v.
(Lutetium(177Lu)-vipivotid-Tetraxetan). Accessed October 3, 2023. https://www.swissmedic.c
h/swissmedic/en/home/humanarzneimittel/authorisations/new-medicines/pluvicto-pluvicto-ca-
inj-inf-Isg-iv.html.

Sung H, Ferlay J, Siegel RL, Sung H, et al. Global cancer statistics 2020: GLOBOCAN
estimates of incidence and mortality worldwide for 36 cancers in 185 countries. CA Cancer J
Clin. 2021;71(3):209-249. do0i:10.3322/caac.21660.

Jadvar H. Targeted Radionuclide Therapy: An Evolution Toward Precision Cancer Treatment
[published correction appears in AJR Am J Roentgenol. 2017 Oct;209(4):949]. AJR Am J
Roentgenol. 2017;209(2):277-288. doi:10.2214/AJR.17.18264.

Jurcic JG, Wong JYC, Knoc SJ, et al. Targeted radionuclide therapy. In: Tepper JE, Foote
RE, Michalski JM, eds. Gunderson & Tepper”s Clinical Radiation Oncology. 5th ed. Elsevier,
Inc. 2021;71(3):209-249.

D0000000Y O L-PSMA-61710000000000000000O00PSMADOODOOO
gogobbbbbddooouobbioooobbobbodoooobboobobboooooan
PDF 415KB0J

Source URL: https://prod1.novartis.com/jp-ja/news/media-releases/prkk20231114



List of links present in page

¢ https://prod1.novartis.com/jp-ja/jp-ja/news/media-releases/prkk20231114
* https://www.novartis.com

¢ https://www.clinicaltrials.gov/

¢ https://prod1.novartis.com/jp-ja/jp-ja/sites/novartisjp/files/pr20231114.pdf


http://www.tcpdf.org

