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More than

FINANCIAL
FY2023 Revenue

(year ending 3/31/2024)

741.8 Billion JPY



fhe

ISR
D 1

Eisai Co., Ltgslobal Headquarters, Tokyo, Japan)



Knowledge Centre, India
Drug development research
Ef API production, formulation and packaging

Eisai Clinical Research Singapore Pte. Ltd.

Clinical research
Bogor Factory (Indonesiapore Pte. Ltd.

Eisai China Inc.
Clinical research
Suzhou Factory
t Formulation and packaging
Benxi Plant
t API production (only herbal medicine), formulation and packaging

Kawashima Industrial Park
Drug development research
t Formulation and packaging
Kashima Business Office
Drug development research
t API(active pharmaceutical ingredients) production
Tsukuba Research Laboratories
Drug discovery and development research
Fukushima Business Office (EA Pharma Co., Ltd.)
t Formulation and packaging
Kobe Research Laboratories
Drug discovery and development research
KoishikawakKnowledge Center
Clinical research
EA Pharma Co., Ltd. Research Institute
Drug discovery and development research
EA Pharma Co., Ltd.
Clinical research







Eisai R&D: Deep Human Biology Learning (DHBL)

The targeting of neurodegenerative diseases such as Alzheimer's disease
and refractory cancers remains unchanged
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1.Human Biology Integration (HBI) foundation
Integrate and comprehensively analyze our own clinical data and cohort data to develop drug discovery hypothesis based on
Human Biolog
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2. Discovery Concept Validation (DCV) function

Develop advanced human model system and modality screening method to validate hypothesis of potential therapeutic discovery high=quality in=
house clinical
research

3. Discovery Evidence Generation (DEG) function
Determine the optimal modality that is enable to maximize target engagement to select the best drug candidates for clinical investigation

4. Pnarmaceutu,al Pronllng & Developmer.t (PPD) function

Conduct process research for the selected modality and evaluate preclinical safety and pharmacokinetics to predict safety and
pharmacokinetics in human

5. Clinical Evidence Generation (CEG) fulfillment
Validate drug discovery hypotheses in clinic to secure regulatory approvals and obtain a variety of human biology data that
can be leveraged for next-generation drug discover
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Drug discovery based on genome information obtained from high-quality clinical samples s
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, Hypothesis: Capture MTBR-tau propagating species in the extracellular space and
inhibit its propagation, leading to potential treatment by inhibiting spread of



Advanced Technology and Strategy In
Formulation Research
Challenging to Develop Next -Generation Drugs
at EMITS

June 5, 2024

Eisai co., Ltd.

Koji Ukali

DHBL, Pharmaceutical Profiling & Development(PPD) Function,
PST Unit, Formulation Research Department
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What is formulation research?

Active pharmaceutical ingredient
(API) itself can be

Difficult to administer a fixed dose in

a convenient manner

Not suitable for carrying or transportation
Chemical and physical stability
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v EMITS:
Hub for pharmaceutical innovation, technology and solutions

@

Patient-centered product development
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T Develop products based on people § anxieties and take on
the necessary technological developments despite how
challenging they are.

Strengthening collaboration both internally and
externally, including socialization

¥ Create a space where employees can socialize and gain
understanding of patients, and then can immediately put into
practices of manufacturing

¥ Realize a work space that stimulates collaboration both
internally and externally and generates multifaceted ideas
through diverse working styles

¥ Improve productivity through efficient layout and ABW
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Fast and Low -budget New Drug Development (Manufacturing Technology)
Operation of EMITS GMP area for injectables, aiming for early supply of investigational drugs for various modalities

- 1) Large preparation area
In -house sterile
manufacturing site
Establish a system for the rapid and flexible
supply of high-quality investigational drugs,
including injectables 2) Manufacturing data management system
fun -SOP ] Tablet en/;\;f(::r::ttailit Data science y Rkemote monitoring
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¥ Become more complex molecular structures, such as those of antibody drugs and
DDS (Drug Delivery System) preparations

¥ Require molecular characterization, including elucidation of molecular reaction and
degradation factors

¥ Require analytical technologies consisting of advanced and diverse techniques
and rapid, highly accurate analysis

T Essential to build a development system that integrates data science to handle the
increasing amount of data

Science
Generation of diverse quality data for in-depth characterization

Technology: Collecting all kinds of events as data
Automation: Achieving high-

Automatic identification of fine
particles in injection formulations
by machine learning
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Enabling swift and flexible supply of clinical trial material for injection based on advanced aseptic management strategy

#he
Fast and Low -budget for New Drug Development
Microbi al T
management

Issue s
T Parenteral injections are "sterile" drug products that can

be administered directly into the body
T "Sterile" refers to the absence of viable microorganisms,
which is difficult to prove directly because the test method

IS destructive
¥ The probability that the product is sterile should be
justified based on the reasonable verification

EMITS GMP area for injection drugs: The control strategies for

sterile environment based on scientific considerations

T Visualize and expedite sterility management using the latest
technology

T Preventive action for the quality issues and remanufacturing
risks by using the advanced analytical technologies

EMITS:
(Analytical Technology)

Microbial managements in EMITS are the gate keeper for stable supply of investigational new drugs,
and to lead the further acceleration for new drug development
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Supporting Diverse and Emerging Modalities in the Injection GMP Area

New modality to replace protein and antibody drugs Establishing a new drug discovery platform for

MRNA-based neutralizing antibody /protein drugs

The production of protein and antibody drugs requires cell culture and

cell bank preparation, which requires a development period using large
facilities, etc.

LNP technology™ enables to produce proteins and antibody drugs
from mRNA in vivo, with mass production and rapid supply.
(mRNA is a chemical synthesized product, but the active ingredient is

( MRNA-LNP: GMP manufacturing possible as little as in 90 days )
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w==mx  Manufacturing Flow of E2814 Investigational Drug

Addition of  drug
substance

Addition of raw material

solution _
| Preparation of

: —— raw material solution
Final dilution <! aterial solutio

(volume adjustment)

Steril e filtration

4

Filing and  stoppering
Preparation of
packaging m aterials

Capping , external
washing, accumulation
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Safe Harbor Statement

, Forecast or target figures in this material are not official earnings guidance but represent midterm strategies, goals, and visions. Official
__earnings guidance should be referred to in_the disclosure of the annual financial report (Consolidated Financial Statement) in accordance

, The Company cannot guarantee the actual outcomes and results for any forward-looking statements.

, The Company disclaims any intention or obligation to update or revise any forward-looking statements whether as a result of new
information, future events or otherwise.

, The English-language presentation was translated from the original Japanese-language version. In the event of any inconsistency between
the statements in the two versions, the statements in the Japanese-language version shall prevail.

, The Company discloses its consolidated financial statements according to the International Financial Reporting Standards (IFRS).
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