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PRESS RELEASE

New real-world data reinforce earlier use of Pluvicto™
before chemotherapy in metastatic castration-
resistant prostate cancer

e In the real-world, Pluvicto™ showed 13.5 months median PFS in chemo-naive
patients with PSMA-positive mCRPC

o Real-world evidence showed Pluvicto achieved longer PFS when initiated after
one ARPI instead of multiple ARPIs

o A separate analysis of treatment patterns in metastatic hormone-sensitive prostate
cancer suggest significant opportunity for increased guideline adherence

Basel, February 24, 2026 — Novartis today announced multiple US real-world studies
delivering new insights across metastatic prostate cancer care. The analyses utilize data from
Novartis’ PRECISION platform to evaluate Pluvicto™ (lutetium (77Lu) vipivotide tetraxetan)
effectiveness and sequencing as well as real-world treatment patterns in earlier metastatic
disease. These studies will be presented at the ASCO Genitourinary Cancers Symposium on
February 26, 2026.

Pluvicto shows real-world effectiveness in taxane-naive mCRPC patients

Real-world use of Pluvicto resulted in a median progression-free survival (PFS) of 13.5
months (95% CI: 11.7 — 14.7 months) in men with metastatic castration-resistant prostate
cancer (MCRPC) who had been treated with =1 androgen receptor pathway inhibitor (ARPI)
and were taxane-naive. Results showed chemo-naive patients treated with Pluvicto after only
1 ARPI had longer median PFS (15.8 months; 95% ClI: 11.7 - 18.6 months) than those who
received Pluvicto after multiple ARPIs (12.7 months; 95% CI: 10.7 - 14.0 months)'.

“This analysis validates what many of us have seen in the clinic — that lutetium Lu 177
vipivotide tetraxetan can achieve clinically relevant responses across a diverse set of patients
and in various practice settings,” said Daniel George, Professor of Medicine and Surgery at
Duke University School of Medicine. “These results show reassuring consistency with the
PSMAfore pivotal trial and should strengthen clinicians’ confidence in using radioligand
therapy for patients after one ARPI.”

Outcome All patients (n=500) 1 ARPI (n=256) >1 ARPI (n=244)
Median PFS 13.5 months 15.8 months 12.7 months
(95% Cl: 11.7-14.7 (95% Cl: 11.7-18.6  (95% Cl: 10.7 - 14.0
months) months) months)
PSA50 62.6% 61.4% 63.8%

PSAS50 indicates 250% decline in prostate-specific antigen levels from baseline
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The real-world findings are consistent with PSMAfore, which supported the approval of
Pluvicto for patients with PSMA-positive mMCRPC who have been treated with an ARPI and
are considered appropriate to delay taxane-based chemotherapy. In PSMAfore, Pluvicto more
than doubled median rPFS compared to a change in ARPI (11.6 months vs. 5.6 months) at an
updated exploratory analysis2. These findings should be considered within the context of
varying study designs, patient populations, and endpoints across the analyzed cohorts*.

“Pluvicto is redefining the standard of care for metastatic prostate cancer. Novartis is
committed to advancing the science of radioligand therapy through ongoing rigorous clinical
development and real-world evidence generation,” said Liviu Niculescu, Chief Medical Officer,
US at Novartis. “These real-world findings build on the evidence from our robust clinical trial
program and contribute to a broader understanding of treatment outcomes observed in routine
practice.”

Study assesses response with systemic therapies when used after Pluvicto

A second study showed that patients with mMCRPC achieved meaningful clinical responses
with systemic therapies after discontinuing Pluvicto (including taxane, ARPI, PARP inhibitor or
other), most of whom had prior exposure to ARPI and chemotherapy?.

Subsequent therapy Median PFS
Il (n=442) 8.6 months (95% CI: 7.2 - 10.1 months)
RPI (n=176) 10.7 months (95% CI: 8.1 - 19.3 months)
Taxane (n=188) 7.2 months (95% ClI: 5.9 - 9.4 months)

“With the emergence of new advanced therapies for metastatic prostate cancer, including
radioligand therapies, optimizing the sequencing of systemic therapies has become
increasingly important for clinicians,” said Dr. Xiao Wei at the Dana-Farber Cancer Institute.
“These findings are reassuring, as they suggest that treatment with lutetium Lu 177 vipivotide
tetraxetan does not preclude the effectiveness of subsequent therapies for appropriate
patients.”

Analysis shows gaps in guideline-adherent care for mHSPC

Despite clear clinical guidelines recommending treatment intensification with androgen
deprivation therapy (ADT) and ARPI for metastatic hormone-sensitive prostate cancer
(mHSPC), a substantial proportion of men continue to receive ADT alone. In a large US real-
world study, nearly four in ten (39.2%) men received ADT monotherapy while just over half
(55.5%) received combination ADT+ARPI (n=43,415 patients treated between 2020 and
2025)5. While adoption of guideline-recommended therapy is improving, these data
underscore a significant remaining opportunity for patients to receive optimal care.

About the PRECISION data platform

PRECISION — the PRostatE Cancer dISease observatlON platform — is a US real-world
evidence platform developed by Novartis and urology and oncology experts. The platform
harmonizes data from more than 56,500 patients with metastatic prostate cancer to generate
RWE studies that inform clinical decisions and everyday care.

*Analysis of PFS in the PRECISION data platform included biochemical, radiographic and
clinical assessments. In PSMAfore, the primary endpoint was rPFS defined as the time from
randomization to radiographic disease progression (assessed by blinded independent central
review) or death.



Disclaimer

This press release contains forward-looking statements within the meaning of the United
States Private Securities Litigation Reform Act of 1995. Forward-looking statements can
generally be identified by words such as “potential,” “can,” “will,” “plan,” “may,” “could,”
“‘would,” “expect,” “anticipate,” “look forward,” “believe,” “committed,” “investigational,”
“pipeline,” “launch,” or similar terms, or by express or implied discussions regarding potential
marketing approvals, new indications or labeling for the investigational or approved products
described in this press release, or regarding potential future revenues from such products.
You should not place undue reliance on these statements. Such forward-looking statements
are based on our current beliefs and expectations regarding future events, and are subject to
significant known and unknown risks and uncertainties. Should one or more of these risks or
uncertainties materialize, or should underlying assumptions prove incorrect, actual results
may vary materially from those set forth in the forward-looking statements. There can be no
guarantee that the investigational or approved products described in this press release will be
submitted or approved for sale or for any additional indications or labeling in any market, or at
any particular time. Nor can there be any guarantee that such products will be commercially
successful in the future. In particular, our expectations regarding such products could be
affected by, among other things, the uncertainties inherent in research and development,
including clinical trial results and additional analysis of existing clinical data; regulatory actions
or delays or government regulation generally; global trends toward health care cost
containment, including government, payor and general public pricing and reimbursement
pressures and requirements for increased pricing transparency; our ability to obtain or
maintain proprietary intellectual property protection; the particular prescribing preferences of
physicians and patients; general political, economic and business conditions, including the
effects of and efforts to mitigate pandemic diseases; safety, quality, data integrity or
manufacturing issues; potential or actual data security and data privacy breaches, or
disruptions of our information technology systems, and other risks and factors referred to in
Novartis AG’s current Form 20-F on file with the US Securities and Exchange Commission.
Novartis is providing the information in this press release as of this date and does not
undertake any obligation to update any forward-looking statements contained in this press
release as a result of new information, future events or otherwise.
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About Novartis

Novartis is an innovative medicines company. Every day, we work to reimagine medicine to
improve and extend people’s lives so that patients, healthcare professionals and societies are
empowered in the face of serious disease. Our medicines reach more than 300 million people
worldwide.

Reimagine medicine with us: Visit us at https://www.novartis.com and connect with us on
LinkedIn, Facebook, X/Twitter and Instagram.
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