FOCUS DAY | APRIL 28, 2025
ADVANCES IN COMBINATION PRODUCT DESIGN AND DEVELOPMENT

MAIN CONFERENCE | APRIL 29 - 30, 2025

S4 MEDIA
~ srour

SAE Media Group Proudly Presents the 12th Annual Conference...

PRE-FILLED SYRINGES APRIL
AND INJECTABLE 23-30

DRUG DEVICES 2025
E6 Seleainidd |

GOLD SPONSORS SPONSORS AND EXHIBITORS
2 (BUB]S CP“\'””’“ Gorepenes,,  (DEdgeOne  FISCHER® @ HASELMEIER

J\athena  cCL ﬂ meme  rewn

oooooooooo

Eerresheimer MINSI'FIDN B?uilym\ws L'T‘ek ‘hc‘

eeeeeeeeeeeeeeeeeeeeee

P schreiner  SiO2  ~Ferumo  YPSOMED  ZEGN

MediPharm

www.pfsamericas.com

Register online or fax your registration to

+44 (0) 870 9090 712 or call +44 (0) 870 9090 711 T C T

#PFSUSA




PRE-FILLED SYRINGES
AND INJECTABLE

DRUG DEVICES
EAST C O \ .
28 - 30 April 2025

A Letter From Our Advisory Board

Dear Colleagues

It is with great pleasure that we, as members of the advisory board, invite you to join us af SAE’s 12th Annual Pre-Filled Syringes
and Injectable Drug Devices East Coast Conference, taking place from 28th to 30th April 2025.

This year's conference will once again serve as a platform for experts across the combination product and injectable drug
delivery landscape to connect, exchange ideas, and drive innovation. The event begins with an engaging pre-conference
focus day, dedicated to the latest advances in combination product design and development. This is followed by a dynamic
two-day main agenda, featuring keynote plenaries highlighting the most pressing frends and breakthroughs, followed by
afternoon topic streams, offering deep dives into the field’s most pivotal challenges and opportunities.

The injectable drug delivery field continues to evolve rapidly. Significant strides are being made in device technologies
including smart devices, solutions for large-volume and highly viscous drug delivery, and innovations addressing unmet needs.
There is a continued emphasis on usability, comfort, and adherence to enhance patient experiences. Progress is also being
made in integrating eco-friendly practices into device development, from manufacturing to end use. This year's conference
will not only showcase groundbreaking case studies and expert perspectives but also explore emerging trends and future
opportunities, driving the next wave of innovation in our industry.

We look forward to welcoming you to this must-attend event this coming April.

Yours Sincerely,

SAE Media Group’s 2025 Advisory Board

Subhi Saadeh,

Sr. Manager - Device/
Combination Products,
Gilead

Bharat Arora,

Director, Global Combination
Products Quality,

Moderna

Theresa Scheuble,
Head of Design and Innovation,
Johnson & Johnson

Ravi Kaushik, Sujit Basu, Nicholas Mandala,
fa ‘ Vice President, Global Head Head of Pharmaceutical VP Medical Devices &
! o ‘N of Device/Digital Innovation & Development, Combination Products
I " Product Strategy, PDT, lonis Technology,
Y, Takeda Pfizer

James Wabby, Mark DeStefano, Dany Doucet,

Head Global Director, Combination Products Director Early Engagement
Reg Affairs, and Device R&D, and Deviceability

AbbVie Teva Pharmaceuticals GSK

HIGHLIGHTS FOR 2025:

¢ Collaborate and Network With Industry Experts: Engage with ¢ Embrace Sustainability in Device Development: Explore how
pharmaceutical, biotech, and device innovators over three leading pharmaceutical companies are integrating sustainability
dynamic days focused on advancing injectable drug delivery into device design, manufacturing, and lifecycle management.
solutions.
¢ Harness the Power of Digital Health: Dive into the fransformative
* Discover Cutting-Edge Drug Delivery Technologies: Learn about potential of digital technologies to enhance patient outcomes,
the latest advancements in wearable injectors and autoinjectors alongside practical strategies for implementation.

for the delivery of large volumes and highly viscous drug products.
¢ Optimize Primary Packaging Container Solutions: Examine case
* Navigate Regulatory Pathways with Confidence: Gain insights from studies addressing container innovation and strategies to align with
regulatory experts on combination product requirements including novel drug modalities.
the newly released EDDO guidance and explore strategies for
fostering innovation through collaboration.
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PRE-FILLED SYRINGES
AND INJECTABLE

DRUG DEVICES
EAST CO/ASE.

28 - 30 April 2025

What to Expect...

Bringing together expertise from individuals across the
combination product and injectable drug delivery field...

ATTENDEES

Dedicated Afternoon Topic Streams:

Day One Stream A: Device Innovations for Large Volume and Novel Drug Product Delivery

Explore strategies and technologies for delivering large-volume and novel drug formulations, including
advancements in on-body injectors and the challenges of enabling effective, patient-centered delivery solutions

Day One Stream B: Advancing Sustainability in the Injectable Device Indusiry

Explore strategies, innovations, and case studies driving the adoption of sustainable practices across the medical
device lifecycle, focusing on reducing environmental impact while maintaining quality and patient-centricity

Day Two Stream A: Primary Packaging and Building Successful Supplier Relationships

Explore strategies for developing a comprehensive primary container strategy that meets the demands of new drug modalities
while fostering effective supplier partnerships to drive innovation, ensure quality and efficiency in the injectable drug device industry

A
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28 - 30 April 2025

Featured Speakers Include:

Lisa Ray,

Executive Director Program
Management - Delivery,
Device & Connected
Solutions, Eli Lilly

Kinsuk Shah,

Senior Combination Product
Steward,

Boehringer Ingelheim

Mark DeStefano,

Director, Combination
Products and Device R&D,
Teva Pharmaceuticals

Conor O'Neill,

Head of Packaging
Development and Design,
GSK

Duncan Paterson,
Senior Director of
Device Development,
AstraZeneca

Martin Mcloughlin,

Vice President, Device
and Delivery Technologies,
Apogee Therapeutics

Ajit Dsouza,

Executive Director Device
Development,

Eli Lilly

Alie Jahangir,

Head of Quality, Device

and Combination Products,
Biogen

Gretchen Piwinski,

Sr Manager Combination
Product Development,
Regeneron

Subhi Saadeh,

Sr. Manager — Device/
Combination Products
External Quality Operations,
Gilead

David Vazquez,
Head SaMD Legal
Manufacturing,
Pfizer

Joyce Zhao,

Director, Combination
Product Development,
Takeda

Theresa Scheuble,
Head of Design and
Innovation,
Johnson & Johnson

Amardeep Hoonjan,
Director Device R&D Lead,
Biocompatibility Group,
AbbVie

Fletcher Dix,

Sr. Process Characterization
and Technology Engineer,
Regeneron

Bharat Arora,
Director, Global Quality,
Moderna

Matt Marber,
Senior Usability Engineer,
Novo Nordisk

Megan Heft,
Director, Device
Development,
AstraZeneca

Ravi Kaushik,

Vice President, Global Head
of Device/Digital Innovation
& Product Strategy, PDT,
Takeda

Aditya Nair,
Packaging Engineer,
Pfizer

Nick Mandala,

VP Medical Devices and
Combination Products
Technology,

Pfizer

Alan Stevens,

Global Head, Complex
Devices and Drug Delivery
Systems,

AbbVie

Sujit Basu,

Vice President &
Head, Pharmaceutical
Development,

lonis

Nolan Dow,
Combination Product
Development Engineer,
Pfizer

Ellie Younger,

Assoc Principal Device
Engineer,

AstraZeneca

Sarah Fairfield,

Associate Director, RA
Device and Combination
Products (Digital Device and
Software), AbbVie

Soumen Das,
Delivery System
Qualification Lead,
Takeda

Ning Yu,
Executive Director, Device

Dany Doucet,
Director Early Engagement

Jayne Gavrity,
Senior Device Engineer,

and Combination Product and Deviceability AstraZeneca
Development, GSK

Astria Therapeutics

Joanita Lamien, Daniel Davenport, Guangli Hu,

Sr. Human Factors Engineer,
Regeneron

Associate Director
Early Engagement and
Deviceability,

GSK

Director, Device
Development & Technology,
Merck

Regulatory Digital Health,
Merck

< Jia Huang,
Associate Director,

Yvette Appleby,
Senior Manager
Project Management,
Pfizer

Jamie Tsung,

Head of DP Formulation,
CMC,

Alnylam Pharmaceuticals

and more...

Register online at www.pfsamericas.com
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28 - 30 April 2025

Pre-Conference Focus Day

Advances in Combination Product Design and Development

Monday April 28, 2025

08.15 Registration & Coffee

09.00 Co-Chair’'s Opening Remarks
Alan Stevens, Global Head, Complex Devices and Drug Delivery
Systems, AbbVie Co-Chair to be confirmed

OPENING ADDRESS

09.10 Streamlining Collaboration in Drug/Device

Combination Product Development
Exploring bespoke vs. platform approaches: designing
devices for specific drugs or using adaptable platform
devices for broader applications
Key considerations and strategies for a successful
fransition from IV to subcutaneous administration
Enhancing cross-functional communication to improve
collaboration between drug and device R&D teams,
ensuring alignment and streamlining device development
Ajit D’Souza, Executive Director, Drug Delivery & Devices, Eli Lilly

09.40 Session Reserved for Haselmeier
10.30 Morning Networking Break

® HASELMEIER
11.00 From Concept to Lifecycle in Combination Product
Development: Synergies between drug product
and device development
¢ Establishing awareness of drug product and device
development
* Navigating challenges at Clinical and Lifecycle product stages
e Structural approach to drive collaboration from the beginning
« |dentify the collaboration areas and integration plans
* Understand “Fit for Purpose” development process
Bharat Arora, Director, Global Combination Products Quality, Moderna

11.40 The Power of Independent Review for De-risking Products
» Definition of independent review/due diligence
* Benefits of independent review, for example:
* Evidencing a robust product
* |dentifying opportunities for improvement
» Capitalizing on opportunities forimprovement (e.g., improving
device offering)
* Organizing and leveraging data for future developments
Frances Pencliffe, Consultant Healthcare d:) CAMBRIDGE
Devices Engineer, Cambridge Design Partnership
Greg Moakes, EVP, New Business Development,
LTS Device Technologies

12.20 Navigating Essential Drug Delivery Outputs (EDDO)
in Combination Product Development
¢ Examining the Clarity and Direction in EDDO Guidance
* Addressing regulatory challenges related to EDDO infegration
Alan Stevens, Global Head, Complex Devices and Drug Delivery
Systems, AbbVie

13.00 Networking Lunch

14.00 Combination Product Risk Management: Understanding and

Drug vs Device Methodologies

¢ Integrating distinct drug and device risk management
methodologies to ensure regulatory compliance and
patient safety

¢ Practical tools and strategies for cross-functional collaboration
fo manage risks throughout the product lifecycle

Ning Yu, Executive Director, Device and Combination Product

Development, Astria Therapeutics

14.40 Session Reserved for Sponsor

15.20 Successful Human Factors Integration During Device
Development: Best Techniques to Integrate Human Factors Early
and Successfully Implement Recommendations from Human
Factors Findings in Device Design
* Best approaches to successfully integrate Human Factors
early on in device development process

* Contributing effectively to device iterative design through
human factors/usability studies

 |dentify key steps to successfully implement recommendations
from Human factors formative studies in device development

Joanita Lamien, Sr. Human Factors Engineer, Regeneron
16.00 Afternoon Networking Break

16.30 Roundtable Discussion Sessions

ROUNDTABLE 1:

Producing New Technologies for the Future: Getting Ahead of the Curve and

Gaining Stakeholder Buy In

* Anticipating future needs and strategies to stay ahead of technology
demands in injectable drug devices

* Building consensus with best practices for gaining stakeholder
alignment and fostering collaboration fo support innovation

Mark DeStefano, Director, Combination Products and Device R&D,
Teva Pharmaceuticals

ROUNDTABLE 2:

Utilizing In Silico Technologies in Development Programs: Integration, Uses

and More

* Exploring how in Silico fechnology can streamline product design,
development, lifecycle management, testing, and optimization
processes for injectable devices

« Discussion of practical In Silico technology use cases for accelerating
development timelines and improving product efficacy

Joyce Zhao, Director, Combination Product Development, Takeda

ROUNDTABLE 3:

DESIGN
PARTNERSHIP

Effectively Taking a Platform Approach: Implications, Technicalities and

Regulations

¢ Benefits and challenges of leveraging platform technologies for
multiple drug-device combinations and when it this approach
appropriate

* Addressing compliance and design considerations when
implementing a platform strategy.

David Vdazquez, Sr Director of Digital & Device Technical Operations, Pfizer

ROUNDTABLE 4:

Optimizing Formulation Sirategies for Combination Drug Products for

Seamless Integration

* Key considerations in tailoring drug formulations for optimal
compatibility with delivery systems

* Navigating CMC complexities to ensure robust developoment and
regulatory compliance

Jamie Tsung, Head of DP Formulation, CMC, Alnylam Pharmaceuticals

18.00 Chair’s Closing Remarks and End of Focus Day

Register online at www.pfsamericas.com
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Main Conference Day 1
Morning Plenary
Tuesday April 29, 2025

07.30

08.20

OPENING ADDRESS

08.30

08.55

09.20

09.45

09.55

10.20

Registration & Coffee 10.45
Chair's Opening Remarks

Nicholas Mandala, VP Medical Devices & Combination
Products Technology, Pfizer

11.20

Power of Al for Accelerating Combination Product

Development from a Submission and Clinical Standpoint

* Leveraging Al in design controls and GMP operations

» Future opportunities for utilising Al and computer simulation,
starting from modelling device performance to bioavailability
and extension into running full in silico trials

Nicholas Mandala, VP Medical Devices & Combination

Products Technology, Pfizer

11.50

Considerations for phase-appropriate drug-device combination

(DDC) product development

* Infroduction to approaches and key factors affecting
development strategy

* When is the best time to infroduce a device into clinical
studiese

« Strategies and examples of bridging to a DDC product

» Stakeholders alignment across the organization

Daniel Davenport, Associate Director Early Engagement and

Deviceability, GSK

12.15

Session Reserved for Crux Product Design

Introductory Short Presentation: An Update:
The Evolving Drug Delivery Device Landscape
Theresa Scheuble, Head of Design and Innovation,

Johnson & Johnson 12.45

Advisory Board Fireside Chat: Keeping Up with the
Evolving Drug Delivery Landscape and Looking & >
to the Future and Beyond

Exploring how patients will manage their own health by the
end of 2025 and its impact on drug delivery and device
design, including self-injection device demand

Evaluating Al's effectiveness in healthcare and its real-world
applications in drug discovery, delivery and patient care
Approaches for mapping device needs and patient
preferences for emerging injectable therapies touching on
the rise of the GLP-1 market

Identifying key drivers of successful partnerships in pharma,
devices, and digital health, and forecasting future trends in
healthcare, keeping sustainability in mind

Confirmed Advisory Board Members:

Theresa Scheuble, Head of Design and Innovation,

Johnson & Johnson

Bharat Arora, Director, Global Combination Products Quality,
Moderna

Subhi Saadeh, Sr. Manager — Device/Combination Products,
Gilead

Ravi Kaushik, Vice President, Global Head of Device/Digital
Innovation & Product Strategy, PDT, Takeda

Sujit Basu, Vice President & Head, Pharmaceutical
Development, lonis

Nicholas Mandala, VP Medical Devices & Combination
Products Technology, Pfizer

Dany Doucet, Director Early Engagement and Deviceability, GSK

‘&aINSI'FION

13.10

Session Reserved for Instron 13.40

Morning Networking Break

Quality by Design: Enhancing Safety, Efficacy and

Manufacturability of your Injection Device

* Infroduction to the quality by design framework

¢ How to maximise product safety and efficacy

¢ Insight info improving development efficiency and aligning
design controls

* Ensuring labelling and IFUs are patient centric

Subhi Saadeh, Sr. Manager — Device/ Combination Products

External Quality Operations, Gilead

Navigating the Drug Delivery Device Development process

* Why it is so important to have a customer centric approach in
order to develop a new medical device

* Which advantage in having a full furnkey service

* Two case studies: why being fast and fl exible add value to

the customer
Alfredo Ricci, CEO, Althena Medical Awe‘\pdg

» Share acceleration levers utilized to conduct multiple
human factors studies, execute a clinical study and
accelerate a device submission

¢ Includes details related to leveraging an existing device
platform strategy while balancing other portfolio priorities

¢ Includes key learnings toward replication of this strategy
across other device programs

Lisa Ray, Executive Director Program Management — Delivery,

Device & Connected Solutions, Eli Lilly

Device Submission Acceleration Using Platform Sirategy ﬂ

The Vendor Perspective: Approaching Challenges That Can
Derail Combination Product Development

The Situation: Review of the common pain points experienced
in BioPharma / Device Supplier partnerships and the resulting
delays, setbacks and resource drains

Suppler-Driven Solutions: OEM and CMO strategies for stronger
alignment, collaboration, and impact

BioPharma-Driven Solutions: Best practices for planning/
budgeting, cross-functional alignment, vendor management,
regulatory strategy, QMS set up, and postmarket systems
Craig Voellmicke, Director of Sales, IE'gunons Creek, Inc.
Suﬂons Creek The Device Team for Pharma

Advancing Approaches to Combination Product Test Method
Development and Validation

Applying statistical techniques and ISO11040 standards

for robust method validation in pre-filled syringes and
combination products

Integrating a device vs. drug quality risk management process
to enhance the lifecycle approach for combination products
Identifying critical variables, setting test limits, and establishing
acceptance criteria to ensure effective test method
validation

Leveraging data science and understanding manufacturing
processes, including special considerations for destructive
festing, to optimize combination product testing

Gretchen Piwinski, Senior Manager, Combination Products,
Regeneron

Networking Lunch

Register online at www.pfsamericas.com
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Main Conference Day 1
Afternoon Streams
Tuesday April 29, 2025

Stream A: Device Innovations for Large Volume

14.50

15.00

15.30
16.00

16.30
17.00

17.30

18.00

18.30

19.00

and Novel Drug Product Delivery

STREAM SPONSORED BY @ EdgeOne

medical

Chair's Opening Remarks
Mark DeStefano, Director, Combination Products and Device
R&D, Teva Pharmaceuticals

Innovation for Drug Delivery Devices: What's Needed
and What's Next?
Fostering Innovation: Key steps the industry must take fo drive
research and development for cutting-edge drug delivery
devices
Learning from Experience: Lessons from past device successes
and challenges to inform future advancements and
strengthen the case for newer developments
Pharma’s Perspective: what are we looking for in drug delivery
devices such as autoinjectors and wearables
Martin McLoughlin, Vice President, Device and Delivery
Technologies, Apogee Therapeutics

EdgeOne

medical

Session Reserved for Edgeone Medical

ELVIS - Evaluation of Large Volume Injection Study in Human
Subjects

* Rising drug dose volumes have led to the adoption of large-
volume injection devices, with several recent drug approvals
including these devices

Understanding patient perspective of these large volume
injections: A 30-subject study was conducted to assess pain
levels and user preferences across different injection volumes,
speeds, and device types

Findings highlight key considerations in indications utilizing large
drug volumes. Key findings are centred around the following:
Where does injection pain come from and does the device
type influence injection paing

What are the effects of injection site location on the pain
experienced during an injection?

What injection/device preference would user have after
experiencing various injections?

Mark DeStefano, Director, Combination Products and Device
R&D, Teva Pharmaceuticals

Afternoon Networking Break

Dual Sourcing Prefilled Syringe Device Development

¢ Approach to maintaining syringe barrel subassembly supply
for high viscosity monoclonal anfibodies

 Effective device and drug product development partnership

» Dual sourcing regulatory considerations for drug product and
device stability and comparability

« Efficient design control dual sourcing considerations

Nolan Dow, Combination Product Development Engineer, Pfizer

Session Reserved for Sponsor

Navigating the Evaluation of Dual Chamber Devices

* Navigating the current landscape and limitations

» Design considerations on function and usability

* Integration of the primary container and the delivery system
* Manufacturing considerations

Jayne Gavrity, Senior Device Engineer, AstraZeneca

Drug Product Development for Complex Nucleic Acid Molecules:

Formulation Considerations for Switching from Vial to PFS

* Overview of siRNA Platform for Drug Delivery

* Key Considerations in Drug Product Development

¢ Case Study: Formulation Development of siRNA — Transition
from Vial to PFS

Jamie Tsung, Head of DP Formulation, CMC, Alnylam

Pharmaceuticals

Chair’s Closing Remarks and Closing of Day One

14.50

15.00

15.30

16.00

16.30

17.00

17.30

18.00

18.30

Stream B: Advancing Sustainability in the

Injectable Device Industry

—
STREAM SPONSORED BY \CREDENCE

Chair's Opening Remarks:
Duncan Paterson, Senior Director of Device Development,
AstraZeneca

Adoption of sustainability practices within subcutaneous drug
delivery: Industry Insights

* Overview of an industry benchmarking survey fo understand
industry sustainability frends

Insights into the current state of adoption and prioritization
of sustainability practices within the industry

Highlighting key barriers to implementation and opportunity
areas for impactful change

Benchmarking insights and opportunities for sustainability
best practices and collaboration

Duncan Paterson, Senior Director of Device Development,
AstraZeneca

Solving Challenges Related to Sustainability and

Other Emerging Trends in Injectable Drug Delivery

« Sustainability: An opportunity rather than an obligation

* Avoiding a compromise between sustainability and cost
of ownership

* Incorporating sustainability info innovative device design

* Let’s not forget about the social side of sustainability

Mark Hassett, Vice President of Business —

Development, Credence MedSystems @ CREDENCE

Adopting EcoDesign for Packaging and Device Development

Barriers to implementing sustainable practices in injectables

devices and their associated packaging

The mega trends that are likely to influence future injectable

devices

Sustainability hot spots for injectable devices and how

ecodesign principles, aligned fo the waste hierarchy,

could be leveraged to overcome them

Case study on GSK's approach: developing sustainable

future-facing packaging and injectable devices

Conor O'Niell, Head of Packaging Development and Design, GSK

Afternoon Networking Break

Addressing Usability Considerations for Sustainable Devices
Transitioning from single-use injection devices to more durable,
metal-based alternatives for long-term sustainability

Influence of user preferences on more eco-friendly solutions
on device development and design choices

Balancing sustainability and usability - key considerations for
maintaining ease of use while adopting more sustainable
materials and practices in drug delivery devices

Matt Marber, Senior Usability Engineer, Novo Nordisk

Session Reserved for Sponsor

Determining areas for Improvement During Product Lifecyle

* An updated review on environmental challenges and
opportunities for the biopharmaceutical sector, from design
to end-of-life management

* Review of lifecycle assessment tools and approaches

* Successfully implementing life cycle assessment data into
device & packaging design

Confirmed Senior Representative, BioPhorum

Chair's Closing Remarks and Closing of Day One

Register online at www.pfsamericas.com
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Main Conference Day 2
Morning Plenary
Wednesday April 30, 2025

08.00

08.50

09.00

09.30

10.00
10.30

11.00

Registration & Coffee 11.30
Chair's Opening Remarks

Kinsuk Shah, Senior Advisor Combination Products,

Boehringer Ingelheim

OPENING ADDRESS

From Drug Development to Successful Combination
Product

Aligning drug development with evolving
therapeutic delivery needs for combination products
Key criteria for selecting the right partners to support
early-stage development through commercialization
Case study on the journey from concept to approval,
highlighting regulatory, design, and testing insights for
combination products

Sujit Basu, Vice President & Head, Pharmaceutical
Development, lonis

12.00

Driving Patient Centricity in Biosimilars Development

and Device Strategies

Exploring the latest advancements in biosimilar development
and implications for device requirements, including
customisation for complex therapies

Case studies: challenges and experiences in biosimilar device
development, regulatory hurdles and patient centric design
Strategies for adapting device platforms to accommodate a
diverse portfolio of biosimilars, improving scalability and time
to market

Kinsuk Shah, Senior Advisor Combination Products,

Boehringer Ingelheim

12.30

Session Reserved for Gerresheimer gerresheimer

Morning Networking Break

innovating for a better life
Innovative Approaches in Biopharmaceutical

Formulation and Delivery: Enhancing Safety,

Performance, and Stability

Robust Primary Container System Selection: Investigation of
needle clogging & coring in elastomeric needle shields of
pre-filled syringes using advanced imaging techniques,
material characterization, and predicative modelling to
inform effective mitigation strategies

Advanced Characterization Techniques: Utilizing imaging and
analytical models, studies on plunger movement, siliconization,
and protein formulation stability provide critical insights for
opfimizing pre-filled syringe performance and drug delivery
Optimizing Injectability Through Innovation: Analysis of high-
concentration suspensions and the factors influencing needle
clogging, providing insights info formulation and device design
to enhance injectability and ensure accurate drug delivery
Guangli Hu, Director, Device Development & Technology, Merck

13.00

13.30

Overcoming challenges and avoiding pitfalls of PFS Labeling

* Considerations for successful PFS label design

* Material, ink, varnish, and adhesive selection

* Achieving the best user experience

* Specialty packaging designs

* Manufacturing considerations

* Dual Frequency RFID/NFC advantages

* Case studies

Paul Reyland, Director of Sales, CCL Healthcare CCL o

Considerations for early technology evaluation for injection devices

* Patient-centric evaluation: incorporating early human factors
evaluations to inform use case boundaries

» Technical approaches to maximize characterization when
drug product is scarce or unknown

* Balancing use, technical, and manufacturing trade-offs in
technology selection

Megan Heft, Director, Device Development, AstraZeneca

Helping Licence Holders, CDMOs and Suppliers Speak the Same

Language: Aligning Risk Assessments for Streamlined Submissions

* Licence holders, suppliers and CDMOs often have different
rafings and take approaches to the same hazards when
conducting risk assessments

* This also applies to the terminology used, often referring to
the same hazards in different ways, all of which can result in
unnecessary over testing in mitigation, and lead to delays and
further requests for clarification following submissions

* BioPhorum’s Risk Management team is creating a library of
common hazards and harms

* This will help fo streamline and harmonize ratfings across
sponsors, CDMOs, suppliers, helping to make submissions
across the industry more consistent and with more predictable
results

Confirmed Senior Representative, BioPhorum

Hidden but Vital: The Importance of Biocompatibility

for Patient Safety

* What is biocompatibility and why is it important for
combination product safety

* The evolution of biocompatibility standards

¢ Where should biocompatibility be considered in combination
product development

¢ Impact of biocompatibility on final product

Amardeep Hoonjan, Director Device R&D Lead, Biocompatibility

Group, AbbVie

Networking Lunch

Register online at www.pfsamericas.com
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Main Conference Day 2
Afternoon Streams
Wednesday April 30, 2025

14.30

14.40

15.10

15.40

16.10
16.40

17.10
17.40

18.10

Stream A: Primary Packaging and Building

Successful Supplier Relationships

STREAM SPONSORED BY

. ZEON

MITSUBISHI GAS CHEMICAL

Chair's Opening Remarks
Soumen Das, Delivery System Qaulification Lead, Takeda

Developing a comprehensive primary container strategy for new

modality programs

* Assessing growth of new modalities (such as siRNA or AAV) and
implications for primary containers including the need for deep
cold storage

¢ Delving into the use and role of polymers in development

* Best practices for ensuring regulations are successfully met to
ensure a safe end product

¢ Considering fill-finish and transportation in earlier stages of
development while aligning with the CMO processes

Fletcher Dix, Sr. Process Characterization and Technology

Engineer, Regeneron

Oxycapt Vial & Syringe: High Gas Barrier Container for Biologics and
Cell & Gene Therapy Products Sorted with Dry Ice or LN2
* Overview of OXYCAPT Vial & Syringe
¢ Oxygen & Carbon Dioxide Barrier
* Break Resistance at Dry Ice & Liquid Nifrogen Storage
* CCIT aof Dry Ice & Liquid Nifrogen Storage
» Carbon Dioxide Barier & pH Shift after Freezing &

Thawing Process
Masashi Miura, Researcher, 2
Mitsubishi Gas Chemical Company, Inc MITSUBISHI GAS CHEMICAL
Exploring the Non-linear Friction Effects in a Pre-filled Syringe System
* The interface between the syringe and stopper is most crucial
for functional performance of the prefilled syringe system and
the value in gaining a deeper understanding of this system will
be presented
A prefilled syringe system features a fribological contact
mechanism between the glass wall and stopper that results
in friction and deformation which ultimately govern the
functional aspects such as break loose and extrusion forces
The various nonlinear friction effects in a syringe stopper
inferface such as stick-slip, presliding, stiction are discussed
Existing models relevant to nonlinear friction effects are
infroduced with a demonstration on how these models may
be implemented for the syringe seal. Understanding of these
models can prove to be a crucial step towards modelling of
the dynamic forces in a PFS which can further aid in predicting
functionality and saving experimental resources
Aditya Nair, Packaging Engineer, Pfizer

Afternoon Networking Break

Collaboration with Commercial Suppliers: Relations and Lifecyle
Management

* Best practices for setting up an effective quality agreement
¢ Implications on validation and verification

¢ Dealing with changes from suppliers

Ellie Younger, Associate Principle Engineer, AstraZeneca

Answees bayond Challenges.

ZEON

Navigating Recent Updates and Preparing for Future Standards in

Biocompaitibility

* Recent updates and regulatory expectations for biocompatibility
testing in injectable drug devices

* Recent experiences and lessons learned from implementing
biocompatibility assessments under evolving guidelines

» Forecasting the new biocompatibility standards for 2025:
anticipated changes and theirimplications for device design and
compliance

Soumen Das, Delivery System Qaulification Lead, Takeda

Session reserved for Zeon

Chair's Closing Remarks and Closing of Day Two

14.30

14.40

15.10
15.40

16.10
16.40

17.10
17.40

18.10

STREAM SPONSORED BY SChfe,int
MediPharm

Chair's Opening Remarks:
Sujit Basu, Vice President & Head, Pharmaceutical Development,
lonis

Opening Panel Discussion:

Connectivity, Usability and Necessity: Creating A Balance

When should we involve software in a device, and when
should we note Considering use settings and factors such as
treatment regularity, sensors and adherence

How do we make these technologies impactful in clinical trials
and financially viable for post market real world evidence studies
Software and app development as a part of the device
development process — when should it be integrated and how?
How do we manage the risk of software being outdated when
the device hits the market?

Panel Moderator:
Ravi Kaushik, Vice President, Global Head of Device/Digital
Innovation & Product Strategy, PDT, Takeda

Panellists:

Martin McLoughlin, Vice President, Device and Delivery
Technologies, Apogee Therapeutics

Sarah Fairfield, Associate Director, RA Device and Combination
Products, AbbVie

Sriman Banerjee, Head of Packaging Development & CDE,
Takeda

Jia Huang, Associate Director, Regulatory Digital Health, Merck

schreiner
MediPharm

Navigating the Digital Frontier: The Role of Software as a Medical

Device (SaMD)

» Exploring the scope of SaMDs and applications in digital health

* Key compliance challenges, global frameworks, and best
practices

¢ Real-world use cases and developing connected ecosystems

 Future Trends: Ethical considerations, patient safety, and the
next wave of SaMD technologies

Yvette Appleby, Senior Manager Project Management, Pfizer

Session Reserved for Schreiner MediPharm

Afternoon Networking Break

Best Strategies for Ensuring your Connected Ecosystem is Secure
Reviewing guidance and insight info FDA expectations
Exploring requirements for manufacturers of cyber devices and
related systems

Assessing data implications on patient safety

Maximising adoption of new technologies by designing
devices for the long ferm as well as adaptive cybersecurity
and safe patient access

Sarah Fairfield, Associate Director, RA Device and Combination
Products, AbbVie

Reserved Sponsor session

Digital Health Evolution: Trends in Connected Medical Devices
Exploring the latest advancements in connected drug delivery
devices, including real-time monitoring and data integration
Examining how connected devices are enhancing patient
adherence, experience, and outcomes but also enhancing
clinical trials

Understanding the evolving requirements for digital health
technologies, focusing on compliance and data security
Future outlook on the integration of Al, machine learning,
and loT to drive the next generation of connected injectable
devices

Sriman Banerjee, Head of Packaging Development & CDE,
Takeda

Chair’s Closing Remarks and Closing of Day Two

Register online at www.pfsamericas.com
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Testimonials from Past Speakers and Attendees
11 Very impressive k£ The SAE PFs events k£ Good balance of regulatory and
agenda and excellent are always really great and technical topics and I've had some
presentations! J¥ informative conferences ¥9% . fantastic conversations, down to the
- HEAD OF INJECTION SYSTEMS, TAKEDA  : = DIRECTOR, DEVICE DEVELOPMENT, GILEAD  : " eat mix of people in the audience. J¥

= SENIOR SCIENTIST, PFIZER

OFFICIAL MEDIA PARTNERS

@ drugDELIVERY

DrugDevelopment  iiedicine Maker  Ph/Mma  phamaphorum™/

&Delivery

Journalist

Interested in Sponsorship? Why Partner With Us?

Position yourself as a thought leader, contribute to three days of expert commentary,
debate, and analysis and learn from industry leading speakers, all whilst reaching
senior decision makers from the top 100 big pharma and biotech companies.

* Engage, network and interact with your customers and make new ones in-person

% * Qudlity confrol is paramount — our events are intimate, atfract senior-level decision makers
discussion specific to your industry. Y ¥ and we maintain a strict ratio of 3to 1 big pharma and biotech customers to solution providers
Sheuls] e wish i e e ineeesing mumiser of cempariss Sgﬂh;rﬁconfem and a proven track-record in delivering the best and most up-to-date
benefiting from sponsoring our conference please call: ) o .
Michael Fraser | Head of Strategic Partnerships * Don't get lost in the crowd - we are not a large-scale exhibition so you can be sure you wil
T: +44 (0) 20 7827 6018 be (ubbing shoulders with top pharma and biotech representatives - we have done the
E: michael.fraser@aemediagroup.com filtering for you!

Register online at www.pfsamericas.com SE MEDIA
~ GROUP
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Aah‘hena

Medical

Althena Medical is an Italian company specialized in the development and production of medical devices in the pharmaceutical field (pre-fillable
syringes, oral liquid dispensers, droppers, etc.). In our catalogue we currently have COP pre-fillable syringes in several volumes. We also offer filling
service and turn-key products. We work for small, medium and big brands for which we have designed, created and produced patented products.
We differ from our competitors because we are flexible, reliable and we develop medical devices on demand very quickly. 100% Made in Italy! info.
apiject.com/industry-events www.althenamedica.it

ccLpd

CCL Hedlthcare excels in pharmaceutical labeling for injectables for vials, syringes, prefilled syringes, and autoinjectors. Our expertise covers labels,
cartons, patient instructions, and smart labeling solutions, enhancing patient experience and adherence. With our high-speed RFID packaging line
management, we enable encoding with speeds of 700 injectable items per minute, ensuring peak performance for hard-to-tag items through custom
RFID product design. Contact us to discuss how we can enhance your injectable solutions with smart labels and packaging. cclhealthcare.com

Crux was founded to address challenging technical briefs and deliver compelling solutions for the drug delivery and medical device sectors. Based
in Bristol, United Kingdom, our technical team champion evidence-based problem solving, coupling world-class equipment, software and facilities
with a scientific approach to maximise success. Be it discovering unmet user needs, developing novel products or deploying new technologies, our
team are dedicated to solving our client’s biggest problems. www.cruxproductdesign.com

gerresheimer

innovating for a better life

Gerresheimer is the innovative system and solution provider and global partner for the pharma and biotech industry. The company offers a
comprehensive portfolio of pharmaceutical containment solutions, drug delivery systems and medical devices as well as solutions for the health and
cosmetics industry. The product range includes digital solutions for therapy support, medication pumps, syringes, pens, auto-injectors and inhalers
as well as vials, ampoules, tablet containers, dropper bottles, other bottles and more. Gerresheimer ensures the safe delivery and administration of
drugs to the patient. With 36 production sites in 16 countries in Europe, America and Asia, Gerresheimer has a global presence and produces locally
for the regional markets. With over 11,000 employees, the company generated revenues of around €1.82bn in 2022. Gerresheimer AG is listed in the
MDAX on the Frankfurt Stock Exchange (ISIN: DEOOOAOLDéES). www.gerresheimer.com

L" INSTRON

Instron® brings a wealth of knowledge to the biomedical industry, serving as a strategic partner to companies of all sizes. Our equipment and
services are primed to help you investigate new technologies and ensure product quality, all while maintaining the highest levels of data integrity
and security. Instron has been embedded in the biomedical industry for more than 75 years, and the technological, regulatory, and manufacturing
challenges facing our customers have driven us to develop products and services to address their needs. These developments include specialized
fixturing, compliant software, and automation capabilities. Our most valuable asset is our extensive customer network, which represents a wide
range of medical device and pharmaceutical manufacturers, CDMOs, universities, test houses, and startups. www.instron.com/en-gb

Suttons Creek, Inc.

The Device Team for Pharma

Aptar 4

pharma

Suttons Creek is pharma's device team. Any company adopting combination product technology needs an experienced combination products
team working alongside their drug team, including specialists in areas like quality, regulatory, vendor selection and management, systems
engineering, risk management, clinical development, and commercialization. Suttons Creek has over 650 years of combined experience and
120+ combination product projects under its belt, with a talent pool of subject matter experts that specialize in all aspects of combination product
development from strategic planning through device development to launch and postmarket activities. We can be any or all things combination
product to a client, consulting hour by hour or engaging in strategic partnerships to achieve milestones, lift roadblocks, fill knowledge gaps, and
drive program success. suttonscreek.com

For Pharma injectables customers worldwide, Aptar Pharma supports drug developments from formulation to patient, including drug development
services, best-in-class injectables components and patient services. Our offer includes a wide range of solutions for vial containment, and Pre-Filled
syringe components such as PremiumCoat® ETFE-coated platform to protect sensitive drugs or Advanced Parenteral Closure solutions to support
compliance with the Annex 1 revision. We enable the delivery of billions of doses that improve the lives of patients every day across numerous
injectable application fields, including GLP-1 drugs, biologics, small molecules, vaccines, antithrombotic and animal health. www.aptar.com

B(IBJ)S

AUTOMATION

Since 1965, BBS Automation has specialized in assembly systems for the medtech, consumer, mobility, and new energy sectors of the future. After
BBS Automation's acquisition in 2023 by the DUrr Group, the Production Automation business now consists of the combined forces of BBS Automation,
teamtechnik, Kahle and HEKUMA. In its production sites around the world, BBS Automation and sister companies develop custom automation
solutions for complete production processes that set standards in terms of efficiency, safety, reliability and innovation. We are able to do so thanks
to our comprehensive service portfolio of platforms and processes, and also our expertise in feeding technology, palletizing systems and software.
www.bbsautomation.com

CAMBRIDGE
DESIGN
PARTNERSHIP

Cambridge Design Partnership is an end-to-end innovation partner. We build breakthrough products and services - from insight to ideas, prototypes
to production. Our Drug Delivery sector focus on injection systems including auto injectors, pen injectors, wearable (OBDS) devices and infusion
pumps, as well as Digital Health applications including connected drug delivery devices, diagnostics/biomarker devices, app development and
cloud services. www.cambridge-design.com

—
Q _CREDENCE

Credence MedSystems is an innovator in injectable drug delivery devices. Credence’s philosophy of Innovation Without Change results in products
that impress and protect end-users while preserving pharma's existing processes, sourcing strategies and preferred primary package components.
The Companion® family of syringe systems includes proprietary needle-refraction technology, reuse prevention and other critical safety and usability
features in Staked and Luer needle formats. The Dual Chamber platform offers single-step mixing and injection for drugs requiring reconstitution at
the time of delivery. Additional products such as metered dose devices, multi-length staked needles and other novel devices address the needs of
specific therapeutic markets. www.credencemed.com

@ EdgeOne

medical

EdgeOne Medical is a leading global Contract Device Development Organization, serving as the trusted testing and device development partner
for 11 of the top 20 global pharmaceutical companies. As experts in compliant device development from benchtop to commercialization, we
leverage our extensive industry knowledge, advanced in-house laboratory, and ISO 13485 certified Quality Management System to accelerate
and derisk the development journey for our clients. EdgeOne Medical's ability fo get it “Right First Time” has made us the preferred partner
for many key players in emerging pharma and big pharma. Our track record includes supporting the device development programs of newly
acquired emerging pharmaceutical companies such as Carmot, Chinook, Dicerna, Horizon Therapeutics, and cell therapy innovator Miromatrix.
www.edgeonemedical.com

FISCHER®

LIFE SCIENCE. PACKAGING SOLUTIONS

FISCHER SOEHNE AG Over 100 years of experience, state-of-the-art technology and a deep understanding of the life science sector and the
individual requirements of the industry. In addition to tried-and-tested standard. Our core business: Life Science. Discover how we create excellent
solutions with standard or customized products that are second to none. www.fischersoehne.ch/de

@ HASELMEIER

Haselmeier, the drug delivery device business of medmix, designs, develops and manufactures advanced drug delivery systems such as pen injection
systems and autoinjectors. Patient comfort and customers’ needs are always at the heart of the company’s practices. With its broad portfolio of
technologies and services, Haselmeier delivers user-friendly injection systems that enable patients to self-administer their medication reliably and
accurately. Haselmeier is known for its excellent and long-standing track record in providing these innovative drug delivery devices based on its
proprietary IP business model. The company collaborates closely with its customers in the pharmaceutical and biopharmaceuticalindustries. Medmix,
with its precision injection molding capabilities and expertise in liquid micro-dosing plus financial strength and global footprint, helps Haselmeier
accelerate innovation in healthcare. With more than 100 years of expertise in the development and manufacture of drug delivery devices, our
global footprint, nearly 250 distinguished and motivated experts, more than 200 patents granted, and numerous patents pending, Haselmeier
remains committed to developing innovative solutions that support our customers and help improve the health of milions of people worldwide.
https://haselmeier.com/en

Register online at www.pfsamericas.com
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KORU is, first and foremost, a patient-centric organization that will go the extra mile for our customers, providers, and partners who depend
on our devices. We are a world-class manufacturer of subcutaneous infusion devices that deliver life-saving immunoglobulin therapies to
patients with chronic illnesses such as Primary Immunodeficiencies (PIDD) and Chronic Inflammatory Demyelinating Polyneuropathy (CIDP).
www.korumedical.com

d¢ Kymanox'

Kymanox® is your life science solutions partner with a diverse team of experts who know how to connect the dots and make sure you have the
right end-to-end solutions for your modern medicine development & commercialization challenges. We are experts in providing our clients in the
combination products, biologics, pharmaceutical, and medical device industries with support from early development to post-market. We help
bring products from bench to patient. www.kymanox.com

\4\“ Lyophilization

TECHNOLOG Yie

Lyophilization Technology, Inc. (LTl) is a Confract Development & Manufacturing Organization (CDMO) focused on all aspects of lyophilization
for preparation of health care products. Clients leverage our abilities for bringing new products to the clinic and implementing improvements
for current products. LTl is recognized as an industry leader with unparalleled capabilities in product development, process engineering, clinical
manufacturing, and technical support. To the benefit of our clients, LTI has provided Development and Clinical Trial Material Manufacturing services
to more than 500 biotechnology and pharmaceutical organizations spanning virtual companies to large multi-national corporations for over 25
years. Our proven track record of performance comes from successfully developing formulations, manufacturing processes, and prepared material
for clinical trials for over 900 diverse products. A talented and dedicated staff, skilled with over 300 years of combined experience, enjoys the
reputation of providing innovative solutions, achieving desired results, and exceeding client expectations. Gain the benefits of our experience and
capabilities for creating solutions for the unique needs of your lyophilized product. lyotechnology.com

~

MITSUBISHI GAS CHEMICAL

Mitsubishi Gas Chemical is a leading company in the field of oxygen barrier and absorbing technologies. Based on these technologies and
experiences, we have successfully developed multilayer plastic vial and syringe having excellent oxygen, ultra violet and water vapor barrier. The
products make it possible to replace glass with plastic for injectable drugs. www.mgc.co.jp/eng/products/abd/oxycapt.html

Nipro PharmaPackaging is specialized in developing and manufacturing advanced pharma packaging products and complete packaging
solutfions for early development drugs or the enhancement of packaging solutions for existing drugs. With a worldwide manufacturing footprint
of 19 plants, multiple sales offices, and lab services, Nipro offers an exceptional service platform. Through our personnel, products, and services,
Nipro PharmaPackaging enables you to provide a safer and healthier administration to your customers. Nipro PharmaPackaging is part of Nipro
Corporation Japan, established in 1954. As a leading global healthcare company with over 35,000 employees worldwide, Nipro serves the
Pharmaceutical, Medical Device, and Pharmaceutical Packaging industries. www.nipro-group.com

@ OweN MuMFORD

Pharmaceutical Services

Owen Mumford Pharmaceutical Services is a specialist in the design, development and manufacture of injectable drug delivery systems for the
pharmaceutical, biotech & generics industries. These include single dose and multidose reusable and disposable auto-injectors, pens and syringes
for subcutaneous and inframuscular administration. Our innovative products are designed to meet both the need of our pharmaceutical partners
and their patients by facilitating ease of use and improving safety and patient compliance. Our devices are also designed with aim of reducing
complexity and risk for the pharmaceutical & biotech industry in the development of their combination products. www.ompharmaservices.com

©) RheoSense

Simply Precise”

RheoSense is a biotechnology firm headquartered in San Ramon, Calif. The company specializes in creating industry leading viscometers using their
groundbreaking VROC® (Viscometer-Rheometer-On-a-Chip) technology. This technology, originally released in 2009, was the first new method of
measuring viscosity in over 45 years. The methodology, now called rectangular slit viscometry, is documented in the US Pharmacopeia chapter
914 and makes measuring the viscosity of fluids exponentially simpler and more accurate. RheoSense's patented rectangular slit viscometers use
VROC® chips equipped with sensors to measure the viscosity of samples as they flow through the chip. www.rheosense.com

(P& -

RPK Medical, part of RPK Group, specialises in creating custom solutions in springs, stamping, bending and assemblies. The company ensures quality
through tailored cleaning and packaging in clean rooms worldwide. Innovation drives RPK Medical, supported by its RPK Technological Cenfre.
RPK Medical has more than 50 years of expertise in precision engineering, it operates six factories across Europe, North America, and Asia, and
employs more than 800 people. rpk-medical.com

SCHOTT is a global manufacturer of high-tech materials for specialty glass. With more than 130 years of experience, and represented in 34 countries,
the company is a highly skilled partner for high-tech industries: Healthcare, Home Appliances & Living, Consumer Electronics, Semiconductors &
Datacom, Optics, Industry & Energy, Automotive, Astronomy, and Aerospace. In the fiscal year 2020, its 16,500 employees generated sales of 2.24
billion euros. SCHOTT is one of the world’s leading experts for parenteral packaging and supplies the pharma industry with more than 12 billion
syringes, vials, ampoules, and cartridges of tubing glass and polymer per year. www.schott.com/en-us/markets/health/pharma

schreiner
MediPharm

Schreiner MediPharm is a leader in the development and manufacture of innovative specialty labels with value-added benefits for the healthcare
industry. These products simplify dispensing and administering of pharmaceuticals, enhance drug safety and clearly reduce process costs. The
product portfolio includes e.g. syringe labels with integrated needle protection, functional autoinjector labels and smart labeling solutions with
infegrated RFID/NFC. Our unique, highly robust RFID-Labels ensure easy integration into pharma manufacturing while providing reliable functionality
from production till final use. www.schreiner-group.com/en/company/about-us/schreiner-medipharm

Ssioe

Born from the ambition to ensure the safe distribution of life-saving drugs, $iO2 Material Science is a primary packaging company rooted in research
& development. With an interdisciplinary feam of world-class scientists, engineers, and product developers, we invented the first-of-its-kind vyterial
coating technology that provides our primary packaging with the barrier properties of glass, the durability of plastic, and the sustainability of
biodegradable materials. Vyterial technology is protected by more than 300 patents and close to 8000 patent claims. To development primary
packaging solutions, SiO2 relies on its state-of-the-art facilities in Auburn, Alabama and Basel, Switzerland. Our international production footprint
provides vertically integrated and digitally enabled manufacturing, to develop innovative and sustainable solutions that protect the planet and
people’s health and well-being. www.sio2ms.com

“TERUMO

As Part of Terumo Medical Care Solutions, the Pharmaceutical Solutions Division develops patient-oriented parenteral delivery solutions for
therapeutic performance and safety.Globally trusted for quality and precision, we offer pharmaceutical and medical device manufacturers
around the world comprehensive product design and development services. We have decades of experience collaborating with pharmaceutical
companies from the earliest phases of drug development to product commercialization to optimize critical aspects of parenteral drug delivery.
Innovation and creativity are central to our value proposition. Our expert teams lead the industry in developing and manufacturing advanced,
high-performing infusion and injection technologies, including CDMO services for all parenteral applications. We listen. We question. We deliver.
www.terumopharmaceuticalsolutions.com/en-EMEA

YPS®MED

SELFCARE SOLUTIONS

Ypsomed is the leading independent developer and manufacturer of innovative and user-friendly self-injection systems as well as seamlessly
integrated digital health solutions for pharma and biotech companies. The customisable platforms cover autoinjectors for prefilled syringes from 1 mL
to 5.5 mL, prefilled patchinjectors for fill volumes up to 10 mL, prefilled pens for 3 mL and 1.5 mL cartridges, and reusable pens with automated injection
mechanisms. By providing technical, regulatory, IP, testing and verification services, we support our customers in achieving the highest standards.
yds.ypsomed.com/en

Answers beyond Challenges.

ZEON

ZEON's Zeonex® and Zeonor® cyclo olefin polymer (COP) allow for advanced, break-resistant syringes, vials and lyophilization containers for protein-
based biopharmaceuticals, high viscosity drugs, and contrast media. They also offer high purity, “glass-like” transparency, sterilization, low water
absorption, and superior moldability, as well as overcome protein adsorption and ph shift concerns. Please visit our booth and discover why COP is
an excellent choice for drug storage and pre filled syringes. www.zeon.eu

Register online at www.pfsamericas.com
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Pre-Conference Focus Day: April 28, 2025 | Conference: April 29 -30, 2025 [ GROUP |
Sheraton Boston Hotel, Boston, MA, USA

3 WAYS TO REGISTER

Online at Email your booking form to PHONE on
www.pfsamericas.com marketingteamlondon@saemediagroup.com +44 (0) 870 9090 711

Our Reference P-444 ) [0 Book by January 17 to receive $400 off the conference price
( EARLY BIRD y January " P

DISCOUNT [0 Book by February 14 to receive $200 off the conference price
[0 Book by March 14 to receive $100 off the conference price
LEGATE DETAI
Please complete fully and clearly in capital letters. Please photocopy for additional delegates. CO N F E R E N C P R I C Es

Title: Forename:
| would like to attend: (Please tick as appropriate) Price
Surname:
. IN-PERSON ATTENDANCE
Job Title:

. [] Conference and Focus Day $3497
Department/Division: D Conference Only $2498
Company/Organisation: ] Focus Day $999
Email: Big Pharma and Biotech Representatives FREE*

If you would like to continue to receive email updates about our * Please note, all registrations are subject to approval by SAE Media Group. Anyone registering at the
events, please tick O Pharma and Biotech rate must have a public drug pipeline and provide a working company email
address. Failure to do so will result in a refusal of entry to the event, or a requirement to purchase a
Company VAT Number: ticket at a different rate.Please note, the pharma/biotech company rate does not apply to service/
solution providers. Please contact katie.ogden@saemediagroup.com to register your interest.
Address:
PROMOTIONAL LITERATURE DISTRIBUTION
R [ Distribution of your company’s promotional
Town/City: I
literature to all conference attendees £999.00 + VAT
Post/Zip Code: Country:

As an added benefit of attending this conference, check here to receive a free
Direct Tel: Direct Fax: subscription to Medical Design Briefs, the leading new technology magazine for
bio-medical professionals. Choose either: [J Print (U.S. only) [J Digital

Mobile:

switchboard: The conference fee includes on-demand access to the Document Portal.
= Access information for the document portal will be sent to the e-mail address

Signature: Date: provided during registration. Details are sent within 7 working days post-conference.

\. J/

| agree fo be bound by SAE Media Group Terms and Conditions of Booking

ACCOUNTS DEPT DOCUMENTATION

Title: Forename:
surname: | cannot uﬂgnd but would like to Purchase access .
to the following Document Portal Price

Email: |:| Access to the conference documentation
Address (if different from above): on the Document Portal £699.00 + VAT

\ J
Town/City:
Post/Zip Code: Country:
Direct Tel: Direct Fax: VAT at 20% is charged on the aftendance fees for all delegates. VAT is also charged

on Document portal and literature distribution for all UK customers and for those EU
Customers not supplying a registration number for their own country here

\ J
VEN U E Sheraton Boston Hotel, 39 Dalton Street, Boston, MA, USA

Please visit hitps://www.smgconferences.com/pharmaceuticals/

northamerica/conference/www.ai-indrugdiscoveryusa.com#tab_venue

to access the hotel booking form. PAYMENT

Payment must be made to SMi Group Ltd, and received before the event, by one of
the following methods quoting reference P-444 and the delegate’s name. Bookings
BOOKI NG SUMMA RY made within 7 days of the event require payment on booking, methods of payment:
[J UK BACS Sort Code 300009, Account 00936418
[J Wire Transfer Lloyds TSB Bank plc, 70-71 Cheapside, London, EC2V 6EN
Swift (BIC): LOYDGB21013, Account 00936418
IBAN GB48 LOYD 3000 0900 9364 18
L [J Credit Card A payment link will be sent with your Invoice

Vs
.

Ve
.

Terms and Conditions of Booking

Payment: Our payment terms are as follows: if booking 16 days or more before the conference, payment should be made within 14 days of date of invoice. If booking 15 days or less before
the conference, payment is due on receipt of invoice and must be received no later than the last working day prior to the event start date. In the event, that the customer has not paid by
the last working day before the event, we reserve the right to obtain card details for payment to be taken for the full invoice amount or as a guarantee of payment. Access to the Document
Portal will not be given until payment is received.

Substitutions/Name Changes: If you are unable to attend you may nominate, in writing, another delegate to take your place at any time prior to the start of the event. Two or more delegates
may not ‘share’ a place at an event. Please make separate bookings for each delegate.

Cancellation: If you wish to cancel your attendance at an event and you are unable to send a substitute, then we will refund/credit 50% of the due fee, providing that cancellation is made
in writing and received 28 days prior fo the start of the event. Regretfully cancellation after this time cannot be accepted. We will however provide the conferences documentation via the
Document Portal fo any delegate who has paid but is unable fo attend for any reason. Due to the interactive nature of the Briefings, we are not normally able to provide documentation in
these circumstances. We cannot accept cancellations of orders placed for Documentation or the Document Portal as these are reproduced specifically to order. If we have to cancel the
event for any reason, then we will make a full refund of your payment but disclaim any further liability.

Alterations: It may become necessary for us to make alterations to the content, speakers, timing, venue or date of the event compared to the advertised programme. Privacy policy/Opt out
For full details on our privacy policy please go to www.smgconferences.com/privacy-legals/privacy-policy. If you no longer wish to receive email updates you can opt out by going to the
\ following webpage www.smgconferences.com/opt-out

If you have any further queries please call the Events Team on tel +44 (0) 870 9090 711 or you can email them at events@saemediagroup.com



