Updated: 2 ptember,2025
grame pdate,
I d agenda
SUMMITS ncewebsic

The Global Project
Management, Portfolio
Planning and Partnerships for
Generics & Biosimilars

- Global PPM conference focused on Generics

o Toronto | Canada (in-person event)

’ September 24 - 25, 2025 Gold Wy
Partner TEQD‘CDHSUHIHQ

Silver
Partner

SGS.



2025 PPM Summits Worldwide

World’s Greatest PHARMA,
BIOTECH & HEALTHCARE
Project and Portfolio
Management Conferences
UNITED under WHY Summits
PPM WORLD TOUR

“ALWAYS BE CURIOUS™ WWW.WHYSUMMITS.COM




Conference Themes WHY??
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Wednesday Thursday
September 24, 2025 September 25, 2025

Global vs. Emerging Market Opportunities Business Development and Outsourcing

PM'’s role in Product Development Strategic Partnerships for Economic Growth

Stakeholder Management Skills

Going on Market - What to be Focused on?

Artificial Intelligence in Generic Formulation Projects

—The Future of Pharma

Risk Management
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Reasons to attend WHY??

—— SUMMITS @

Friendly and highly « \ Fun icebreaking social Creative and inspiring
stimulating atmosphere in (o) g} events every evening with platform for fruitful

a smaller circle (around 150 \ - delegates, speakers and discussion

attendees per conference) _ sponsors of the event

Workshops and Roundtables
for a deeper dive into
important topics in the
Pharma industry now

Sharing new ideas
and building strong
connections

Big & SME Pharma
and Biotech
o companies

Testimonials

20+

LEADING
SPEAKERS

1 6.0 6 & ¢

“An event where everyone could participate in the
conversation. Great mix of Panel discussion, round
table and presentations that give the ability to
network and meet everyone in the room.”

8+

HOURS OF

N
NETWORKING L@-; i

Global Project & Portfolio Manager
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Testimonials

Blerim Shkodra
Sr Director Capital Procurement &
Category Leader

= Lonza

It was a real pleasure being part of this
great event.

Bhaskar V. Sathaye

Lead Project Engineer

The Janssen Pharmaceutical
Companies of Johnson & Johnson

A big bravo to the Why Summit Team
for organizing the great conference.
Excellent speakers, fantastic attendee!

Peter C. Luke

Project Corporate Vice President - API
Expansion

Novo Nordisk

Thanks for the opportunity to share
lessons learned at the conference. Also,
very well planned and managed event
with great speakers and highly relevant
network. Big thanks to Radoslava
Gregova and Tomas Rendek for their very
professional support.

David Swift
Senior Procurement Leader
Lonza

Great discussions and insights from some
of the best in the business

Noel Decker

VP and Head, Science & Development
Project Management, Strategy and
Business Operations

Emergent BioSolutions

Reflecting on my participation in the 22
American Pharma and Biotech Project,
Program, and Portfolio Management
Conference in San Francisco last week, | am
inspired by the wealth of knowledge shared
and the incredible community of experts
and lifelong learners | had the pleasure of
working with and connecting to.

Emmanuel Happe
Senior Leader | Global Director

Thanks to Why Summits and the Great
Speakers and Panels. Very inspiring. So
many great things to do to to provide a
better Life for our patients

Mugunthan Maheswaran
Sr Project Manager, Technology,
Digital & Operational Excellence
Roche

It was a very transparent discussion
on Agile, waterfall and hybrid
methodologies. | have fully enjoyed
participanting in this panel!

ﬁ‘ Zane Zaleska

=" Senior Project Manager

ot

The Why Summit conference touched
not only my mind, but also my heart. So
many presenters emphasized the people
skills and common sense in PPM which
aligns with my personal values. At the
core of every project are people and their
wellbeing

@ Dhawal Upadhyay
General Manager - Global Program
w Management
Intas Pharmaceuticals

(Biopharma division)

It was an honor to be part of such a
prestigious event and to contribute
to discussions. Thanks Why Summits
for the opportunity to engage with
such a knowledgeable audience and
networking with industry leaders !!

WHY??

—— SUMMITS @

e Christophe De Vleeschouwer
; Director, Pipeline Project
. Management
GSK Vaccines

Very good and engaging discussion!
Thanks Why Summits for being part of
the panel

Raffaele Marranzini
1 CEO
@ Platflow
- b

Thank you for giving me the opportunity
to speak in front of this specialized PPM
audience within the broader context of
PLM.

Dave Penndorf

PPM Advisor

Groundswell Pharma Consulting,
LLC.

Always a fun time MCing the Why
Summits conferences! It's the intersection
of a topic I'm so deeply passionate about
(PPM), the industry | know so much
about (life science in general, pharma in
particular), and the people who - dare |
say it - have become my friends.
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Dear Colleague,

Navigating the complex world of generics & biosimilars requires exceptional portfolio prioritization,

agile capacity management, resource allocation, and business development. To help you excel in this
ever-changing landscape, we're excited to present a 2-day conference packed with in-depth content,
interactive discussions, and valuable networking opportunities at the annual Global Project Management,
Portfolio Planning and Partnerships for Generics Conference.

Join us in Toronto, where industry leaders and fellow executives will come together at the nexus of
science, business, and operations to advance Generic Formulation Projects, Business Development, and
Strategic Partnerships. By attending, you'll gain cutting-edge tools, insights, and organizational strategies
to enhance your strategic decision-making, optimize portfolio prioritization and resource planning, and
foster value and resilience in your organization.

Here’s what you can expect at the conference:

« Engage in dynamic, interactive discussions with industry experts and peers.

- Discover innovative solutions and strategies to tackle today’s strategic partnership challenges.

« Build lasting connections with fellow executives and thought leaders in the field.

+ Gain access to exclusive insights, tools, and best practices to optimize your decision-making process.

+ Don’t miss this unique opportunity to elevate your stakeholder management skills and network with key
decision-makers.

Mark your calendar and join us for this game-changing event that will redefine your approach to project,

program, and portfolio management in the generics industry.

We look forward to seeing you in Toronto!
Best regards,

Pusins

Andrea Beneova
Event Producer
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Speakers & Panelists
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SANDOZ APOTEX

Manufacturing & Supply Vice-President — Corporate Business Head Canada Senior Director, Alliance
Transformation Affairs Intas B2B Management
Sanofi Sandoz ApotexInc

Y

™ Mallinckrodt

Director of Regulatory Affairs Vice President, Scientific & Corporate Strategy & Market Access

Compliance and Licensing Regulatory Affairs Creaiviti
Mallinckrodt Pharmaceuticals Canadian Generic Pharmaceutical
Association
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. é? Biologics
AUROBINDO

Director - Product
Development, R&D

Senior Vice President Scientific ) -
Affairs Operations Manager, Biologics

Head of Market Access, SGS Canada, Mississauga
Pricing, Policy and Patient Lab

Support Programs
Biocon Biologics

Aurobindo
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Vice President Business
Development & Scientific Affairs
Mint Pharmaceuticals Inc.
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VP Market Access & Technical VP of Account Enablement Co-Founder & Chief Executive
Operations Rego Consulting Officer
Jamp Pharma Group Genairx
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REGCON

Head of Intellectual Property President
Argentum Pharmaceuticals LLC RegCon Solutions (Canada) Inc.

APOTEX

m'r‘{ SANDOZ

Vice President, Alliance VP Regulatory Affairs

Management Mint Pharmaceuticals Inc.
Al | . .
itz Vice President of Account
Enablement
Sandoz
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Agenda
Day1

REGISTRATION & MORNING NETWORKING

Start your day by checking in at registration, where you'll receive your badge. Grab a fresh cup of coffee to
energize yourself for the day ahead. Take this opportunity to connect with fellow attendees, exchange ideas,
and build new professional relationships.

NAVIGATING THROUGH MARKET DYNAMICS: PRICING, COMPETITION, AND
API INTEGRATION
In this case study, we delve into the intricacies of market analysis, focusing on essential details that businesses
must consider to stay competitive and thrive. From pricing strategies to understanding generic competition
and the integration of APl companies, we explore key factors that shape market dynamics and influence
strategic decision-making.

Head of Market Access, Pricing, Policy and Patient Support

Programs, Biocon Biologics

THE CORE CAPABILITIES OF A STRATEGIC PORTFOLIO MANAGEMENT (SPM)
APPLICATION
SPM, at its foundation, is a framework of business capabilities, supporting processes, and enabling technology. To
be considered a true SPM solution, enterprise tools must go beyond the traditional PPM functions. In this session,
we will discuss and showcase a comprehensive list of those capabilities an industry leading SPM application, all
while provide guidance for growth and maturation in the areas that are most important to your organization.

VP of Account Enablement, Rego Consulting

UNLOCKING OPPORTUNITIES: EXPANDING CANADIAN GENERICS INTO
EMERGING MARKETS
This keynote will explore the strategic pathways for Canadian generic pharmaceutical companies to successfully
enter and thrive in emerging markets. From navigating regulatory landscapes to building partnerships and
optimizing supply chains, the session will provide actionable insights and best practices to leverage the
growing demand for high-quality, affordable medicines in these regions. Attendees will gain a comprehensive
understanding of market dynamics and how to position Canadian generics for sustainable growth.

Corporate Strategy & Market Access, Creaiviti

“ALWAYS BE CURIOUS”

WELCOME TO OUR EVENT! WE'RE SO HONORED AND GRATEFUL TO HAVE YOU WITH US.
Join us in the gathering area to collect your badge, connect with fellow participants, and ease into the event
atmosphere. It's a great chance to meet new faces, catch up with familiar ones, and start the conversations
early. Whether it's a quick hello or a deep industry chat, we're excited to kick things off together. Everyone’s
welcome—see you there!

STRATEGIES FOR MARKET ENTRY — CANADIAN GENERICS
This keynote covers critical considerations such as regulatory requirements, market approval timelines, and
mitigating country-specific risks. Learn effective modes of entry including joint ventures, subsidiaries, and
licensing agreements, alongside tailored go-to-market strategies for B2B, B2C, and hybrid models.

Co-Founder & Chief Executive Officer, Genairx
Corporate Strategy & Market Access, Creaiviti
President, RegCon Solutions (Canada) Inc.

NETWORKING BREAK

OPPORTUNITIES AND CHALLENGES FOR DIFFERENT GENERIC DRUG
TYPES
What Project and Portfolio Managers need to do to succeed in markets of different Generic drug types. We
discuss the opportunities these markets are providing, what are the major challenges, and how to tackle them.
» Oral Solids
» Biosimilars
» Respiratory Products
« Sterile Injectables
- OTC

Vice President, Alliance Management, Apotex Inc
Senior Vice President Scientific Affairs, Aurobindo

Head of Market Access, Pricing, Policy and Patient Support
Programs, Biocon Biologics
Director— Product Development, R&D
VP Regulatory Affairs, Mint Pharmaceuticals Inc.

WWW.WHYSUMMITS.COM




Day1

ACCELERATING BIOSIMILAR DEVELOPMENT: THROUGH EARLY-STAGE
CHARACTERIZATION TO QC RELEASE
Speaker will talk about the importance of analytical comparability to reduce the uncertainty and use of
orthogonal methods throughout the biosimilar development. Speaker will talk about the regulatory guidance
& path for faster market access.

Operations Manager, Biologics, SGS Canada, Mississauga Lab

GENERIC PRODUCT LAUNCH - HOW TO STAY PATIENT-CENTRIC?
Development and launch of generic and biosimilar products play a crucial role in expanding access
to affordable healthcare options. This keynote will focus on embracing patient-centricity in product
development and launch, ensuring that the needs and preferences of patients are at the forefront and discuss
post-launch strategies, including lifecycle management, pharmacovigilance, and market share optimization.

Senior Director, Alliance Management, Apotex Inc

LUNCH BREAK

NAVIGATING THE REGULATORY AND COMPLIANCE CHALLENGES FOR
BIOSIMILARS IN CANADA AND OTHER MAJOR MARKETS
- Alignments and misalignments of regulatory requirements for Biosimilars between Canada, Europe and US
regulatory agencies

- Complexity of Biosimilars versus chemical drugs and how to navigate these complexities
+ GMP Mutual Recognition Agreements between Health Canada and other agencies : Pros and Cons
Senior Vice President Scientific Affairs, Aurobindo

REGULATORY CHALLENGES OF COMPLEX GENERICS AND
COMBINATION PRODUCTS AND HOW TO DEAL WITH THEM
+ What specific regulatory challenges do complex generics and combination products face in Canada and
other international markets?

+ How do Canadian regulatory requirements for complex generics differ from those in the US and Europe?

- What are the disparities among regulatory agencies worldwide and how can companies effectively navigate
these differences?

- Based on industry experience, what are the best practices for submitting ANDS applications in Canada
without product-specific guidance?

Director of Regulatory Affairs Compliance and Licensing, Mallinckrodt Pharmaceuticals
Vice President, Scientific & Regulatory Affairs, Canadian Generic Pharmaceutical

Association

VP Regulatory Affairs, Mint Pharmaceuticals Inc.

“ALWAYS BE CURIOUS”

CREATIVITY AND CREATIVE PROBLEM SOLVING
Creativity and creative problem solving consists of tools and habits that help you and your team become
more creative. During this session, you will learn simple tricks and methods to encourage a more creative work
environment. Learn how to better structure effective team meetings, workshops, and all-inclusive ideation
sessions. These approaches will help you look at solving problems in a new creative way. You may even learn
about some great work habits to boost your career!

VP of Account Enablement, Rego Consulting

NETWOKRING BREAK

1) GENERIC COMPETITION IN CANADA: STRATEGIES FOR ECONOMIC SUSTAINABILITY
Vice-President — Corporate Affairs, Sandoz

2) PM’'S ROLE IN PRODUCT DEVELOPMENT
Vice President BD & Business Development & Scientific Affairs, Mint Pharmaceuticals
President, RegCon Solutions (Canada) Inc.

3) BIOSIMILARS - OPPORTUNITIES, CHALLENGES, AND OUTLOOK
Head of Market Access, Pricing, Policy and Patient Support Programs, Biocon Biologics
Senior Vice President Scientific Affairs, Aurobindo

4) REGULATORY CHALLENGES WITH FOCUS ON EMERGING MARKETS
Director— Product Development, R&D
VP Regulatory Affairs, Mint Pharmaceuticals Inc.

5) EMERGING MARKETS - WHERE ARE THE OPPORTUNITIES
Corporate Strategy & Market Access, Creaiviti

6) FROM PRODUCT LAUNCH TO U.S. DISTRIBUTION: PRACTICAL PHARMA STRATEGIES
Director of Regulatory Affairs Compliance and Licensing, Mallinckrodt Pharmaceuticals

THAT'S A WRAP!

EVENING PROGRAM

Unwind after a full day of sessions by joining us for the evening networking program. We'll gather at a nearby
restaurant to continue conversations, exchange ideas, and connect in a relaxed atmosphere. This informal
meet-up is the perfect way to build relationships and wrap up the day.

WWW.WHYSUMMITS.COM



Day2

CRAFTING EFFECTIVE PATENT LITIGATION STRATEGIES FOR GENERICS AND
BIOSIMILARS
Uncover the intricate web of patent litigation within the realm of generics and biosimilars through this case
study. Gain a comprehensive understanding of navigating complex legal procedures and discover techniques
to effectively address challenges. Discover the power of crafting innovative intellectual property strategies to
unlock market potential and thrive in the fiercely competitive arena of generics and biosimilars.

Head of Intellectual Property, Argentum Pharmaceuticals LLC

HOW TO UTILIZE BD FOR SUCCESSFUL PARTNERSHIPS - TIPS & TRICKS
Gain valuable insights from a real-world examples that delve into the journey of a generics company in
establishing and maintaining successful partnerships. Uncover the critical role of Business Development in
identifying, evaluating, and structuring partnerships. Learn how to align BD strategies with PPM objectives to
identify the right partners and opportunities.
Business Head Canada, Intas B2B
Vice President Business Development & Scientific Affairs, Mint Pharmaceuticals Inc.
Vice President, Alliance Management, Apotex Inc
Director - Product Development, R&D

NETWORKING BREAK

RESOURCE MANAGEMENT - MATCHING PEOPLE & PRIORITIES
PMO organizations embracing resource management effectively maintain their competitive edge in times
of resource constraints, skills scarcity, flat budgets, and ambitious R&D agendas. With the most efficient
resource utilization at the top of the list, these organizations significantly reduce the overall project cycle time
and maximize their portfolio’s throughput. We will also include here a debate and real examples of how one
company’s PMO leveraged the PMO people, processes, tools and templates to deploy a practical, scalable and
sustainable resource management solution.

Manufacturing & Supply Transformation Leader, Sanofi

“ALWAYS BE CURIOUS”

IP STRATEGIES FOR GENERICS AND BIOSIMILARS
Head of Intellectual Property, Argentum Pharmaceuticals LLC

BUSINESS DEVELOPMENT SKILLS
Vice President Business Development & Scientific Affairs, Mint Pharmaceuticals Inc.
Businesss Head Canada, Intas B2B

RESOURCE MANAGEMENT IN SMALL VS BIG PHARMA
Manufacturing & Supply Transformation Leader, Sanofi

LUNCH BREAK

EXPLORING THE ESSENTIAL SOFT SKILLS FOR EFFECTIVE STAKEHOLDER
MANAGEMENT IN PPM
Unlocking Stakeholder Success: Essential Soft Skills for Effective Management. Explore the critical soft skills
required to navigate and influence stakeholder dynamics. Learn how to master communication, emotional
intelligence, conflict resolution, and relationship-building techniques. Acquire the tools to cultivate
lasting partnerships, mitigate challenges, and steer projects towards success by harnessing the power of
interpersonal skills.

Vice-President — Corporate Affairs, Sandoz

MASTER YOUR LEADERSHIP POTENTIAL (60MIN)
This engaging workshop will equip you with the key leadership skills to thrive in the dynamic pharmaceutical
industry.
» Empowering Session: Dive into an interactive workshop designed to ignite your leadership journey.
» Collaborative Activities: Work in teams to hone your communication and problem-solving skills through
engaging exercises.
» Unlock Your Leadership: Discover your unique leadership style through self-assessments and interactive
discussions
VP Market Access & Technical Operations, Jamp Pharma Group

NETWORKING BREAK

WWW.WHYSUMMITS.COM




Day2

Al'IN ACTION: TRANSFORMING GENERICS AND BIOSIMILARS
Discover how leaders from the generics and biosimilars industry are applying Al in their daily operations to
drive efficiency, quality, and innovation. Learn how these advancements are transforming processes today and
interact with the panelists to find answers to your own questions.

Co-Founder & Chief Executive Officer, Genairx
Vice President of Account Enablement, Sandoz

TO OUTSOURCE OR NOT TO OUTSOURCE
President, RegCon Solutions (Canada) Inc.

Al IN ACTION: TRANSFORMING GENERICS AND BIOSIMILARS
Co-Founder & Chief Executive Officer, Genairx
Vice President of Account Enablement, Sandoz

HOW TO DRIVE ORGANIZATIONAL ALIGNMENT
Corporate Strategy & Market Access, Creaiviti

THAT'S A WRAP
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2025 PPM Summits Worldwide WHY?

— S UMMITS @

22 - 23 January, BARCELONA 5 - 6 August, SINGAPORE
3 -4 April, BASEL 3 - 4 September, MELBOURNE
9 - 10 April, CHICAGO 10 - 11 September, MUMBAI

15 - 16 April, PHILADELPHIA
7 - 9 October, BASEL

14 - 15 May, LONDON
15 - 17 October, BOSTON

3 -4 June, COPENHAGEN

19 - 20 November, LONDON
11 - 12 June, BERLIN

9 - 11 December, LAS VEGAS
11-12 June, SAN FRANCISCO
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Our Valued Partners, Past and Present
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Sponsorsﬂhip WHY?

— SUMMITS @

Additional sponsorship opportunities are available for those who wish to further customize their involvement.

With a large and senior audience and decision makers, thoroughly selected, exhibiting at any Summit at 2024 PPM SUMMIT
WORLD is a popular sponsorship option with great value for solution providers.

Sponsorship includes:

« Selected Summit Three Access Passes

« Exhibition space

« Helping to prearrange face to face meetings with selected participants

2024 PPM SUMMIT WORLD TOUR will host a series of dinners. These dinners bring together thoughtfully selected groups
of 15-20 peers from established pharma, biotech, healthcare, and medtech companies. The dines start with a 30 minute
networking reception followed by a 60 minute seated dinner, with the option for participants to remain afterward to
continue networking.

« Selected Summit Three Access Passes

+ 30-minute reception, and 60 minute seated dinner

Limited speaking opportunities are available for our sponsoring partners to demonstrate the expertise of their
organization. Be sure to ask about these early so we can ensure your presentation flows seamlessly with the overall content.
Speaking sponsorships has several options — keynote presentations, case study presentations, expert presentations, panel

discussions, workshops or roundtable leadership. Speaking opportunities are available for experts in the field of Project
and Portfolio Management, Contract Management, Consultancy, CMO, CRO, Data Management and Intelligence, Artificial
Intelligence, Robotics, loT and Digital Innovations.
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Updated: 22 September, 2025

‘ o nta ct u s for the latest programe update, please

download agenda on conference website

REGISTER HERE

SPEAKING:

andrea.b@whysummits.com

ATTENDING AND SPONSORING:

shk@whysummits.com

DISCLAIMER

Please note - all of the information in this document is subject to change at any time. Whilst every effort has been made to ensure the accuracy of the information, statements and
decisions recorded in them, their status will remain that of a draft until such time as they are confirmed as a final version prior the subsequent meeting. Additionally, the user information
is only valid at a certain moment in time and is subject to change due to movement and changes in bit rate requirements.
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