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Disclaimer
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This presentation 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 ñpotential,òñexpected,òñwill,òñplan,òñpipeline,òñoutlook,òñlaunch,òñopportunity,òñdriving,òñexpanding,òñmovinginto,òor similar terms, or by

express or implied discussions regarding potential new products, potential new indications for existing products, potential product launches, potential combinations of existing and

potential new products, or regarding potential future revenues from any such products and combinations; or regarding the potential impact of the COVID-19 pandemic on clinical

trials, research and development or product launches; or by discussions of strategy, plans, expectations or intentions. 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. In particular, our expectations as described in this presentation 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, including potential

regulatory actions or delays with respect to the development or launch of the products described in this presentation; disruptions of our manufacturing or supply chain impacting our

ability to meet demand for our products in the future; dependence on third parties to fulfill manufacturing and supply obligations; the impact of the COVID-19 pandemic on enrollment

in, initiation and completion of our clinical trials, research and development activities, or product launches; global trends toward health care cost containment, including government,

payor and general public pricing and reimbursement pressures and requirements for increased pricing transparency; uncertainties regarding future demand for our products; 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 such as COVID-19; 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 NovartisAGôscurrent Form 20-F on file with the US

Securities and Exchange Commission. Novartis is providing the information in this presentation as of this date and does not undertake any obligation to update any forward-looking

statements contained in this presentation as a result of new information, future events or otherwise.

FoundationOne®CDx is a registered trademark of Foundation Medicine, Inc. Lorbrena® is a registered trademark of Pfizer Inc. Tagrisso® is a registered trademark of the AstraZeneca

group of companies.



Agenda

Our strategy in Oncology

Pipeline updates across our therapeutic modalities

ÅTargeted Therapies: Kisqali®, Piqray®, TabrectaÊ, Tafinlar®+Mekinist®, LXH254, TNO155, Asciminib

Å Immunotherapies: Canakinumab, MBG543, Spartalizumab

ÅRadioligand: Lutathera®, 177Lu-PSMA-617

ÅCell & Gene: Kymriah®, YTB323

Q&A
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Strong track record of pioneering innovation in 
Oncology
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Novartis Oncology sales
USD billion, % CAGR

13%
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Four therapeutic modalities to drive future growth

Targeted Therapies Radioligand Cell & GeneImmunotherapies

Select pipeline

assets and 

opportunities

Canakinumab in 

Áadjuvant NSCLC

Á1st line NSCLC

Á2nd line NSCLC

Spartalizumab+Tafinlar®+

Mekinist® in metastatic melanoma 

Spartalizumab combinations 

(platform) in metastatic melanoma

Spartalizumab+LAG525+

carboplatin in TNBC

Spartalizumab+TabrectaÊ in 

NSCLC

MBG453 in MDS and AML

VPM087 in CRC and RCC

NIS793 in solid tumors

Kymriah® in 

Ár/r DLBCL after 1st relapse

Ár/r follicular lymphoma

Ár/r adult ALL

Ácombinations (pembrolizumab; 

ibrutinib) in r/r DLBCL 

Ápediatric NHL

Á1st line high risk pediatric and 

young adult ALL

YTB323 in

Ár/r DLBCL

Ár/r CLL combination with 

ibrutinib

PHE885 in r/r MM

Other targets: BCMA&CD19, 

CD22&CD19, CD123, EGFRvIII

Lutathera® in 1st line grade 2/3 

advanced GEP-NET
177Lu-PSMA-617 

in prostate cancer 
177Lu-PSMA-R2

in prostate cancer
177Lu-NeoB 

in multiple solid tumors
177Lu-FF58 

in glioblastoma

Kisqali® in adjuvant BC

Alpelisib in

ÁHER2+ advanced BC

ÁTNBC

ÁHead & neck

ÁOvarian cancer

ÁPROS

Adakveo® in sickle cell disease

TabrectaÊ in NSCLC, single 

agent and combinations

Jakavi® in GvHD, and 

combinations (platform) in MF

Asciminib in CML 

LXH254 in RAS/RAF mutant 

melanomas and lung cancer

TNO155 in solid tumors

Novartis Oncology Pipeline Update | June 15, 20205



Ability to integrate drugs across modalities to 
increase depth and duration of response

6 Novartis Oncology Pipeline Update | June 15, 2020

CAR-T + IO

Kymriah® + PD-1 in DLBCL 

CAR-T EGFRvIII + Spartalizumab in 

Glioblastoma

TT + IO

Tafinlar® + Mekinist® + Spartalizumab in Melanoma

TabrectaÊ + Spartalizumab in NSCLC

TNO155 + Spartalizumab in NSCLC

HDM201 + MBG453 (TIM3) in AML

TT + TT

TabrectaÊ + EGFR in NSCLC

LXH254 (B/C-RAF) + LTT462 (ERK) in NSCLC, Melanoma

LXH254 + Mekinist® in NSCLC, Melanoma

LXH254 + Kisqali® in Melanoma

TNO155 (SHP2) + Kisqali® in NSCLC, CRC

IO + IO

Canakinumab + PD-1 in NSCLC

Spartalizumab + TGFɓ in Multiple Solid 

Tumors 

RLT + IO1

Lutathera® + PD-1 in NET

177Lu-PSMA-617 + PD-1 in mCRPC

SELECTED EXAMPLES

1. Investigator-initiated trials



OS data in patients with visceral mets

COMBI-AD 5-year analysis

177Lu-PSMA-617

TheraP IIT data

MBG453

Phase 1 data in MDS and AML

Asciminib

3-year data in TKI-intolerant patients

Brain mets data

TNO155

New Drugs on the Horizon Symposium

Data from more than 170 abstracts 1 presented at 
ASCO, EHA and AACR
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1. Including investigator-initiated trials / third party abstracts
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Kisqali ®: Only CDK4/6 proven to extend the lives of 
patients in two Phase 3 trials

Net sales
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Á Kisqali® was the fastest growing CDK4/6 inhibitor 

in Q1 2020, benefitting from two positive OS 

readouts (MONALEESA 3 & 7); third study 

(MONALEESA 2) expected to read out OS in 2021

Á Kisqali® has a differentiated profile vs. other 

CDK4/6 inhibitors, with preferential inhibition to 

CDK4 vs. CDK6, and a high concentration to 

inhibit the target

Á RWE evidence data shows that Kisqali® is well 

tolerated with lower incidence and severity of 

neutropenia1

Á NATALEE adjuvant study on track to complete 

enrollment in this year, with readout in 2022

76

235

480

161

Q1 2020FY 2019FY 2018FY 2017

USD million, 

growth in % cc vs. PY period

+82% cc

1. Schwartzberg, L.S., Zarate, J.P., Chandiwana, D., et. al. Real-world incidence, duration, and severity of treatment-emergent (TE) neutropenia among patients (pts) with metastatic breast cancer (MBC) treated with ribociclib (RIB) or palbociclib

(PAL). J of Clin Onc. 2020;38(15 suppl). 



OS in patients with liver metastases
ÁPresence of visceral metastases generally 

signifies a poor prognosis in HR+/HER2ī 

metastatic breast cancer

ÁApproximately 60% of patients had visceral 

metastases in MONALEESA 3 & 7

ÁSimilar to the overall population, there was a 

consistent OS and PFS benefit in patients 

with visceral metastases, including those with 

liver metastases, in both trials

ÁSafety profile was consistent with the overall 

patient population 

MONALEESA 3 & 7 data in visceral metastases, 
including liver, reinforce differentiated profile 
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A. ML-3 B. ML-7 NSAI Cohort



Select differences among CDK4/6 inhibitors3-7 Á CDK4 is a critical driver of HR+/HER2-

advanced breast cancer, while CDK6 drives 

hematological toxicities1,2

Á Kisqali® inhibits CDK4 8x more than CDK6 in 

vitro3,4

Á Higher unbound Cavg (average free drug 

concentration at steady state) means more 

drug is available to act on tumor cells4-7

Á At clinically relevant doses and adjusting for 

differences in potency against CDK4/6 and 

protein binding, Kisqali® should provide greater 

CDK4 inhibition in vivo than competitors

Evidence suggests there are differences among 
CDK4/6 inhibitors
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®

1. Yu Q, Sicinska E, Geng Y, et al. Requirement for CDK4 kinase function in breast cancer. Cancer Cell. 2006;9(1):23-32.     2. An H-X, Beckmann MW, Reifenberger G, Bender HG, Niederacher D. Gene amplification and overexpression of 

CDK4 in sporadic breast carcinomas is associated with high tumor cell proliferation. Am J Pathol. 1999;154(1):113-118.     3. Kim S, Tiedt R, Loo A, et al. The potent and selective cyclin-dependent kinases 4 and 6 inhibitor ribociclib (LEE011) is 

a versatile combination partner in preclinical cancer models. Oncotarget. 2018;9(81):35226-35240.     4. Chen P, Lee NV, Hu W, et al. Spectrum and degree of CDK drug interactions predicts clinical performance. Mol Cancer Ther. 

2016;15(10):2273-2281;(suppl tables).     5. Infante JR, Cassier PA, Gerecitano JF, et al. A phase I study of the cyclin-dependent kinase 4/6 inhibitor ribociclib (LEE011) in patients with advanced solid tumors and lymphomas. Clin Cancer Res. 

2016;22(23):5696-5705.     6. Flaherty KT, LoRusso PM, DeMichele A, et al. Phase I, dose-escalation trial of the oral cyclin-dependent kinase 4/6 inhibitor PD 0332991, administered using a 21-day schedule in patients with advanced cancer. 

Clin Cancer Res. 2012;18(2)568-576.     7. Patnaik A, Rosen LS, Tolaney SM, et al. Efficacy and safety of abemaciclib, an inhibitor of CDK4 and CDK6, for patients with breast cancer, non-small cell lung cancer, and other solid tumors. Cancer 

Discov. 2016;6(7):740-753.

CDK4 inhibition relative to CDK6 from a cellular assay

Unbound Cavg

relative to 

palbociclib



NATALEE: Pivotal Phase 3 study in adjuvant setting 
on track for readout in 2022
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NATALEE trial design

ÁHR+/HER2- EBC

ÁPre- and post-

menopausal

ÁStage lI & lll

R

1:1

n = 4000 36 months

60 months

60 months

Ribociclib 400 mg/d

3 weeks on/1 week off

36 months (~39 cycles)

ET (NSAI 60 months1

(+Goserelin in premenopausal women and men) 

ET (NSAI 60 months1

(+Goserelin in premenopausal women and men) 

RIBO+

ET

ET only

1. Letrozole or anastrozole; treatment with NSAI may start up to 12 months before study treatment start date.     

Unique aspects vs. other 

CDK4/6i adjuvant studies

Longer treatment duration: 3 years 

vs. 2 years

Lower dose than in metastatic 

setting: 400mg vs. 600mg 

More homogeneous patient 

population: Intermediate and high-

risk patients per AJCC defined 

prognostic factors 



Net sales
USD million

Piqray ®: Strong launch as first and only PI3K Ȁ
inhibitor, with significant expansion opportunities
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Á Continued uptake driven by expanded coverage and strong Rx 

momentum

Á Continued uptake in PIK3CA testing, with goal to reach a rate 

of 40% by YE 2020

Á Expanding geographical footprint with approvals in 13 markets

Á Positive CHMP opinion received in May 2020

6

43

67
74

Q3 2019 Q4 2019Q2 2019 Q1 2020

EPIK expansion

Potential opportunity to serve an additional ~100k patients, more than tripling the 

number of patients in the current indication

TNBC trial enrolled first patient in June 2020; HER2+ aBC trial expected to start 

enrollment next

1. Refers to first filing year.     2. Filing in US based on RWE study. PROS = PI3K Related Overgrowth Syndrome     aBC = advanced Breast Cancer



Efficacy data Safety profile

Safety profile observed in BYLieve

suggests that AE management strategies 

are effective:

Á Fewer overall AE-related discontinuations 

(20.5% in BYLieve vs. 25% in SOLAR-1)

Á Fewer discontinuations due to hyperglycemia 

(1.6% vs. 6.3%) 

Overall approach to further mitigate AEs:

Á Multiple safety studies ongoing (NVS and IIT) 

to optimize hyperglycemia management

Á Continuing medication education

BYLieve study reinforces efficacy of Piqray ® use in 
post CDK4/6 setting with manageable side effects
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Primary endpoint for the prior CDKi + AI cohort was met (lower bound of 

95% CI was > 30%), with 50.4% of patients alive without disease 

progression at 6 months

Secondary endpoint of median PFS was 7.3 months (95% CI, 5.6-8.3)



3-year follow-up of TKI intolerant patients in Phase 1 study

Cumulative Molecular Response Ratesa
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ATP = Adenosine Triphosphate; TKI = Tyrosine Kinase Inhibitor.   

Asciminib: First-in-class   

STAMP inhibitor

Asciminib is different from other TKIs as 

it is thought to specifically target the 

BCR-ABL1 myristoyl pocket (STAMP)

ÁAsciminib monotherapy was 

well tolerated and showed 

promising clinical activity in 

TKI intolerant patients 

Á 75% of patients were on 

treatment and in MMR after 

a median follow-up of over 

three years

ÁMedian duration of treatment 

with asciminib was 32 

months, vs. 3 months on 

previous therapy

ÁPivotal Phase 3 study in 3rd 

line CML on track for 

readout in H2 2020, first 

submission in Q1 2021 

Oncogene dependency is a key therapeutic 
vulnerability in human cancers



Dramatic clinical responses2RTK/RAS/MAPK pathway Metastatic lung adenocarcinoma1

Á Roughly 1/3 to 1/2 of NSCLC patients have 

targetable genetic alterations

Á To date, 7 molecular subsets of NSCLC can 

be targeted with standard of care therapies 

(EGFR, ALK, ROS1, RET, BRAF, TRK, MET)

Prolonged overall survival3

Ceritinib

Targeting RTK/RAS/MAPK signaling in solid tumors
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1. Skoulidis and Heymach, Nat Rev CA, 2019.     2. Shaw NEJM Ph1 ceritinib 2014 (ASCEND 1).     3. Nishio JTO Ph2 ceritinib 2020 (ASCEND 3 study)

RTK



TabrectaÊ, approved by FDA in May, ready for 
omni -channel launch amid pandemic conditions
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Current indication

Á 3-4% of NSCLC patients have METex14 mutations, associated with poor 

prognosis and modest benefit from existing therapies

Á TabrectaÊ is the first and only therapy approved by the FDA to 

specifically target METex14 mutated metastatic NSCLC

Á Simultaneous FDA approval of METex14 CDx on FoundationOne®CDx

tissue-based test; liquid test under development

Á NCCN guidelines updated 9 days after approval, with TabrectaÊ as 

preferred option for MET mutant NSCLC, line agnostic

Á Wave-based launch leveraging robust digital capabilities to accelerate 

patient access amid pandemic conditions 

Á Japan approval expected H1 2020

Maximizing potential

Á Additional studies planned as monotherapy: 

Phase 3, brain metastases, tumor agnostic

Á Moving into combinations:

ï PD-L1 high expressers regardless of MET status, 

in combination with pembrolizumab

ï METex14 skipping regardless of PD-L1 status, in 

combination with spartalizumab

ï Post-EGFR, in combination with EGFR inhibitor



Results from cohort 6 of GEOMETRY mono-1Results from cohorts 4 and 5b of GEOMETRY mono-1

Differentiated profile with clinical activity in 
METex14 mutated and MET amplified NSCLC
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Á Capmatinib achieved meaningful efficacy in 2L patients 

with METex14 (ORR 48.4%, DCR 90.3%), confirming 

previously reported results

Á Although no responses were observed in the 3 patients 

with MET GCN²10, all 3 had tumor regression and SD by 

RECIST

Á Patients received capmatinib without fasting restrictions, 

supporting administration with and w/o food (as per USPI)

Á Capmatinib is highly active in previously treated and treatment-naïve METex14 

NSCLC patients; in the 1L setting, ORR 67.9%, DCR 96.4%, mPFS 12.4 mos

Á Among 13 patients with brain mets at baseline, intracranial responses were 

achieved in 54%, including 31% with CR; intracranial disease control achieved 

in 92% (AACR 2020)

Á Among patients with high-level MET amplification (GCN²10), capmatinib also 

showed activity, with ORR 29% and 40% in previously treated and treatment-

naïve patients, respectively (cohorts 1a and 5a)



Expanding Tabrecta Ê into first-line combinations 
with PD -1 agents in NSCLC 
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Á MET also plays a role in immuno-

modulation in the following populations 

of the tumor microenvironment:
ïNeutrophils

ïDendritic cells

ï T cells

Á Combination of capmatinib (INC280) 

with anti-PD-1 enhances antitumor 

immunity irrespective of MET status

INC280I12201 

Study design

A randomized, open label, multicenter 

Phase 2 study evaluating the efficacy 

and safety of INC280 plus 

pembrolizumab versus pembrolizumab

alone as first-line treatment for locally 

advanced or metastatic non-small cell 

lung cancer with PD-L1Ó 50%

Objective

To assess efficacy of INC280+

pembrolizumab combination vs. 

pembrolizumab monotherapy

Status

Enrolling, FPFV in Jan 2020

INC280J12201 

Study design

A Phase 2, double-blind, placebo-

controlled study consisting of a run-in 

part of INC280 plus spartalizumab, 

followed by a randomized part of 

INC280+spartalizumab vs. INC280+

spartalizumab matching placebo

Objective

By adding spartalizumab to INC280, 

improve PFS and OS with maintained 

ORR in 1L NSCLC patients with 

METex14 skipping mutations compared 

to INC280 alone

Status

FPFV expected in July 2020


