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Short introduction AsahiKASEI

Lars Stubberud

VP Technical Operations

Master of Science (cand. pharm.) and PhD in Pharmaceutical Science from the University of Oslo, Norway.

Experienced global line manger with >30 years experience from the pharmaceutical Industry. Significant expertise
within the broader CMC area, including Formulation Sciences, Product Development, Technology
Transfer/Technical Stewardship, Regulatory Affairs- CMC and Quality Assurance, Manufacturing and Supply, as
well as Contactor Management.

Joined Calliditas Therapeutics in 2020, a biopharmaceutical company with a commercially launched product in the
nephrology space

Calliditas Therapeutics was acquired by Asahi Kasei in September 2024, and now is part of the Asahi Kasei family
of companies, which includes Veloxis Pharmaceuticals /
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an Asahi Kasei company
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Company overview

Acquisition of Calliditas by AsahiKasei

AsahiKASEI



The combination of Calliditas and Veloxis paves the way for AeanieRsE

becoming a leading nephrology biotech

Kidney Transplantation IgA Nephropathy
EnTa rsus XR° =TARPEYO’
(tacrolimus extended-release tablets) o (budesonide) deleyed release cepsules
U.S. Treating Physicians ~2,500 >5,000
Call Point ¢ \:: ———— Kidney Transplant Center - g
Unmet Needs Toxicities of decades-old NO previously approved
Addressed immunosuppression IgAN treatments
\._.__/

Velox:s calhd1ta55

Kasei company



The combination of Calliditas and Veloxis/Asahi Kasei paves the way

for becoming a leading nephrology biotech, and expansion of

footprint to deliver innovation globally to patients

Region  Core Disease Areas Products
Asahi Kasei
. *TERIBONE (Osteoporosis)
OrthOPEdICS *RECLAST (Osteoporosis)
Japan

Critical Care /
Hospital Based

* CRESEMBA (Aspergillosis, Mucormycosis)
*RECOMODULIN (DIC)

Immunology

*KEVZARA (RA)
*PLAQUENIL (CLE & SLE)
*BREDININ (Nephrotic Syndrome, LN, RA)

)| @)

Veloxis Pharmaceuticals

Transplantation

*ENVARSUS XR (Prophylaxis of organ rejection)

&

Calliditas Therapeutics

Renal Disease

*TARPEYO (IgA Nephropathy)

®

Global Specialty Pharma Pipeline

Disease areas adjacent to
immunology/transplantation, specialty
focused

Renal Diseases

@ AK1960: Undisclosed Indication

Immunology/ Transplantation
AK1910: Autoimmune Disease
VEL-101: Solid Organ Transplant

Setanaxib: PBC*
Invasive/severe infection
(e.g., deep mycosis)

Other Adjacencies

*Also includes Alport Syner 'e,/,an olid Tymar.
e Veloxis " calliditas
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AsahiKASEI

The history and evolution of Calliditas

Three guys and a dog.
Engelbrekts kyrkogata 7B 15 guys and a dog.
P Wallingatan 22B 160 guys and a dog.
| \ World Trade Center Stockholm
+ several other locations

\__/
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Nefecon — the product,

AsahiKASEI

designed to target the presumed origin of the disease

Drug product based on known active ingredient

» Active ingredient is budesonide — a highly potent, topical,
locally acting immunomodulator

* 90% cleared in first pass metabolism by liver, with the
view of minimizing systemic side effects

* No clinically relevant adverse effects on metabolic or
cardiovascular system. No prophylaxis needed.

Predominantly mild to moderate AEs, reversible upon
discontinuation

Liver

GUT CYPs and
phase Il

Veloxis calliditas
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AsahiKASEI
Nefecon — the product,

designed to target the presumed origin of the disease

Novel targeted release profile

» Designed to deliver a targeted and highly potent dose

directly to Peyer’s patches in the ileum Enteric coating for delayed release

Capsule shell

Differentiated release profile

- pH-governed delayed disintegration of the capsule
until it reaches the ileum

- Potent, sustained exposure throughout the ileum

SEM of Peyer’s patches
-

o
’

Triple coated beads

Core particle
Active coating
Seal coating

Polymer coating
for sustained release

Budesonide Concentration

Duodenum &
Stomach Jejunum lleum Colon k, /

; Veloxis' calliditas
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' ' AsahiKASEI
Commercial Partnerships sahi

Effective partner/supplier management is one of the key factors to success

/\
2021: Partnered with STADA in the
STA DA European Economic Area (EEA) member

states, Switzerland, and the UK

EVEREST MEDICINES

2019: Partnered with Everest |

\ & VIATRIS'

Medicines in Greater China,

Taiwan, Singapore and South Korea
(2022)

‘ *l 2022: Partnered with Viatris in Japan.
/

d
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The virtual world of Technical Operations AsahiKASE!

N

/ |
B CMC & Supply ’
/ Project
, | Management

N~
Pharmaceutical \_

Development &
Manufacturing
(PDM)

Incl. maintenance
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AsahiKASEI

The importance of the right supplier!
Development, IMP, Validation, Manufacturing, Supply

Enteric coating for delayed release

_ _ Capsule shell
 Technically advanced manufacturing

Unique process

Limited number of suppliers with right technology

BioTech and small start-ups — traps!
Triple coated beads

CAPEX

Core particle

The one you chose from start vs. the cost and time
of a change

Active coating

Seal coating
Polymer coating
for sustained release

The ”strategic fit”

Introduction of “The SPET” — an evaluation tool for Supplier selection, development and management

Veloxis' calliditas

an Asahi Kasei company



AsahiKASEI
From a holistic company view to a business case for management decision

Supplier Performance Evaluation Tool - The “SPET”

 Neutral evaluation with focus on your company’s best business interest, Gompany
The criteria should be based upon requirements from the following key areas ang Stakeholder requirements
stakeholders; igauirements

Company specific requirements: e.g. Code of Conduct, Ethics, Anti-bribery,
Environmental requirements

Procurement

requirements

Quality & Regulatory.: e.g. GxP, Market specific requirements

Technical Operations: e.g. capability, competence and equipment

Procurement: e.g. financial position,
quality of cooperation, COGS & TCO

The criteria should be a supportive part of the Procurement Management Process. Key Criteria
This includes the RFXx, the negotiation, the evaluation, selection and the contract.

Each criteria should have a clearly stated definition. The definition could vary between

different types of Procurements.

Veloxis' calliditas

an Asahi Kasei company



AsahiKASEI

Standardized criteria of Supplier Evaluation - examples

Company criteria Procurement Criteria Stakeholder Criteria
Code of conduct Financial Position Fsigggierement Specification or
Environmental systems & efforts Total cost Supplier competency
Global or local presence Share of business revenue Technological competetive position

Management attention Capacity flexibiity

Quality of cooperation :
Stakeholders: Lead time

Supply accuracy
Technical development/PDM, Quality, Supply Chain, Regulatory

and others depending on the Scope Quality of Performance
A joint evaluation committee as a evaluation body, and to focus Communication and interface

and agree upon: _ Regulatory impacts
- Best fit for purpose supplier

Jointly align on the recommendation to be summarized in a Business Case for Management decision

Veloxis calliditas

an Asahi Kasei company



AsahiKASEI

The SPET

When to use the tool

Supplier

- Supplier Evaluation and Selection process Evaluation

During preparation and planning for outsourcing

* |dentify right CDMO for development, manufacturing and/or supply

For RFI/RFP preparation and submission

Supplier
Selection

For proposal evaluation
» To be evaluated by an Evaluation Committee with stakeholders

During negotiation

Supplier recommendations and business case summary

Supplier

* For continuous Supplier follow-up and development Development

- Business Review Meetings

- Specific project reviews

J
Confidential Veloxis CalhdltaS
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The SPET

The tool visualize and identifies the Supplier profile and gaps

- Defined minimum and target levels — Visualizes the strengths and weaknesses

: : f th li
- The supplier's actual profile and gaps OT the sUpplier

will be evaluated — Easy to add suppliers for comparisons

AsahiKASEI
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SPET evaluation of manufacturer

AsahiKASEI

 Gaps

- Identified gaps to be highlighted
and mitigated if needed
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AsahiKASEI
SPET evaluation of manufacturer

Gaps
- Identified gaps to be highlighted

CDMO 2 and mitigated if needed
+ Gaps could be positive
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SPET

Summary

* The purpose

Align with company requirements
Objective & Strategic supplier selection
|dentifying and driving improvements
Supplier performance assessments

Visualizing the supplier’s evaluation, performance & gaps

* When to use the tool

During Procurement preparation and planning

For RPI/RFP preparation and submission

For RFI/RFP evaluation and supplier recommendations
For negotiation and supplier selections and business case summaries

For supplier development and management

+ Other fields of application

- Suits all kind of procurement scopes and supplier development projects

AsahiKASEI

G

Supplier
Evaluation

Supplier
Selection

Supplier
Development

Veloxis calliditas

an Asahi Kasei company
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Working with Partners &
Suppliers



The virtual world of Technical Operations AsahiKASE!

N

/ |
B CMC & Supply ’
/ Project
, | Management

N~
Pharmaceutical \_

Development &
Manufacturing
(PDM)

Incl. maintenance
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Effective supplier mgt is about to ensure AsahiKASEI

“Back-to-back” business model and structure

Your Company

- Agreement
Partners - Demand
- Requirements
-KPlIs
- SOW/COS
- Change process
- Pricing & Invoicing structure

- Agreement
- Capacity
-Requirements
-KPIs
-SOW/COS .
- Change process Suppller
- Pricing & Invoicing struBture

\_/
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Governance Structure

SUPPLIER & PARTNER

* Purpose: prepare
for launch

* Meeting frequency
before and after
launch

-

Joint Steering
committee

(Partner)

Supply

Launch
meetings

Confidential

Business
review
meetings
BRM (QBRM)

* Purpose: Review of the \
ongoing business and
projects.

* Follow up of supply
business related topics;

* SPET and KPIs

* Relationship

* Pricing

* Forecasts

* Investments

* Projects
* Meeting frequency:
Quarterly

AsahiKASEI

)

*Purpose: Review of
forecasts and orders

*Updates in capacity
*Meeting frequency:
Monthly

——
Aeloxis calliditas

PHARMACEUTICALS THERAPEUTICS
an Asahi Kasei company



AsahiKASEI
SPET March. vs. May-25 performance overview Identified GAPs:

. GA D + Financial position

(Supp“er A - real example) + Quality of Performance and supplier competency

- Lead time

- Communication, responsiveness and
transperancy (legal matters)

March -2025

Negative gaps need an improvement plan

10
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SPET March. vs. May-25 performance overview
(Supplier “A” - real example)

May -2025

AsahiKASEI

Identified GAPs:

+ Financial position

+ Quality of Performance and supplier competency

+ Lead time

+ Communication, responsiveness and transperancy

No negative GAP’s!
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Identified GAPs:

SPET Oct. vs. May-23 performance overview
(CDMO “17 - real example)

mitigation

discussed

AsahiKASEI

* Gaps to be discussed and plan for

* Negative trends identified, evaluated and

- Positive trends identified and highlighted

10

Financial position Portfolio Payment terms  Ability to supply Presence/region OTIF Management Interfaces Simplicity in Quality Systems Total cost of Capacity 2023 Communication, Quality of

Capacity 2024-

= Target

- - Min

CDMO 1 May 2023

CDMO 1 Oct 2023

to all market Cooperation and (contacts, collaboration ownership responsiveness  performance and 2027
collaboration meetings and and transparency Supplier
structure) competency
Veloxis 1di
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Challenges and Learnings

AsahiKASEI

From a start up from 3 guys and a dog through commercialization and Partner relations

Challenges:

* Going from start-up to commercialization

- Interactions with suppliers —how to get your
voice heard and supply chain running

» Advanced product/process

- The fine balance between expertise and
micromanagement

* Management of both Partners & Suppliers
(CDMOs)

Learnings:

Going from start-up to commercialization &
Interactions with suppliers —how to get your
voice heard and supply chain running

Supplier selection process
Visualise your view of the supplier (SPET)
Regular F2F BRM at Supplier site

Advanced product/process
Product/Process SMEs
Present at manufacturing site/s

Management Partners vs Suppliers (CDMOs)
Strong business & supply team
Assure "Back-to Back” models

Through the process
SPET —as a supporting tool

Veloxis calliditas

an Asahi Kasei company



AsahiKASEI

Perfect fit supplier? — Or, perfect fit customer...

Perfect fit customer

Way forward? "

Confidential Veloxis Calhd'ltaS
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Collaboration and way of working — improvements AsahiKASEI

Company CDMO

duali:fy
-\ WEVEKe
workng

Supply
Product

------------

Supply
Product

------------

The missing piece?

¥/
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AsahiKASEI

Conclusion/Summary

Competence, tool and process
to find your perfect fit Supplier...

Supplier
Evaluation

Supplier
Selection

Supplier

Development ...and you need a

dog!

J
Confidential Veloxis CalliditaS

PHARMACEUTICALS
an Asahi Kasei company

THERAPEUTICS



_  F
Veloxis

PHARN\ACEUTICALS
n Asahi Kasei company

calliditas

THERAPEUTICS

Q&A

AsahiKASEI



