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The incidence of cancer Is projected to increase significantly
through 2050, especially in lower income countries

All-cancer incidence (millions) 2022 and projected growth to 2050
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Oncology trial starts declined in 2023 but are 11% higher than in
2019, and primarily focused in rare cancers and solid tumors

Clinical trial starts by year, 2013-2023
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Novel oncology mechanisms, especially cell and gene therapies,

ADCs, have risen to 25% of trial starts

Oncology clinical trial starts Phase | to Ill by primary tested drug type, 2014-2023
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Oncology cell and gene therapy trials are focused on CAR T,

particularly in hematological cancers

Oncology cell and gene therapy trials Phase | to Phase Ill by mechanism, 2014-2023
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More than 250 trials testing CAR T-cell therapies in oncology
started in 2023 with a growing number across solid tumors

Oncology CAR T-cell therapy clinical trial starts and ongoing trials by top tumors

Top 5 hematological and solid tumor cancers

CART trial starts by year with ongoing CAR T trials, 2023
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Fifteen ADCs have been approved globally and trial starts have
Increased by an average of 22% annually over the last 5 years

Antibody-drug conjugates approved and trial starts by phase

ADC approvals, 2013-2022
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Ten bispecific antibodies are now marketed globally for oncology
with many in development for solid tumors

Bispecific antibody ongoing trials by tumor and phase, 2023
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Regulators and industry sponsors are extending boundaries
around cancer drug development to speed solutions to patients
Themes in oncology R&D regulatory science

e . MNovel combinations
o0
@ Earlier lines of é—\j At

therapy

« A generation of breakthrough
therapies are emerging as
first-line therapies across
solid and hematological
cancers

FDA's Project Endpoint and
Project Frontrunner are both
key to the agency’s efforts to
refine understanding,
assessment, and use of
endpoints in cancer research
and shift those endpoints
into earlier LoT

Source: IQVIA Institute, Apr 2024.
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+ As novel modalities shift
into earlier LoT, increasing
numbers of patients will be
treatment resistant to the
mechanisms and targets
already used

* Creative combinations will
be required to provide
patients with therapy
options with durable
response

for biomarker

therapeutic dose

Evolving technology f Minimum

sample collection

+ Biomarker testing is

evolving rapidly with ctDNA
(liquid biopsies) gaining
wider adoption and
improved accuracy

* Fecal, urine and saliva

sample types may expand
minimally invasive sample
collection approaches and
enable more remote and
virtual trial designs

in trials

+ Historic focus on efficacy

with higher doses during
trials is thought to have
resulted in higher toxicity
and missed opportunities
for some patients to have
received beneficial
therapies for an extended
duration

« FDA's Project Optimus

aims for manufacturers
to establish optimal doses
before progressing to
registrational trials
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Evidence of the potential for Al has increased as research
candidates advance into clinical development

Impact of artificial intelligence (Al) on industry clinical development pipeline

Oncology AI/ML role type in pipeline products
(2019-2023)
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Oncology Essential Innovative Medicine groups are widely

@D \ot launched any of the drugs

@D \ot publicly reimbursed of any drugs

@D Limited public reimbursement as the
highest reimburesment of at least one
drug

@ FPublicly reimburse at least one drug in
the EIM group

NS

Reimbursement status for eight oncology EIM groups
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Greece
Enhance access
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Genetic testing reimbursement
status

Lack of data
Payer perspective
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HTA fast track procedures
Reimbursement of biomarkers
Real World Data

Societal perspective
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Benefits

2x increased median survival
20% reduction in cost of care
10% reduction in out-patient cost
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