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ASTELLAS: A GLOBAL COMPANY WITH AVISION TO BENEFIT PATIENTS

CORPORATE VISION:

On the forefront of healthcare change to turn innovative science into proven value for patients

QUICK FACTS:

Formed in 2005 from the We have a culture ﬂ Our ‘Focus Area’ approach
...... merger of Yamanouchi and @ ......of doing good for iy ----- means that we approach
A\

Fujisawa; headquartered others, putting our drug discovery,

in Tokyo, Japan, with patients at the research and
locations in more than 70 heart of development from
countries worldwide everything we do multiple perspectives
$9 Growing expertise in emerging areas of oN 2 Broad pipeline including focuses
o ... discovery research, including Primary 67 B ------ on oncology, women’s health,
§§ Focus areas: blindness and regeneration, 0] infectious diseases, overactive
genetic regulation, immuno-oncology, bladder, sensorineural hearing loss,
mitochondria biology and targeted protein and more
degradation

)astellas
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OUR ASTELLAS FOOTPRINT*

TOP 30 GLOBAL
BIOPHARMA COMPANY
BASED ON GLOBAL
REVENUES

HERITAGE OF
THERAPEUTIC EXPERTISE

in oncology, urology,
anti-infectives and transplantation

* Based on Full-Year Fiscal 2021 Earnings Report
** Exchange rate: ¥ 115 to $1 USD

MORE THAN 14,500
EMPLOYEES

¥1,296.2 BILLION

($11.3 BILLION USD**) TOTAL
SALES REVENUE FOR
FISCAL YEAR ENDING

31 MARCH 2022

OPERATING IN 70
COUNTRIES
WORLDWIDE

TARGET OF ~19% GLOBAL
ANNUAL SALES

REINVESTED IN R&D

©Astellas Pharma Inc. Prepared April 2023.
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PROVIDING VALUE TO STAKEHOLDERS

1. Public Administration

Improving people’s quality of life and
enhancing community healthcare by creating
innovative new medicines

Improving technology level, development of
healthcare industry

Recommendations for better healthcare policy
Participating in economic and industry
associations and various external initiatives

2. Local Communities

Social contribution activities and donations
Environmental conservation

Job creation

Increasing awareness and understanding of
diseases and medical care

3. Employees

Opportunities and places for self-development
Places, co-workers, and resources for solving
social issues and contributing to the health of
people around the world

Job satisfaction

Good working environment (work style
reforms, promotion of remote work, etc.)
Compensation

4. Business Partners

Driving innovation and creating new
value through collaborations with
Astellas and integration of
capabilities

. Shareholders and Investors

Sustainable enhancement of enterprise value
Stable shareholder dividends
Timely and appropriate information disclosure

8. Academia, research institutions

Find new knowledge from research data

to create scientific innovation

Applying cutting-edge research findings

to medical care
» Training researchers

7. Patients and their families

Fulfilling unmet medical needs by creating
innovative medicines and medical solutions
Providing information on safety and efficacy

« Improving Access to Health (ATH)

Ensuring a continuous stable supply of
investigational drugs and commercialised

products

Engagement with patient organisations

« Reducing the burden on families and the entire

healthcare system
6. Health Professionals
Providing information on safety and

efficacy (including promotional materials)

Ensuring a stable and resilient supply
of investigational drugs and
commercialised products

©Astellas Pharma Inc. Prepared April 2023.
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PHARMACEUTICAL LANDSCAPE AND
RISKS AREAS
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PHARMACEUTICAL REGULATIONS LANDSCAPE

EAR FCPA

-

Physician
Payments
Sunshine Act

Brazilian Clean
Companies Act

OECD Convention on :
Combating Bribery Russian Federal Law

No. 273-FZ (Anti-bribery)

e =g
Anti-unfair
Competition Law Improper Solicitation
China & Graft Act
South Korea

EU Convention on the
Fight Against Corruption
B o ) . Japan PMDA

Criminal Law

Confidential information — for internal use only; not for external distribution or promotional use

©Astellas Pharma Inc. Prepared April 2023.
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PHARMACEUTICAL REGULATIONS LANDSCAPE 2/2

Complessita .o
sistema legale e sta
regolatorio

Contesto politico e @
SOcCio economico

Necessita di
approccio sinergico
ed integrato

FOR INTERNAL USE ONLY

D.Lgs. 231

/. Industry

Code /

/Privacy La

Ambiente esterno e
stakeholders

y

Company -
/ / Ethics principle

Cultura societa
and company /

multinazionali
culture

/ SHE Laws
(81/08) /

/ Specific
Iegalistation/

Date of preparation: April 2020 NON_2020_0031_APE

Wastellas
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UNDERSTANDING ETHICAL & COMPLIANCE RISKS 9

Interactions
with
HCPs/HCOs

International
Trade
Compliance

Conflict of
IS

E&C Risk ’
Focus
Areas

IS Cyber
Security

Social Media

®

Data Privacy ‘

Anti-Bribery
Anti-
Corruption

Wastellas
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INTEGRATED ANALYSIS OF RISKS

Business Operational Financial or Reputational
Continuity Risk Risk Economic Risk Risk
Supply chain disruptions Payment delays Purchasing/Building a Disclosure of patient
Natural disasters Equipment breakdowns new plant information
A pandemic Burdensome processes Acquiring a company Product safety issues
Issuing debt Labor problems

10



I COMPANY MATURITY CURVE
KNOW YOUR HISTORY
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SIGNALS
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COMPANY MATURITY CURVE

13

:thif:a_l “ Fully Accountable Leads & Sets Standards Partners & Facilitates Consults & Advises
ecision-

Making : . -

Continuum Business Consults & Advises Partners & Facilitates Leads & Sets Standards Fully Accountable

Business Risk-Based
Decision-Making

Reactive Structured Intelligent

Continuum
E&C
Business increases N
Accountability control to accountability for

usiness sees E&C as a
valued Business
Partner

reduce ri ethiCS and
compliance across
ALL employees at

Sl Astellas

2023 + beyond

Maturity Model

CONFIDENTIAL - No decisions have been made. Subject to applicable Works Council and employee representative body consultation and local legal requirements.

astellas

Confidential information — for internal use only; not for external distribution or promotional use Disclaimer: These are fictional scenarios which are inspired by multiple different Investigations




THE ROLE OF COMPLIANCE

Inspire a culture and mindset of accountability for compliance and
integrity across all employees

Enable a culture of bold, innovative, informed and balanced risk
taking

Enhance a culture of ethics, compliance and integrity to sustain
high performance

Be the engine that helps the business to drive to the right results

The custodian of reputation and compliance for the affiliate to
ensure sustainability of the business

Leader both in name to model ethical behaviour, informed risk-
taking, agility, and innovation

;tig tions

as



I FUNDAMENTALS OF A COMPLIANCE PROGRAM
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ELEMENTS OF GLOBAL ETHICS & COMPLIANCE PROGRAM
16

Oversight

_ Risk Accounta
Internatio bility &

Open Lines
of
nal Trade Assessm e Communicat
Complian ent e ion&
ce Middle Reportlng

Investigati
ons

Standards Enforceme
and i i
Monitorin nt
Con.tr.ols Culture g& Culture Discipline
(Policies of Auditing of Corrective

Procedures Integrity* Integrity* Action &
IS Systems) Incentives

Egir[[d o Program Culture of
Cyber o 'yht/ Training & Evaluation Complian
Security VErsig Communic Processes ce and

Due ation i i
Diligence and Metrics Integrity

PREVENTION DETECTION RESPONSE EVALUATION
Steps designed to Steps designed to Steps d_emgne_d to take
mitigate risk and to discover non-compliance corrective actions and

prevent non-compliance when it occurs remedy harm caused by
non-compliance

Steps designed to
evaluate program
effectiveness

* A Culture of Integrity runs through and is interdependent with an effective Ethics & Compliance Program

Wastellas
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RISK BASED APPROACH 1/2

/ Map

Processing
Areas

/Monitoring and / Risk
Maintenance / Assessment /

/ /

Gap Analysis/

Implementation/

/Organizational
Action Plan /

FOR INTERNAL USE ONLY Date of preparation: April 2020 NON_2020_0031_APE




RISK BASED APPROACH 2/2

‘/Map Processing Areas

Identify where, why and how (e.g. procedures,
policies guidance)

Internal interviews/Key internal stakeholders
‘/Risk Assessment

Determine potential threats and inherent risks
Analyze information acquired from mapping
‘/Gap Analysis

Identify technical and organizational
measures

Evaluate effectiveness

Residual risk

18

‘/Organizational Action Plan
Define priorities

Approve compliance architecture (e.g. roles
and responsibilities, Governance)

Increase awareness and accountabilities
Procedures

Training

Corporate communication campaigns
\/Implementation

Action plans and CAPA

‘/Monitoring and Maintenance

Audit effectiveness

Discussion in compliance
committee/Leadership Boards

7astellas




I WHAT ABOUT CONTROLS

Funzioni interne

Internal Audit
Comitati aziendali

Ethics&Compliance

Funzioni esterne

Associazione di categoria
Collegio Sindacale

External Auditors

Organismo di Vigilanza

“TAUtorta ESterne

(Antitrust, Privacy, Public
Contracts)

)astellas




GOVERNANCE AND COMMITTEE

Inter-Connected Committees

Leadership Team

Espressione del modello di

business dell’azienda

CliQs
Strumento strategico di gestione Privacy Committee

delle decisioni in un contesto y

segregato

New Product Team Launch Readiness Team

Funzione di indirizzo,
coordinamento e controllo sotto
un profilo di compliance e
espressione di cross-funzionalita

Core Product Team National Account Team

Supporto alla gestione dei
modelli (i.e. modello 231,
modello Privacy, modello SHE)

Regional Account Team

Deleghe formalizzate

)astdlas
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The Astellas E&C
Decision-Making
Framework

Does the activity align with
expectations of ETHICAL
business practices

What is the INTENT
behind the activity?

What is the PURPOSE
of the activity?

What are we trying
to ACHIEVE?

What does
SUCCESS look like?

=

&

000000

A

How can VALUE to the
patient be achieved in an
ethical and compliant way?

Does it bring VALUE and
comply with local laws and
regulations, our Code of
Conduct and company policy?

Is this activity aligned
with the Astellas Way?

)a stellas

v
PROCEED

o

IDENTIFY RISK by considering If circumstances

the SPOC* questions first change refer back
to this framework

Can the risk be

appropriately MITIGATED? *see Risk
Identification

Can we ACCEPT the risk? Model (SPOC)

Are the risks significant which
require further ADVICE?

If risk cannot be mitigated nor
accepted, or further advice is
required, speak to a subject
matter expert, peer group, or
ESCALATE for advice

A astellas




SPOC - Key Questions to Consider

Astellas adhere to all relevant laws, regulations

Yastellas

and Codes - we do not compromise on this! \

SAFETY
- PATIENT

o Will any of our activities
adversely impact the
safety atients taking
our medicines?

Are thers any concerns

regarding
unsubstantiated claims?

Are there any concerns
regarding the planned
activities in terms of
engagement with
patients / POs?

w

OFF LABEL /
PRE-LICENSE
PROMOTION

Hawve you looked at
all activities in their
entirety to ensure
there is not a negative
percepiion?

Has sufficient
consideration to other
activities taken place
in parallel?

Hawve we taken all appropriate actions to
ensure that there are no concerns?

Hawe you completed the Due Diligence,
when needed?

Hawve we applied Fair Market Value
Do we have rebust documenta

Are there considerations from an ABAC
perspective that should be addressed?

Transfer of Value Considerations — are
they appropriate and have we met
regulatory / transparency requirements?

CORRUPTION A COMPETITION

Dioes the activity involve any other
i ompanies 7 If so,
g tov safe guard
sensitive and/or conhdential
information?

Are there any considerations
regarding anti-competition law that
we need to apply?

Is there are any histx
suggesting t
generate a potential Code complaint?

A astellas
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I SPEAK-UP CULTURE

Wastellas
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24

When Something A guide on how to raise concerns 7&%1(‘“8\

7 . Speaking up Is not about getting other people into You can raise concerns about anything In good faith, dless of
O e S n t e e r I g t trouble. If something does not feel right, even If It's Just a whether it happened to you personally, you observed it or were only
J suspicion, report it. it might be that no compliance told about It. Astellas strictly prohibits retaliation or retribution
violation has taken place - but we'd rather be aware and against anyone who, In good falth, ralses a concern about compliance
able to look Into It - then at least we know for sure. Issues or cooperates In an Investigation, even If such concerns or [ ]

allegations are uitimately found to be mistaken or unsubstantiated.

e Fo A Explain your concern

We can all play our part ' You don't need to know everything about the issue before you report it
Just share the information you do know. Explain what “feels wrong”™ or
‘what you have heard or seen.

It's Important we are all ready to call out R |
non-compliant or unethical behaviour or % | | N Here's some ways to structure your conversation:
business practices. This Includes anything :

\ -
that goes agalnst: A ® on...and has been going

\ on for....| became aware

' of this when..”
@ the Astellas Group Code of Conduct 1
@ any of Astellas’s policies and procedures i @ " heard something that does not feel right "

|

@ any applicable laws, regulations or industry codes ' Your manager will ask if you are comiortable speaking to Ethics &

L Compliance: d
Don't leave it to others to report concerns. ’ ! 1 :""\“'wm'm :
Evenif you thlnksomeqne else might havg raised recenve updates on your report.
an issue, your information may help us gain a more Y 7 %
complete picture of what happened. We'd rather ’ While there is always the aption to report your concems anofymously
hear multiple reports of the same issue, than never J b it B T S R e

,‘ details, and your identity will be kept confidential on a
hear anything at all. need-to-know basis.
And if what you tell us needs to be dealt with
elsewhere, we'll pass it on to the right team. »
-
< -

y-

How to raise
a Speak Up PS
concern

Why it matters

Speaking up is one of the most important things you can do to
help maintain our ethical and compliant culture.

You are in a unique position to make Astellas aware of potential
issues at the earliest opportunity. When you do that, we can
take appropriate steps to prevent misconduct or stop it as soon
as possible. So, if you think something is happening that isnt
right, say something straight away.

LI 4_‘

For more information, refer to the Astellas Group Code of
Conduct. You can find other important information on the
Ethics & Compliance Global Site.

Kastellas
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https://astellaspharmanam.sharepoint.com/sites/gspus9900001614/SiteAssets/Forms/AllItems.aspx?id=%2Fsites%2Fgspus9900001614%2FSiteAssets%2FSitePages%2FSpeak%2DUp%2FAstellas%5FSpeak%2Dup%5FEmployees%5FInfographic%5Fv4%2Epdf&parent=%2Fsites%2Fgspus9900001614%2FSiteAssets%2FSitePages%2FSpeak%2DUp

Integrity
1011
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