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PROGRAM - DAY 1

SEPTEMBER 20, 2022
* JOIN US FOR THE PRE-EVENT HAPPY HOUR ON SEPTEMBER 19TH, 2022 FROM 6:10 PM - 7:10 PM EST

7:00 am - 7:55 am EST

DELEGATE REGISTRATION AND NETWORKING BREAKFAST

8:00 am - 8:10 am EST

CHAIR'S WELCOME AND OPENING REMARKS

EXTERNAL MANUFACTURING EXTERNAL QUALITY EXTERNAL SUPPLY
CEDRIC DUBOIS FRANCIS DUMONT KRIS HALL
SOnOfi IS—Iead,.BioIogics External Manufacturing épﬁler ziglslrylzltrrzi;ry External Drug Product ll NOVARTIS gr’;)ec;rt?;?]esr:rlr_‘z?i(i;xternal Supply
el Pfizer Novartis

8:10 am - 8:45 am EST

OPENING KEYNOTE

KEVIN COOK
sA"Doz A Novartis . N .
Division VP and Head, Supply Chain, Demand Planning and Customer Service
Sandoz, a Novartis Division

TRUST, RELATIONSHIPS AND DATA: IMPORTANT CONSIDERATIONS FOR SUPPLIER INTEGRATION BOTH UPSTREAM AND
DOWNSTREAM

What is the new value driver in outsourcing?

Examining some of the unique challenges brought about by the pandemic

Better integrating CDMOs/CMOs into your network

Keys to building trust and relationships

Achieving deeper levels of supply chain transparency both upstream and downstream

available: @8 Video


https://posummit.com/sessions/important-considerations-for-supply-chain-leaders-working-in-todays-changing-outsourcing-landscape-2/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/important-considerations-for-supply-chain-leaders-working-in-todays-changing-outsourcing-landscape-2/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
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8:45 am - 9:20 am EST

PLENARY

RAMESH PANCHAGNULA, PH.D.
kEKrAR Managing Director

Nektar Therapeutics India Pvt Ltd

LEADING INTERNAL AND EXTERNAL TEAMS TO SUCCESS ACROSS A GLOBAL MANUFACTURING NETWORK

= Developing a winning team of external manufacturing, quality and supply chain experts

= Best techniques for collaborating with expert teams to develop, launch and supply therapies
= Ensuring quality oversight in contract manufacturing and outsourced activities

= Building external expertise and capabilities

= Sourcing and selecting partners with technical capabilities and mutually aligned goals

= Case studies of outsourcing success

available: @ Video

9:20 am - 9:55 am EST

PLENARY

SHABBIR DAHOD

tracel'nk President and Chief Executive Officer

NETWORK FOR GREATER GOOD .
TraceLink

DIGITALIZING SUPPLIER MANAGEMENT OPERATIONS TO IMPROVE VISIBILITY AND COLLABORATION WITH CMOS AND
DIRECT SUPPLIERS

= What key challenges drive supplier management leaders to digital transformation in the pharmaceutical industry?
= Achieving more agility with CMOs and direct suppliers

Linking systems, processes, people and enterprises into a collective information network to support intelligent business execution
= Improving visibility and collaboration in supplier management operations

= How a digital network platform enables data sharing with a network of CMOs/suppliers through a single link

Enabling supplier management teams to engage CMOs/suppliers through collaborative work management

available: @8 Video

10:00 am - 11:40 am EST

REFRESHMENTS, NETWORKING, AND PRE-ARRANGED 1-2-1 MEETINGS



https://posummit.com/sessions/leading-internal-and-external-teams-to-success-across-a-global-manufacturing-network/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/leading-internal-and-external-teams-to-success-across-a-global-manufacturing-network/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/why-your-supply-chain-strategy-is-now-your-business-strategy/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/why-your-supply-chain-strategy-is-now-your-business-strategy/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670

11:45 am - 12:20 pm EST
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SESSIONS

EXTERNAL MANUFACTURING

SIAN JONES-MACPHAIL

Director, Contract Development and
Manufacturing

Amgen

AMGEN

SCALE-UP AND TECH TRANSFER BEST
PRACTICES

= Keys to executing a successful technology transfer

= Discussing the importance of synergy with contractors

= Utilizing good communication to drive project success

= Develop long-term strategies and product timelines

= Reviewing the tech transfer success with Amgen's
Synthetic DS portfolio

= Enabling quick and seamless technology transfers

available: @8 Video

12:25 pm - 1:00 pm EST

EXTERNAL QUALITY

JAYE GREENE

Director, Quality and Process
Optimization

Rx-360

DAVID CADY
Senior Director, Strategic Sourcing
TCR? Therapeutics Inc.

TCR

ACHIEVING SUPPLIER QUALITY
EXCELLENCE

= What are key considerations for supplier auditing?

= Ensuring audit readiness

= Best practices for audits of material and service
providers

= Tools and techniques for enhancing audit programs

available: @ Video

EXTERNAL SUPPLY
B LUIZ ALBERTO BARBERINI
BAeER Head, External Manufacturing, Latin
E America
Bayer

LEVERAGING TECHNOLOGY TO
OPTIMIZE SUPPLY CHAIN VISIBILITY
AND ENHANCE SERVICE LEVELS

= What does the Strategy House look like within the
global supply chain at Bayer Consumer Care?

= Overcoming external network operations amidst
widespread supply chain challenges posed by COVID-
19

= Navigating the complexities from supplier to customer
in challenging geographical environments

= Case study: How do some of the complexities
operating in South America vary from other regions

= Optimizing pharmaceutical and biotech supply chains
relationships for the next generation

available: @ Video

WORKSHOPS

EXTERNAL MANUFACTURING

AMY MANNING
w Head, Commissioning, Qualification and
Diesynth Validation

FUJIFILM Diosynth Biotechnologies

FUJIFILM DIOSYNTH
BIOTECHNOLOGIES: A PARTNER FOR
LIFE, TODAY AND BEYOND

= Building the largest end-to-end biopharmaceutical
manufacturing facility in North America

= |mplementing highly automated operational processes

= Cloning established operational and business
processes used at our sister site

= Providing end-to-end manufacturing in a single facility

= Providing clients with supply chain efficiencies, and
consistent high-quality results

* View More

available: @ Video

EXTERNAL QUALITY

HAIDER KAMAL
Senior Process Specialist
Basetwo Al

Basetwo

KIEFER EATON
Head, Product
Basetwo Al

["] Basetwo

UNLOCKING PHARMA 4.0: MODEL-
BASED OPTIMIZATION OF
PHARMACEUTICAL PROCESS
DEVELOPMENT AND MANUFACTURING
USING COLLABORATIVE Al

EXTERNAL SUPPLY

AMY TROTCH

Business Development Director,
Commercial/Technical Transfer
Societal™ CDMO

80/20 RISK MITIGATOR: A SMART
APPROACH TO PREPAREDNESS

= Discussing global supply chain vulnerabilities and the
COVID-19 era

= The value and misconceptions of secondary sourcing

= Achieving more significant risk mitigation via a backup
supply model

= Saving time and cost while ensuring supply continuity

SOCIETAL

coMo

= What's stopping manufacturers from unlocking the full

potential of their data?

= Exploring how process modeling and data scientists
can easily collaborate and empower engineering end-
users with modern software solutions

= Examining how hybrid modeling approaches can allow
manufacturers to expedite process scale-up and tech
transfer

= Fostering intelligent manufacturing collaboration and
lifecycle management across the organization

= Building and sharing libraries of process models

* \iew More

available: @ Video

available: @8 Video


https://posummit.com/sessions/scale-up-and-tech-transfer-best-practices/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/scale-up-and-tech-transfer-best-practices/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/improving-quality-systems-and-quality-standards/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/improving-quality-systems-and-quality-standards/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/modernizing-the-procurement-process-to-meet-market-demand/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/modernizing-the-procurement-process-to-meet-market-demand/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/creating-a-next-generation-biologics-manufacturing-network-to-provide-high-agility-for-supply-chain-dynamics/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/creating-a-next-generation-biologics-manufacturing-network-to-provide-high-agility-for-supply-chain-dynamics/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/reviewing-the-benefits-of-a-no-code-artificial-intelligence-platform-for-pharmaceutical-outsourcing-operations/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/reviewing-the-benefits-of-a-no-code-artificial-intelligence-platform-for-pharmaceutical-outsourcing-operations/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/cost-and-time-saving-strategies-for-second-source-technical-transfers/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/cost-and-time-saving-strategies-for-second-source-technical-transfers/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670

1:05 pm - 2:05 pm EST
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LUNCH & LEARN ROUNDTABLE DISCUSSIONS

Benefit from additional learning by joining a moderated roundtable discussion on pressing issues in the industry. Registration is required, and attendance is limited. Choose from:

vem

Pharma Solutions

DANA TOOPS
President
Avéma Pharma Solutions

BENEFITS OF INTEGRATED
SMALL-VOLUME
MANUFACTURING
CAPABILITIES

pCi
PHARMA SERVICES

ANDREW MORBEY
Associate Director, Process Development
PCI Pharma Services

AN
//Boston
(GRdivricar

GREGORY SLACK, PH.D.
Senior Director, Scientific Technical Services
Boston Analytical

CONSIDERATIONS WHEN
SELECTING AN
OUTSOURCED TESTING
ORGANIZATION PARTNER
FOR ANALYTICAL,
MICROBIOLOGY AND
STABILITY TESTING
SUPPORT

(\Tenramus‘
.‘ Labs for Life

CORBETT FRENCH
Laboratory Director
Nova Biologicals, A Tentamus Company

A4
curia

KURT HOEPRICH
VP and Global Head, Strategic Partnerships
Curia

OPTIMIZING CDMO-
SPONSOR
COLLABORATIONS TO
ACCELERATE SPECIAL
DESIGNATION

'tesa £

TIMO TAGHIZADEH, PH.D.
Head, Marketing and Business Development
tesa Labtec

& olon

ALESSANDRO AGOSTI
Senior Director, Scientific Operations
Olon Ricerca Bioscience

TECHNIQUES FOR
SELECTING A HIGHLY
RELIABLE PARTNER FOR
THE DEVELOPMENT AND
PRODUCTION OF ACTIVE
PHARMACEUTICAL
INGREDIENTS (APIS)

ASHLEY WENTWORTH
Senior Director, Vault Quality
Veeva Systems

ENSURING SCALABLE, UTILIZING A RISK-BASED IMPORTANT TOOLS FORTHE MODERNIZING QUALITY BY
REPRODUCIBLE AND APPROACH TO QUALITY COLLABORATION BETWEEN  IMPROVING
COMMERCIALLY ROBUST AND SELECTING A THIRD- SPONSORS AND CDMOS COLLABORATION WITH
STERILE FILL-FINISH AND PARTY LAB YOUR CUSTOMERS AND
LYOPHILIZATION PARTNERS
MANUFACTURING
2:10 pm - 2:45 pm EST
SESSIONS
EXTERNAL MANUFACTURING EXTERNAL QUALITY EXTERNAL SUPPLY
CEDRIC DUBOIS — MARIA AVOUJAGELI . PREM RAMIYA, ?H.D. .
Sa nofl ;l:::f,i Biologics External Manufacturing Q S K gzzd, External Quality, Americas VAU rinia izz,n?gag;gizigzgca:;fispply Chain

LEADING INTERNAL AND EXTERNAL
TEAM SUCCESS ACROSS A GLOBAL
MANUFACTURING NETWORK

= Best techniques for collaborating with expert teams to
develop, launch and supply biologics therapies

= Developing a winning team of external manufacturing,
quality and supply chain experts

= Sourcing and selecting partners with technical
capabilities and mutually aligned goals

= Case studies of outsourcing success at Sanofi
Genzyme

available: @ Video

ENSURING QUALITY IN THE
MANAGEMENT OF OUTSOURCED
ACTIVITIES

= Exploring the historical role of quality and what's
needed to be successful in the future

= Establishing and sustaining a quality culture with
partners in your network

= Best techniques for establishing Quality Agreements
with contract manufacturers

= Enhancing Quality System compliance oversight

= Conducting quality audits during technical transfers

= Driving modern-day quality thinking and approaches
to stay current and compliant

available: @ Video

BUILDING A LEAN, EFFICIENT AND
ROBUST OUTSOURCED SUPPLY CHAIN

= Developing a network of worldwide vendors, contract
suppliers and CMOs

= Best practices for selecting partners for starting
materials, APIs and drug products

= The keys to outsourced supply chain management

= Helping contract suppliers and CMOs consistently
achieve outstanding results

available: @ Video


https://posummit.com/sessions/leading-internal-and-external-team-success-across-a-global-manufacturing-network-3/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/leading-internal-and-external-team-success-across-a-global-manufacturing-network-3/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/ensuring-quality-in-the-management-of-outsourced-activities/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/ensuring-quality-in-the-management-of-outsourced-activities/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/building-a-lean-efficient-and-robust-outsourced-supply-chain/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/building-a-lean-efficient-and-robust-outsourced-supply-chain/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670

2:50 pm - 3:25 pm EST

Generis * American Pharma Outsourcing Summit « Page 5

WORKSHOPS

EXTERNAL MANUFACTURING

MARY LOU GLOTZBACH
Director, Business Development
Grand River Aseptic Manufacturing

& " GRAND RIVER

LESSONS LEARNED FROM COVID-19: SUCCESSES, CHANGES
AND OPPORTUNITIES FOR IMPROVEMENT IN THE

OUTSOURCING LANDSCAPE

= What changed regarding supply, manufacturing, quality, collaboration/partnering,

outsourcing, R&D, etc.?

= What were some of the industry's biggest successes in responding to the crisis? " How ARL-EuTech can help

EXTERNAL QUALITY

w Tentamus’

AW Labs for Life

RAGHVENDRA SAHAI, PH.D.
Founder and CEO

ARL-EuTech, A Tentamus Company

HOW AND WHEN EXTRACTABLE/LEACHABLE DECISIONS
SHOULD BE TAKEN FOR PHARMA PACKAGING

= What is the definition of an extractable/leachable?
= Exploring how companies responded to the COVID-19 crisis and their outcomes = Dedision trends for generic vs. brand-name drugs

= What information should be requested from vendors?

= Reviewing regulatory landscape/guidance available

= What can we do to be prepared for or mitigate the risk of future disruption?

available: @8 Video

3:30 pm - 4:50 pm EST

available: @®Video

HAPPY HOUR, NETWORKING AND PRE-ARRANGED 1-2-1 MEETINGS

4:55 pm - 5:30 pm EST

SESSIONS

EXTERNAL MANUFACTURING

é Pﬁzer

REVIEWING BEST PRACTICES FOR PRE-
QUALIFYING AND EXECUTING A
PARTNERSHIP WITH A CMO

= Guiding principles for externalization

= Weighing make vs. buy options

= How to eliminate peaks and valleys of resource
demands

= Ensuring maximum flexibility and adaptability in your
partnerships

= Preparing for rapid scale-up and hand-off to a
commercial organization

= Maintaining alignment between partners to ensure a
seamless transition in the future

available: @ Video

FIRELLI ALONSO, PH.D.

Senior Director, External Supply,
BioTherapeutics and Vaccines
Outsourcing

Pfizer

EXTERNAL QUALITY

NANNA ANDERSEN

Principal, QP, External Manufacturing
and Supplier Quality,

LEO Pharma

HOW TO ASSURE QUALITY WHEN
ENGAGING IN EXTERNAL
PARTNERSHIPS

= Understanding the complexity of ensuring supplier
quality in today's supply chains

= I|dentifying what approaches can be taken to ensure
quality when working with an external manufacturer

= Discussing the cost of quality assurance vs. future
costs of rectification

= |Implementing change in the manufacturing process to
ensure quality levels

= Making smart infrastructure investment decisions

= Best practices for inspections and audits

= Seeing quality as the responsibility of everyone to
ensure a good partnership

* View More

available: @ Video

EXTERNAL SUPPLY

ADRIANA SARDELLA

Associate Director, Global External
Supply Operations

Apotex

APOTEX

KEY ELEMENTS OF A SUCCESSFUL
TECHNOLOGY TRANSFER TO A CMO
AND CPO

= Discussing project management strategies for
effective and successful tech transfers

= Why technical due diligence is key

= Setting out cost and scope to determine the path
forward

= Enabling a core team to support and implement
projects

= Managing the product lifecycle after the transfer

= Conducting reviews to strengthen partnerships

available: @ Video


https://posummit.com/sessions/ensuring-the-highest-levels-of-efficiency-and-accuracy/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/ensuring-the-highest-levels-of-efficiency-and-accuracy/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/improving-the-safety-and-effectiveness-of-pharmaceuticals-through-rigorous-microbial-testing-usp-sterility-testing-and-validation-3/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/improving-the-safety-and-effectiveness-of-pharmaceuticals-through-rigorous-microbial-testing-usp-sterility-testing-and-validation-3/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/reviewing-best-practices-for-pre-qualifying-and-executing-a-partnership-with-a-cmo-2/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/reviewing-best-practices-for-pre-qualifying-and-executing-a-partnership-with-a-cmo-2/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/how-to-assure-quality-when-engaging-in-external-partnerships/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/how-to-assure-quality-when-engaging-in-external-partnerships/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/key-elements-of-a-successful-technology-transfer-to-a-cmo-and-cpo/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/key-elements-of-a-successful-technology-transfer-to-a-cmo-and-cpo/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
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5:30 pm - 6:15 pm EST

B
A
BAYER W Bristol Myers Squibb 9 MERCK
R
LUIZ ALBERTO BARBERINI VILDAN KORTAN LUCKNER ULYSSE, PH.D.
Head, External Manufacturing, Latin America Head and Senior Director, External Analytical Strategy Director, Plant Management, External Manufacturing
Bayer Bristol Myers Squibb Operations

Merck

novavax: = Pfizer Raffles©

Creating tomorrow's PharmaTech 3 # +

vaccines today,
JAY HALL FIRELLI ALONSO, PH.D. GLENN KILLINGWORTH
Director, External Manufacturing Operations Senior Director, External Supply, BioTherapeutics and Vaccines VP, Business Development US East
Novavax Outsourcing Raffles PharmaTech
Pfizer

OUTSOURCING SUCCESS IN THE POST-PANDEMIC ERA

= How has the COVID-19 pandemic radically reshaped the world of outsourcing?
= Ushering in new customer demands and expectations from CMOs/CDMOs

= Best practices that outsourcing companies will need to adapt

= Surviving and thriving in this new landscape

= Weighing outsource vs. in-house manufacturing decisions

= Securing critical raw materials amidst shipping delays and port congestion

= Cutting unnecessary costs and minimizing risks

available: @ Video

6:15 pm - 6:30 pm EST

CHAIR'S CLOSING REMARKS

EXTERNAL MANUFACTURING EXTERNAL QUALITY EXTERNAL SUPPLY
CEDRIC DUBOIS FRANCIS DUMONT KRIS HALL
SOﬂOﬁ Head, Biologics External Manufacturing @Pﬁzer 23;5; ZL:Z::;; External Drug Product U) NOVARTIS g?:;l:;\:]esr:n:e:rici,aixternal supply
sanofi Pfizer Novartis

6:30 pm - 7:30 pm EST

NETWORKING DRINKS RECEPTION

PROGRAM - DAY 2

SEPTEMBER 21, 2022


https://posummit.com/sessions/leading-your-outsourcing-operations-in-the-age-of-covid-19-and-beyond-2/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/leading-your-outsourcing-operations-in-the-age-of-covid-19-and-beyond-2/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
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7:00 am - 8:00 am EST

B\
A
AMGEN APOTEX \BAYER

R
SIAN JONES-MACPHAIL ADRIANA SARDELLA KARIN ANN PAYNE
Director, Contract Development and Manufacturing Associate Director, Global External Supply Operations VP, Quality Assurance
Amgen Apotex Bayer
U Bristol Myers Squibb” G S K e MERCK
LORI HIRSCH MARIA AVOUJAGELI LORI CANZANESE
VP, Regulatory Compliance and External Engagement Head, External Quality, Americas Executive Director, Manufacturing IT Data and Analytics, and
Bristol Myers Squibb GSK External Manufacturing

Merck

WOMEN IN LEADERSHIP ROUNDTABLE

= What's one leadership lesson you've learned in your career?

= What has been the most significant barrier in your career as a leader?

= How do you and your organization empower the next generation of skilled professionals?
= What is the best piece of advice you've received from leadership?

= What advice would you give to the next generation of leaders?

available: @ Video

7:00 am - 8:00 am EST

BREAKFAST BRIEF

SRINIVASA REDDY EMANI
AVP, Business Development, Contract Development and Manufacturing Services
Laurus Synthesis

COMBINING CUTTING-EDGE SCIENCE AND SCALE TO SUPPORT DRUG DEVELOPMENT AND MANUFACTURING PROGRAMS

8:00 am - 8:10 am EST

CHAIR'S WELCOME AND OPENING REMARKS

EXTERNAL MANUFACTURING EXTERNAL QUALITY EXTERNAL SUPPLY
5 CEDRIC DUBOIS FRANCIS DUMONT KRIS HALL
SOnOfl Head, Biologics External Manufacturing Pﬁzer 23;5;2;:2‘;; External Drug Product ) NOVARTIS gs:g:g’r\]esr:;e:riaixtemal Supply
Sanofi

Pfizer Novartis


https://posummit.com/sessions/women-in-leadership-roundtable-5/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/women-in-leadership-roundtable-5/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
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8:10 am - 8:45 am EST

FIRESIDE CHAT

THOMAS HOLMES " ANDREA CORONA
\_’:AMYLYX Chief Technology Operations Officer p Senior Editor

Amylyx Pharmaceuticals MANUFACTURING  Pharma Manufacturing

CREATING AN EFFICIENT AND EFFECTIVE GLOBAL MANUFACTURING NETWORK

What have you learned about outsourcing success throughout your career?
Tips for creating an efficient and effective global manufacturing network
Selecting external partners where it makes the most sense

Techniques for driving key supply contracting decisions

= Aligning operations with development plans

= Returning value to the organization through externalization

available: @ Video

8:45 am - 9:20 am EST

PLENARY

. MANNE V. CHOWDARY
dmplelogiC o and Founder

AmpleLogic

ACCELERATING DIGITAL TRANSFORMATION USING LOW CODE PLATFORM

= Why is organizational business complexity rising?

= Addressing the challenges of collecting data

= Benefiting on efficiencies from developing an instant application
= Closing gaps across your business processes

available: @ Video

9:20 am - 9:55 am EST

FIRESIDE CHAT
B .
A KARIN ANN PAYNE h ANDREA CORONA
BA\E(ER VP, Quality Assurance p a rm a Senior Editor
Bayer MANUFACTURING  Pharma Manufacturing

ADVANCING QUALITY IN YOUR EXTERNAL MANUFACTURING OPERATIONS

= Exploring the historical role of quality and what's needed to be successful today

= Key considerations for mitigating quality risks

= Establishing more collaboration with quality and operations teams

= |ncreasing the connectivity of your partners to help improve quality oversight, cycle times and performance
= Achieving quality finished products from contract partners

10:05 am - 11:25 am EST

REFRESHMENTS, NETWORKING, AND PRE-ARRANGED 1-2-1 MEETINGS



https://posummit.com/sessions/creating-an-efficient-and-effective-global-manufacturing-network/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/creating-an-efficient-and-effective-global-manufacturing-network/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/making-quality-a-habit-not-an-act/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/making-quality-a-habit-not-an-act/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670

11:25 am - 12:00 pm EST
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PANEL DISCUSSION
AstraZeneca U Bristol Myers Squibb’
VIMAL GANDHI CHRISTOPHER MILANO
Head, Global Medical Affairs and Evidence Procurement VP, External Manufacturing Quality
AstraZeneca Bristol Myers Squibb
@ Pﬁzer sanofi

FRANCIS DUMONT
Senior Director, External Drug Product Supply Strategy
Pfizer

INGRID MUELLER, PH.D.

Healthcare
Sanofi

Head, Global Procurement, External Manufacturing Consumer

@:]
a1/

PHARMA & BIOPHARMA
OUTSOURCING ASSOCIATION

GIL ROTH
Founder and President
Pharma & Biopharma Outsourcing Association (PBOA)

STEVEN K. CRAY

Head, External Supply Management, APl Oncology and
External Supply Small Molecule

Takeda

TAKING SUPPLIER COLLABORATION TO THE NEXT LEVEL: WHERE STRATEGIC SOURCING AND PROCUREMENT MEETS

INNOVATION

= What are some of the key traits that should drive a modern sourcing strategy?

= Essential criteria to move from preferred supplier to trusted partner

= Examining the potential of digital capabilities and standardization of digital systems
= Using mutual corporate ideals to drive connectivity

available: @8 Video

12:05 pm - 12:35 pm EST

WORKSHOPS

EXTERNAL MANUFACTURING

%
Logy

PHARMA & BIOPHARMA
OUTSOURCING ASSOCIATION

GIL ROTH
Founder and President
Pharma & Biopharma Outsourcing Association (PBOA)

STATE OF THE INDUSTRY ADDRESS: THE CMO/CDMO LENS

= What current issues are impacting the bio/pharmaceutical manufacturing value chain?

= Examining the outsourcing outlook from the past three years: pre-pandemic, during
and post-pandemic

= Helping customers, governments and academic partnerships, etc.

= Discussing the latest on the Generic Drug User Fee Amendments (GDUFA IIl) and
other policy issues of importance to contract manufacturers

available: @ Video

EXTERNAL SUPPLY

JOHN BERMUDEZ

VP, Product Marketing
TraceLink

tracelink

NETWORK FOR GREATER GOOD

KARL WALDMAN
General Manager, Agile Process Teams
TraceLink

tracelink

NETWORK FOR GREATER GOOD

FAST PATH TO SUPPLY MANAGEMENT DIGITALIZATION:
ACCELERATING DIGITAL TRANSFORMATION WITH YOUR
CMOS/SUPPLIERS

= Examining the requirements for digitalization to link systems, processes, people and
enterprises into a collective information network

= Supporting intelligent business execution with Supply Chain Work Management

= Why improving visibility and collaboration in supplier management and external
manufacturing requires true transformation

= Utilizing a digital network platform to enable data sharing with a network of CMOs
and suppliers through a single link

= Enabling supplier management and external manufacturing teams to engage
CMOs/suppliers through collaborative work management

= Improving supplier management operations with shared visibility to KPIs for
executives, managers, and employees for internal and external teams

available: @ Video


https://posummit.com/sessions/taking-supplier-collaboration-to-the-next-level-where-strategic-sourcing-and-procurement-meets-innovation/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/taking-supplier-collaboration-to-the-next-level-where-strategic-sourcing-and-procurement-meets-innovation/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/state-of-the-industry-address-the-cmo-cdmo-lens/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/state-of-the-industry-address-the-cmo-cdmo-lens/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/avoiding-supply-chain-disruptions-in-your-outsourced-supply-chain/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/avoiding-supply-chain-disruptions-in-your-outsourced-supply-chain/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670

12:40 pm - 1:05 pm EST
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SESSIONS

EXTERNAL MANUFACTURING

JARNETTA DEANOVIC

Associate Director, External Manufacturing
Regeneron

REGENERON

BUILDING SUPERIOR PARTNERSHIPS WITH CMOS WHILE
ENSURING AGILITY AND FLEXIBILITY

How do you build strong relationships with external manufacturers?
Having the right partner at the right time

Identifying key factors for excellence that matter to your organization
Optimizing the CMO selection and management process

Maintaining a high service level across a broad portfolio
Understanding best practices and applying them across your network

EXTERNAL SUPPLY

DEBORAH SOTO-ORTEGA, PH.D.
Director, External Supply Raw Materials
Amgen

AMGEN

ENSURING A SAFE AND ROBUST SUPPLY OF RAW
MATERIALS

= How has the COVID-19 pandemic impacted the security of raw materials in the supply

chain?

= Reviewing initiatives from Amgen on raw material resilience

= Strategies to secure a supply of APIs, raw materials, and excipients

= Prioritizing suppliers with a track record of regulatory compliance and
uncompromising quality culture

available: @ Video

1:05 pm - 2:05 pm EST

= Benchmarking with industry peers: What can the industry do collectively?

LUNCH & LEARN ROUNDTABLE DISCUSSIONS

Benefit from additional learning by joining a moderated roundtable discussion on pressing issues in the industry. Registration is required, and attendance is limited. Choose from:

NICOLE LEROUX

Senior Manager, Contract Manufacturing
Amgen

AMGEN

BEST PRACTICES IN MANAGING
CONTRACT MANUFACTURING
PARTNERSHIPS: HOW TO MAKE THE
CONTRACT WORK FOR US

RAJIV PANWAR, PH.D.

disg)medicine Executive Director, CMC, Technical
Operations and Clinical Supply Chain
Disc Medicine

OVERCOMING TECHNOLOGY

TRANSFER CHALLENGES WHEN
CHANGING CDMO PARTNERS

NICK THERSIDIS

Global Director, External Supply
Management

Apotex

ALIGNING WITH SUPPLIERS
COMMITTED TO THE RESPONSIBILITY
OF DELIVERING QUALITY MEDICINES

APOTEX

VERONICA SANDOVAL, PH.D.
Principal, Patient Inclusion and Health
Equity, Chief Diversity Office
Genentech

Genentech

A Member of the Roche Group

HIRING FOR THE DIVERSITY YOU DON'T
SEE INTERNALLY AND EXTERNALLY

B LUIZ ALBERTO BARBERINI
@ Head, External Manufacturing, Latin

E America

R Bayer
RISING RAW MATERIAL COSTS AND
STRATEGIES TO ADDRESS ITS IMPACT

) DAVID DODSWORTH
% Prelude

S THERAPEUTICS Executive Dlrector, Quality Assurance
> Prelude Therapeutics

DEALING WITH CAPAS AND CHANGE
CONTROLS IN A VIRTUAL WORLD


https://posummit.com/sessions/challenges-and-opportunities-in-global-manufacturing-operations-presented-by-industry-4-0-it-and-integrating-technologies-2/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/challenges-and-opportunities-in-global-manufacturing-operations-presented-by-industry-4-0-it-and-integrating-technologies-2/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
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2:10 pm - 2:45 pm EST

FIRESIDE CHAT

WANDA HOPE h a rm a ANDREA CORONA
S}W"‘*ﬂ“’gm”“’" Chief Diversity, Equity & Inclusion Officer p Senior Editor
Johnson & Johnson MANUFACTURING  Pharma Manufacturing

GLOBALLY ADVANCING YOUR DIVERSITY, EQUITY AND INCLUSION STRATEGY

= How does Johnson & Johnson address diversity and inclusion?

= Keys for strengthening D&I capabilities

= Discussing the importance of DEI in outsourced work

= Being responsible to employees, who work with us throughout the world - internally and externally
= |mproving reputation, and driving innovation and growth for future success

available: @8 Video

2:45 pm - 3:30 pm EST

PANEL DISCUSSION
Genentach fohmon ohmson €3 MERCK
VERONICA SANDOVAL, PH.D. WANDA HOPE CELESTE WARREN

Principal, Patient Inclusion and Health Equity, Chief Diversity
Office
Genentech

@ Pﬁzer

KRISTY SINGLETARY
Global Diversity, Equity and Inclusion Lead
Pfizer

DIVERSITY, EQUITY AND INCLUSION

Chief Diversity, Equity & Inclusion Officer
Johnson & Johnson

RESEARCH ® PROGRESS o HOPE

STEVEN THOMAS, PH.D.

Senior Director, Diversity, Equity and Inclusion, and Talent
Programs

PhRMA

= How do you define diversity and inclusion in an ever-changing work environment?

= Where are we now and where is the conversation headed?

= How does your organization build diversity and inclusion into its structure?
= What can you do in your career and organization to continue to improve?

available: @ Video

3:30 pm - 3:45 pm EST

VP, Global Diversity and Inclusion Center of Excellence
Merck

REGENERON

DAVID SOTOLONGO

Senior Director, Global Diversity, Equity and Inclusion
Regeneron

CHAIR'S CLOSING REMARKS AND SURVEY PRIZE GIVEAWAY

EXTERNAL MANUFACTURING EXTERNAL QUALITY EXTERNAL SUPPLY

FRANCIS DUMONT KRIS HALL
Senior Director, External Drug Product Procurement Lead, External Supply
zer | d d | |

Supply Strategy Operations Americas
Pfizer Novartis

CEDRIC DUBOIS
Head, Biologics External Manufacturing
Sanofi

) NOVARTIS

sanofi


https://posummit.com/sessions/globally-advancing-your-diversity-and-inclusion-strategy/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/globally-advancing-your-diversity-and-inclusion-strategy/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/diversity-and-inclusion-panel/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670
https://posummit.com/sessions/diversity-and-inclusion-panel/?__hstc=753710.04fed703a66856a757de2b353b8ad098.1675885417623.1675885417623.1675885417623.1&__hssc=753710.1.1675885417623&__hsfp=762564670

