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A Letter From Our Advisory Board

Dear Colleagues

As members of the advisory board, we’re delighted to 
welcome you to SAE’s 19th Annual PFS & Injectable Drug 
Devices Europe Conference, taking place from 12-14 
January, 2027.

This year’s event will once again bring together leading 
experts from across the injectable drug delivery and 
combination product landscape. The conference opens 
with a pre-conference focus day dedicated to the latest 
advances in device design, followed by two days of 
insightful plenary sessions and focused afternoon streams.

The field of injectable drug delivery continues to evolve 
rapidly, driven by the demands of an increasingly diverse 
and complex therapeutic pipeline. Emerging biologics, 

high-viscosity formulations, and long-acting therapies 
are reshaping expectations for device performance, 
materials selection, and primary container systems. 
 
These developments are prompting innovation across the 
board, requiring device solutions that can accommodate 
new formulation profiles while maintaining safety, usability, 
and reliability.

At the same time, there is growing emphasis on patient-
centric design, large volume delivery, and the integration 
of sustainability throughout the device lifecycle - from 
manufacturing and materials to end-of-life recycling. 
These shifts demand a more holistic and collaborative 
development approach, one that balances patient 

needs, technical feasibility, and the increasingly complex 
regulatory landscape. Early alignment between 
pharmaceutical and device teams is now essential 
to ensure compliance, streamline development, and 
accelerate time to market.

This year’s agenda will explore these themes through  
real-world case studies, expert insights, and forward-
looking discussions that address both current challenges 
and future opportunities.

We look forward to the insights and collaboration  
this must attend event will encourage next January.

Yours Sincerely, 

SAE Media Group PFS & Injectable Drug Devices Europe Advisory Board

�	�� Thomas Wejs Moeller,
	 Director Global 			 
	 Regulatory Affairs,
	 Novo Nordisk

�	�� Guy Furness, 
	 Proprietor and Publisher, 		
	� ONdrugDeliver Magazine

�	�� Conor O’Niell, 
	 Head of Packaging 		
	 Development and Design,  
	 GSK

�	 Charles Potter,  
	 Project and Technical 
	 Leader,  
	 Chiesi

�	 Khaudeja Bano,  
	 Vice President - Global 		
	 Head of Device Quality,  
	 Roche-Genentech 

�	 Andrew Chapman, 
	 Senior Director, 
	 AstraZeneca

�	 David Harrison, 
	 Business Lead,  
	 Drug Products  
	 and Devices,   
	 UCB 

�	� Fatima Bennai Sanfourche,  
Senior Director of QA & RA 
Compliance for Medical 
Device, Combination 

	 Products and eHealth,  
	 Bayer
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Past Attendees Include...

BRINGING MAJOR PLAYERS ACROSS INDUSTRY TOGETHER
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	� Jehanzeb Ahmed, 
	 Project Leader,  
	 Device Engineering,  
	 GSK

	�� Andrew Chapman,  
Senior Director,  
AstraZeneca

	�� Joanna Zhizhong Chen, 
Senior Regulatory 
Professional,  
Novo Nordisk

	� Louise Coldrick,  
Regulatory Affairs  
Director,  
Novartis 

	�

	� Shzeena Dad,  
Associate Director, 
Regulatory Affairs Device, 
Ascendis Pharma A/S

	�

	�� Fletcher Dix,  
Principal Process 
Characterization & 
Technology Engineer, 
Regeneron

	� Marc Egen,  
Head of Primary Packaging 
& Process Development, 
Boehringer Ingelheim

	�� Andreas Emmendoerffer, 
Principal Regulatory 
Program Director,  
Roche

	�� Claire Everitt,  
Engineering Team Lead, 
Pfizer

	� Claus Geiger,  
Independent Consultant,

	 Formerly Sanofi
	��

	� Cedric Gysel,  
Chief Changemaker,  
Be Circular

	� Cornelia Hain,  
Device and  
Packaging Lead, 
Polpharma

	��

	� Jussi Haikarainen,  
Director, Device 
Development, 
 AbbVie

	� Mikkel Hansen,  
Director, Circular Economy 
– Corporate Environmental 
Strategy,  
Novo Nordisk

	� David Harrison,  
Business Lead, Drug 
Products and Devices,  
UCB 

� 	� Tony Haythornthwaite, 
Associate Director,  
Device Engineering,  
GSK

	� Daniela Henle,  
Scientist, Primary Packaging 
Development,  
Boehringer Ingelheim

	� Christopher Hill,  
Director of Ecodesign,  
Life Cycle Assessment,  
GSK

	� Gareth Hilton,  
Associate Director,  
Device Quality, 
AstraZeneca

	� Mario Hirth,  
Director Global  
Verification Testing,  
AbbVie

	� Steve Hoare,  
Deputy Director, 
Partnerships,  
MHRA

	� Javad Jabbari,  
Director Regulatory 
Affairs RA Device and 
Combination Products, 
Ascendis Pharma

	� Theresa Jeary,  
Global Head,  
Medicinal & Biologics Team, 
BSI

	� Mark Kamensek, 
	 Associate Director, Human 	
	 Factors & User Experience, 	
	 Takeda

	� Torsten Kneuss,  
Lead Pharma Devices & 
Maastricht Quality,  
Bayer

	� Rachel Koppelman,  
Head of Device 
Engineering,  
Sandoz

	� Michael Kuehler,  
Senior MD Expert, 
Regulatory Affairs,  
Bayer

	� Joanita Lamien,  
Senior Human  
Factors Engineer, 
Regeneron

	� Francisco Lupiáñez-
Villanueva,  
Technical Coordinator, 
BEAMER Project

	� George Moore-Arthur, 
Senior Global Regulatory 
Professional,  
Novo Nordisk

	� Thomas Wejs Moller, 
 Senior RA Policy Director, 
Novo Nordisk

	� Louise Place,  
Head of Device Regulatory, 
Global CMC Regulatory 
Affairs,  
GSK

	� Charles Potter,  
Project and Technical 
Leader,  
Chiesi

	� Dr. Christian Proff,  
Senior Verification Engineer, 
Roche

	� Fatima Sanfourche,  
Global Senior Director for 
QA & RA Compliance, 
Medical Devices, Combination 
Products & eHealth,  
Bayer

	� Theresa Scheuble,  
R&D Director,  
Drug Delivery Systems, 
Johnson & Johnson

	� Chris Smith,  
Director, Combination 
Products & Devices,  
Teva Pharmaceuticals

	�� Rhian Standley, 
Sustainability &  
Ecodesign Steward,  
GSK

	� Slobodan Stefanov, 
Programme Director, 
Cagrisema Device 
Programme,  
Novo Nordisk

	� Richard Wedge,  
Associate Research Fellow,  
Pfizer

FEATURED SPEAKERS INCLUDE:

	� Lucy Williams,  
Clinical Statistician, 

	 Pfizer

	� Simon Wilson,  
Device Development Lead, 
Pfizer

 

	� Dr Ying Wang,  
Head of Device 
Development Science, 
Pfizer

	� Senior Representative, 
BioPhorum

 
 

	� Senior Representative, 
BioPhorum
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WHAT TO EXPECT:

250+ 
AT T E N D E E S

50+ 
S P E A K E R S

50+ 
B I G  P H A R M A 

A N D  B I O T E C H 
C O M PA N I E S  I N 

AT T E N D A N C E

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

FREE 
F O R  P H A R M A 
A N D  B I O T E C H  

T O  AT T E N D *

  
Your trusted monthly source  

for news, updates and insights 
in injectable drug delivery

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, focusing on the challenges of enabling 

effective, patient-centered delivery solutions and advancing device design to meet evolving therapeutic needs.

Day One Stream B: Sustainability in Device Development
Discover practical strategies, innovations, and real-world case studies driving sustainable transformation  

across the injectable device lifecycle.

Day Two Stream A: Primary Drug Container Development and Biocompatibility
Explore approaches to developing robust primary container strategies that support safe and effective delivery,  

and needs of emerging drug modalities.

Day Two Stream B: Patient Centric Device Development
Explore how human factors engineering and patient insights are driving the development 

 of the next generation of drug delivery devices.

Dedicated Afternoon Topic Streams:

The 2027 conference will feature a dedicated focus day which will explore how innovation is shaping the future of drug delivery design.  
Throughout the day, speakers will examine novel approaches moving beyond standard industry practices, including the use of 

emerging technologies and new delivery concepts to optimise device performance and accelerate development. 

Focus Day: Advances in PFS Design for Enhanced Delivery

https://www.smgconferences.com/pharmaceuticals/uk/conference/pre-filled-syringes/booknow
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08.00	 Registration & Coffee

08.50	 Chair’s Opening Remarks
	 Charles Potter, Project and Technical Leader, Chiesi 

 OPENING KEYNOTES

09.00 	� Developing Successful Combination Products:  
Integrating Science, Engineering and Human  
Factors from Concept to Commercialisation

	 •	� Aligning drug, device and human factors teams  
early to define product requirements, development  
strategy and regulatory expectations

	 •	� Understanding how formulation, dose volume, viscosity and 
delivery requirements influence device design, testing and 
validation throughout development

	 •	� Applying a holistic combination product approach, 
incorporating scientific justification, measurement strategies, 
manufacturing considerations and ISO 11608 requirements to 
support successful product launch and lifecycle management

	 Dr Ying Wang, Head of Device Development Science, Pfizer

09.30 	� Session Reserved for Sponsor 

 REGULATORY UPDATES

10.00 	� Why Regulatory Strategies Fail—and How to Win with Combination 
Product

	 •	� Common strategy pitfalls
	 •	� Align clinical, device, and CMC
	 •	� Winning globally: FDA, EU, and beyond
	� Javad Jabbari, Director Regulatory Affairs RA Device and 

Combination Products, Ascendis Pharma

10.30 	 Morning Coffee 

11.00 	 Article 117: Key Challenges, Updates and Lessons Learned
	 •	� Understanding evolving Notified Body expectations and recent 

regulatory guidance for Article 117 submissions
	 •	� Addressing common challenges around data readiness, 

technical documentation, and GSPR compliance
	 •	� Sharing practical strategies to streamline submissions, reduce 

delays, and improve approval predictability
	� Shzeena Dad, Associate Director, Regulatory Affairs Device, 

Ascendis Pharma A/S  
	 Theresa Jeary, Global Head, Medicinal & Biologics Team, BSI 

11.30 	 Session Reserved for Suttons Creek

 
 FUTURE PERSPECTIVES ON DRUG DELIVERY

12.00 	� Panel Discussion: Future of Drug Delivery:  
What’s Next in Drug Delivery and Device Design?

	 •	� Exploring next-generation delivery technologies  
beyond traditional PFS

	 •	� Balancing innovation with cost, scalability, and real-world 
patient usability

	 •	� Understanding how digital and material advancements will 
shape the future of device design

	 Moderator: 
	� Javad Jabbari, Director Regulatory Affairs RA Device and 

Combination Products, Ascendis Pharma
	 Panellist: 
	 Claus Geiger, Independent Consultant, Formerly Sanofi 
	� Fletcher Dix, Principal Process Characterization & Technology 

Engineer, Regeneron
	� David Harrison, Business Lead, Drug Products and Devices, UCB

12.45 	 Session Reserved for Sponsor

13.15 	 Networking Lunch

14.15 	� Improving Health Outcomes Through Patient-Centric Design: 
Expanding Beyond the Physiological – The BEAMER Approach

	 •	� Expanding the focus from purely physiological needs to a broader 
understanding of patient behaviours, motivations, and real-world 
challenges to improve adherence and health system efficiency

	 •	� Introducing the BEAMER / B-COMPASS model and how 
behavioural insights can be applied to design more effective, 
patient-centred solutions

	 •	� Demonstrating how shifting to human-centric design 
approaches can drive improved treatment adherence, better 
patient outcomes, and overall healthcare value

	 Claire Everitt, Engineering Team Lead, Pfizer 
 
14.45 	�� Panel Discussion: Advancing Quality by Design  

and Design Controls in Device Development
	 •	� How are organisations strengthening the link  

between QbD principles and design control processes?
	 •	� Best practices for improving collaboration, risk management, 

and development efficiency across teams
	 •	� Building a stronger foundation for innovation, regulatory 

readiness, and product quality in combination product 
development

	 Panellists:
	� Tony Haythornthwaite, Associate Director Device Engineering, GSK
	 Jehanzeb Ahmed, Project Leader, Device Engineering, GSK

15.15 	 Afternoon Tea

15.45	 Afternoon Roundtables

	 �Roundtable 1: Integration of Quality by Design (QbD)  
and design controls in device development

	 •	� Current State of the Industry: The BioPharma sector is advancing 
in its use of QbD and design controls, but maturity levels vary 
widely - highlighting gaps in how CQAs, control strategies,  
and design inputs are interconnected across organizations

	 •	� Why Integration Is Important: Stronger integration between QbD 
principles and design control is essential to reduce development 
friction, enable clearer alignment across  
cross-functional teams, and create a more consistent foundation 
for device–drug combination product quality

	 •	� Benefits of Integration: A unified framework and shared training 
can streamline development, enhance risk management, and 
improve regulatory readiness - ultimately accelerating innovation 
while supporting sustainability and robust product performance

	� Tony Haythornthwaite, Associate Director Device Engineering, GSK
	 Jehanzeb Ahmed, Project Leader, Device Engineering, GSK

	� Roundtable 2: Platform-Based Drug Delivery Development – 
Opportunities, Challenges and Future Directions

	 •	� Sharing experiences and lessons learned from implementing 
platform-based device development strategies

	 •	� Discussing how platform approaches can reduce development 
timelines, costs, and regulatory burden

	 •	� Exploring the balance between standardisation, flexibility, and 
evolving patient and product requirements

	 Senior Representative, BioPhorum

	� Roundtable 3: Building Effective Collaboration Across Combination 
Product Development

	 •	� Integrating pharmaceutical sciences, device engineering 
sciences, manufacturing, regulatory and user perspectives to 
support informed cross-functional decision-making

	 •	� Building effective collaboration models that translate patient 
and product requirements into successful combination product 
development and commercialisation strategies

	 •	� Identifying opportunities to strengthen collaboration and decision-
making as combination products become increasingly complex, 
data-driven and globally regulated

	 Dr Ying Wang, Head of Device Development Science, Pfizer

	� Roundtable 4: Sustainability and Lifecycle Responsibility
	 •	� Turning sustainability commitments into practical design and 

manufacturing decisions
	 •	� Balancing regulatory requirements, cost pressures, and 

environmental targets
	 •	� Aligning lifecycle thinking across materials, supply chain, and end-

of-life solutions
	� Rhian Standley, Sustainability & Ecodesign Steward, GSK

17.15 	 Chair’s Closing Remarks and Close of Focus Day
	 Charles Potter, Project and Technical Leader, Chiesi

ADVANCES IN PFS DESIGN FOR ENHANCED DELIVERY  |  FOCUS DAY  |  Tuesday 12 January 2027
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08.00	 Registration & Networking

08.50	 Chair’s Opening Remarks

	�Fatima Sanfourche, Global Senior Director for QA & RA 

Compliance, Medical Devices, Combination Products & 

eHealth, Bayer 

OPENING KEYNOTES

09.00 	� Building the Next Generation of Combination 

Products Through Platform Innovation

• 	�Applying platform-based thinking to streamline

device development across multiple therapies

• 	�Enhancing collaboration between drug, device, and

manufacturing teams throughout the product lifecycle

	�Jussi Haikarainen, Director, Device Development, AbbVie 

Mario Hirth, Director Global Verification Testing, AbbVie 

  09.30 	 Session Reserved for MGS

10.00 	� Notified Body Opinions for a Legacy Products, 

How Hard Can They Be?

• 	�Notified Body Opinions are now routine for new

combination products, but are still relatively rare for legacy

approved products.

• 	�What are the potential challenges and pitfalls associated

with seeking a NBOp for a legacy approved product?

• 	�What best practices that may be applied to aid in a

successful NBO process for a legacy product?

	�Gareth Hilton, Associate Director, Device Quality, 

AstraZeneca

10.30 	 Morning Coffee

11.00 	� Risk Management Harmonisation: Lessons Learned and 

Pathways to Greater Consistency

• 	�Examining study findings on common hazards, harms, and

variations in risk scoring across the industry

• 	�Driving more consistent submissions, predictable regulatory

outcomes, and streamlined product development

pathways

Richard Wedge, Associate Research Fellow, Pfizer

  11.30 Session Reserved for SHL Medical

12.00 Panel Discussion: Embedding Sustainability into 
Device Development
• 	�Integrating sustainability into design, regulatory

strategy, and human factors, what’s changing in

practice

• 	�Balancing environmental goals with usability, patient

outcomes, and commercial viability

• 	�Moving beyond siloed “green” initiatives to fully

embedded, cross-functional development approaches
Moderator: 

	�Cedric Gysel, Chief Changemaker, Be Circular 

Panellists: 

Thomas Wejs Moller, Senior RA Policy Director, Novo Nordisk

	�Marc Egen, Head of Primary Packaging & Process 

Development, Boehringer Ingelheim

Charles Potter, Project and Technical Leader, Chiesi

Steve Hoare, Deputy Director, Partnerships, MHRA

12.45 Networking Lunch

MAIN CONFERENCE  |  DAY 1 - MORNING PLENARY  |  Wednesday 13 January 2027

https://www.smgconferences.com/pharmaceuticals/uk/conference/pre-filled-syringes/booknow
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Stream A: Large Volume and Novel Drug Product Delivery Stream B: Sustainability in Device Development

MAIN CONFERENCE  |  DAY ONE  |  AFTERNOON STREAMS  |  Wednesday 13 January 2027

14.00	 Chair’s Opening Remarks
	�Mario Hirth, Director Global Verification Testing, AbbVie 

14.10 	�Human Factors and Usability Challenges in Large-Volume Injection Devices
•	� Addressing the unique usability challenges associated with high-volume drug delivery
•	� Applying human factors testing to optimise device design, instructions for use (IFUs), and labelling
•	� Translating user insights into practical design solutions to support safe and effective product adoption
	�Mark Kamensek, Associate Director, Human Factors & User Experience, Takeda

14.40 Session Reserved for Nemera

15.10 	 Advancements in Drug Delivery including new modalities for treating Bladder Cancer
•	� Explore Evolution of drug delivery, 
•	� Review current advancements in traditional drug delivery routes 
•	� Deeper dive into Targeted delivery with examples
•	� Detailed review of new modality for treating Bladder Cancer
Theresa Scheuble, R&D Director, Drug Delivery Systems, Johnson & Johnson

15.40 	 Afternoon Tea

16.10 	�Device Development Strategy in Early Drug Development
• 	�Device strategy must start early: Decisions on formulation, presentation, and delivery

platform made before or during Phase 1 can significantly constrain future device options and 
commercialization pathways.

• 	�Define a device selection point before Phase 1: Early alignment across formulation, device,
clinical, and manufacturing teams reduces the risk of costly late-stage changes, additional 
studies, or reformulation.

• 	�Integrated planning reduces risk: Proactively evaluating device constraints and using parallel cross-
functional development improves predictability, accelerates development, and increases
the likelihood of commercial success.

	�Slobodan Stefanov, Programme Director, Cagrisema Device Programme, Novo Nordisk

16.40 Session Resereved for Credence MedSystems

17.10 Driving Novel Device Development Through Platform Innovation
•	� Applying platform approaches across pre-filled syringes, autoinjectors, and pen injectors to accelerate 

innovation
•	� Balancing common device architectures with the need for differentiated patient experiences
•	� Lessons learned from developing next-generation delivery systems across multiple product platforms
•	� Navigating updates to ICH guidance for drug-device combination product content and understanding 

the impact on future regulatory submissions
	�Andreas Emmendoerffer, Principal Regulatory Program Director, Roche

17.40 	�Chair’s Closing Remarks and Close of Day One
	�Mario Hirth, Director Global Verification Testing, AbbVie 

14.00	 Chair’s Opening Remarks
	�Steve Hoare, Deputy Director, Partnerships, MHRA

14.10	� Driving Sustainability in Drug Delivery Devices: From Ambition to Action
•	� Embedding circular economy principles into the development, manufacture, and end-of-life 

management of drug delivery devices
•	� Balancing sustainability goals with patient needs, regulatory requirements, and product performance
•	� Exploring opportunities for collaboration across the value chain to reduce environmental impact and 

accelerate progress
	�Mikkel Hansen, Director - Circular Economy - Corporate Environmental Strategy, Novo Nordisk

14.40 	 Session Reserved for Haselmeier

15.10 	� Reducing Carbon Impact Across the Patient Care Pathway: Advancing Sustainable Drug Delivery Development
•	� Measuring and reducing product carbon footprints through lifecycle assessment (LCA) and 

data-driven decision making
•	� Driving sustainability through material innovation, circularity initiatives, and responsible device design
•	� Improving patient outcomes and reducing healthcare burden through at-home administration and 

next-generation drug delivery devices
Christopher Hill, Director of Ecodesign, Life Cycle Assessment, GSK

15.40 	 Afternoon Tea

16.10 	� �Driving Sustainable Packaging Compliance: Preparing for the EU Packaging and Packaging Waste 
Regulation (PPWR)
•	� Understanding the impact of PPWR on pharmaceutical packaging design, materials selection, and 

lifecycle management
•	� Leveraging industry collaboration, baseline waste data, and shared toolkits to support effective 

compliance strategies
• 	�Balancing packaging reduction, product protection, and patient needs while meeting evolving 

sustainability requirements across Europe
Senior Representative, BioPhorum

16.40	 Session Reserved for DCA Design

17.10 	� EFPIA Perspective on Article 117: Lessons Learned and the Road Ahead
•	� Reviewing key challenges and successes from five years of Article 117 implementation
•	� Exploring industry expectations for Notified Body opinions, timelines, and regulatory alignment
• 	�Identifying opportunities to improve predictability, collaboration, and lifecycle management for integral 

drug–device combination products including emerging risk-based approaches
	�Michael Kuehler, Senior MD Expert, regulatory affairs, Bayer 

17.40 	� Chair’s Closing Remarks and Close of Day One
	�Steve Hoare, Deputy Director, Partnerships, MHRA

STREAM SPONSORED BY STREAM SPONSORED BY
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08.00	 Registration & Networking

08.50	 Chair’s Opening Remarks

	 Andrew Chapman, Senior Director, AstraZeneca 

 
OPENING KEYNOTES

09.00 	� Bridging the Gap: Ensuring Lab-Based Device  

Verification Reflects Real-World Use in 2027

	 •	�Identifying where traditional lab-based and  

automated testing still fail to capture real-world user 

variability, edge cases, and human-driven failure modes

	 •	�Integrating human factors, risk management, and 

regulatory expectations into next-generation verification 

strategies to strengthen evidence packages

	 •	�Leveraging advanced simulation, digital tools, and user-

informed test design to generate robust, regulator-ready 

data demonstrating real-world performance

	� Chris Smith, Director, Combination Products & Devices, 

Teva Pharmaceuticals

09.30 	 Session Reserved for Gold Sponsor

10.00 	� Advancing Innovation in Injectable Device Development

	 •	�Exploring key considerations for successful device 

development across the product lifecycle

	 •	�Balancing patient needs, usability, and technical 

requirements in device design

	 •	�Current and future priorities for Sandoz

	 Rachel Koppelman, Head of Device Engineering,  

	 Sandoz

10.30 	 Morning Coffee

 
AI IN DEVICE DEVELOPMENT

11.00 	� Applying AI in Medical Device Development – 

Opportunities, Regulations, and Practical Lessons

	 •	�Where AI Creates Value in Design and Development

	 •	�From Chatbots to Intelligent Systems: AI Deployment Models

	 •	�Regulatory and Quality Expectations for AI in Regulated 

Environments

	 •	�Lessons Learned from Early AI Adoption

	 •	�The Future of AI in Device Development: Opportunities 

and Challenges

	� Torsten Kneuss, Lead Pharma Devices &  

Maastricht Quality, Bayer 

11.30 	 Session Reserved for Gold Sponsor 

12.00 	� Panel Discussion: AI in PFS & Injectable Drug Devices:  

From Concept to Patient Impact

	 •	�Where AI is already making a difference  

in device design, manufacturing, and quality

	 •	�Practical use cases for AI across the PFS lifecycle,  

and where the limits still are

	 •	�Keeping innovation patient centric:  

improving usability, safety, and outcomes  

while adopting AI

	 �Moderator: 

	 Andrew Chapman, Senior Director, AstraZeneca 

	 Panellists:

	� Fletcher Dix, Principal Process Characterization & 

Technology Engineer, Regeneron	�

	� Mr Torsten Kneuss, Lead Pharma Devices & Maastricht 

Quality, Bayer

	 Rachel Koppelman, Head of Device Engineering, Sandoz

	 Louise Coldrick, Regulatory Affairs Director, Novartis

12.45 	 Networking Lunch

MARKETING PARTNERSHIP OPPORTUNITIES
Interested to partner on #PFSEurope? 

Put your company in front of a targeted pharma 
audience in order to generate brand awareness, 

industry recognition and more. 

Get in touch!

Contact Alessandra De Maria, 
Marketing Manager 

alessandra.demaria@saemediagroup.com

MAIN CONFERENCE  |  DAY 2 - MORNING PLENARY  |  Thursday 14 January 2027

https://www.smgconferences.com/pharmaceuticals/uk/conference/pre-filled-syringes/booknow
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14.00	 Chair’s Opening Remarks
	� Marc Egen, Head of Primary Packaging & Process Development, Boehringer Ingelheim  

14.10 	� Combined Experimental and Computational Approach to Analyze Strain on Vials During Freezing
	 •	� Frozen drug product storage can induce mechanical strain on glass vials, potentially causing vial 

breakage
	 •	� A combined methodological approach – experimental strain gauge measurements and finite element 

analysis, was developed to systematically characterize strain formation during freezing
	 •	� Key influencing factors (formulation composition, vial type, process parameters) were identified and 

effective strain-mitigating strategies derived
	� Daniela Henle, Scientist, Primary Packaging Development, Boehringer Ingelheim GmbH & Co. KG 

14.40 	 Session Reserved for Gerresheimer 

15.10 	 Next-Generation CCIT: Robust Helium Leak Testing via ICH Q14 Principles  
	 •	� ICH Q14 Enhanced Validation Pathway: Establishes a comprehensive, deterministic validation  

pathway for quantitative helium leak detection by using multivariate Design of Experiments (DoE)  
to map a Method Operable Design Region (MODR). 

	 •	� Modular Microcapillary Positive Controls: Introduces highly adaptable, modular positive controls to 
systematically evaluate precision, specificity, and the limit of quantitation (LoQ).  

	 •	� Correction of Statistical Assumptions: Identifies distinct data heteroscedasticity across the test range, 
invalidating traditional homoscedastic Gage R&R models and establishing relative standard deviation 
(RSD) as the necessary metric for precision validity. 

	 Dr. Christian Proff, Senior Verification Engineer, Roche

15.40 	 Afternoon Tea

16.10 	 Navigating Regulatory Change for PFS and Injectable Devices in the EU and UK
	 •	� Key regulatory developments impacting combination products and device-led submissions
	 •	� Interpreting evolving EU and UK requirements across the product lifecycle
	 •	� Practical considerations for manufacturers during a period of regulatory transition
	� Louise Place, Head of Device Regulatory, Global CMC Regulatory Affairs, GSK 

16.40 	 Session Reserved for Sponsor

17.10 	 EDDOs for SDD/mPFS and Control Strategy
	 •	� Identifying and defining critical device performance parameters for single-dose devices  

or manual pre-filled syringes
	 •	� Linking elemental device design outputs to verification, risk management, and control  

strategy across development and manufacturing
	 •	� Ensuring consistent product quality and performance through robust control
	� Joanna Zhizhong Chen, Senior Regulatory Professional, Novo Nordisk  

17.40 	� Chair’s Closing Remarks and Close of Day Two
	� Marc Egen, Head of Primary Packaging & Process Development, Boehringer Ingelheim
 

14.00	 Chair’s Opening Remarks
	� Simon Wilson, Device Development Lead, Pfizer   
 
14.10	� Human Factors as a Critical Strategic Asset: Leveraging prior Pre-filled Syringes Human Factors Data to 

accelerate Safe and Effective Drug Delivery
	 •	� Leveraging Decades of Human Factors Knowledge by Understanding the Enduring Nature of Prefilled 

Syringe User Interactions
	 •	� Moving Beyond Individual Studies: Leveraging Platform Human Factors Data and Use-Related Risk 

Knowledge from Established PFS Systems to Support Regulatory Confidence and Smarter Development 
Decisions

	 •	� Building a Future-State Human Factors Strategy: Harnessing Historical PFS Data While Applying  
a Risk-Based Framework to Ensure Every New Drug-Device Combination Remains Safe, Effective,  
and Patient-Centric

	� Joanita Lamien, Senior Human Factors Engineer, Regeneron

14.40 	 Session Reserved for Sponsor

15.10 	� Patient-Centric Device Development: Designing Drug Delivery Solutions Around Real Patient Needs
	 •	� Understanding patient needs and translating user insights into device and packaging design decisions
	 •	� Improving usability, adherence, and accessibility through human-centred development approaches
	 •	� Lessons learned from developing patient-friendly injectable devices and packaging solutions across 

diverse patient populations
	� Cornelia Hain, Device and Packaging Lead, Polpharma

15.40 	 Afternoon Tea

16.10 	� Validating Patient Behaviour Insights to Improve Adherence Outcomes
	 •	� Technical deep dive into the BEAMER behavioural model and segmentation of patient groups based 

on needs and adherence drivers
	 •	� Results from EU and global pilot studies, including validation of adherence prediction and targeted 

support approaches
	 •	� Designing patient-centric solutions to improve usability, outcomes, and value in healthcare systems
	� Lucy Williams, Clinical Statistician, Pfizer 
	� Francisco Lupiáñez-Villanueva, Technical Coordinator, BEAMER Project 

16.40	 Session Reserved for Sponsor

17.10 	� Utilisation of Digital Endpoints in Injectable Drug Device Development
	 •	� How digital endpoints and connected device data can generate objective insights into patient 

adherence, treatment outcomes, and device performance
	 •	� Integrating digital endpoint strategies into device development programmes to support evidence 

generation and patient-centric product design
	� Mr George Moore-Arthur, Senior Global Regulatory Professional, Novo Nordisk 

17.40 	� Chair’s Closing Remarks and Close of Day Two  
	� �Simon Wilson, Device Development Lead, Pfizer   

Stream A: Primary Drug Container Development and Biocompatibility Stream B: Patient Centric Device Development

MAIN CONFERENCE  |  DAY TWO  |  AFTERNOON STREAMS  |  Thursday 14 January 2027

	 STREAM SPONSORED BY
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14%
Germany

42%
UK

1% 
Finland

3%
 France

6%
Denmark

2% 
Ireland

8% 
Switzerland

3% 
Spain

1% 
Netherlands

1% 
Malta

2%
Belgium

“ The event was a great kick-off to the 
new year, offering excellent inspiration and 

valuable exchanges throughout all days.” 
Bayer

“ Interesting insights and valuable 
contacts. Good platform to contribute in 

problem solving process.”Bachmann Forming AG

“PFS & Injectable Drug Devices Europe 2026 
was an outstanding event, with high quality 

presentations and insightful discussions across the 
themes of platform technologies, combination 
product regulation, connectivity and AI and 

sustainability. It was also an excellent opportunity for 
meaningful networking. Highly recommended.”BSI

“ It was, again, a very good opportunity  
to meet with colleagues in the industry  

and exchange on most recent 
developments.”Boehringer Ingelheim

Hear from Past Speakers and Attendees

AUDIENCE BREAKDOWN
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1% 
Slovenia

5% 
Italy

Other nations include: India, Iraq, Japan, USA

SAE Media Group Pharma

SAEMGPharma
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SPONSORSHIP & EXHIBITION OPPORTUNITIES

Interested in Sponsorship? 

SAE Media Group offer sponsorship, exhibition, advertising and 
branding packages, uniquely tailored to compliment your 
company’s marketing strategy. Prime networking opportunities 
exist to entertain, enhance and expand your client base within the 
context of an independent discussion specific to your industry. 

Should you wish to join the increasing number of companies  
benefiting from sponsoring our conference please call:
Michael Fraser | Head of Strategic Partnerships 
T: +44 (0) 20 7827 6018   E: michael.fraser@saemediagroup.com

Chat with Michael Fraser  

OFFICIAL MEDIA PARTNERS

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 

• �Quality control is paramount – our events are intimate, attract 
senior-level decision makers and we maintain a strict ratio of 3 to 
1 big pharma and biotech customers to solution providers

• �Quality content and a proven track-record in delivering the best 
and most up-to-date content

• �Don’t get lost in the crowd - we are not a large-scale exhibition 
so you can be sure you will be rubbing shoulders with top pharma 
and biotech representatives - we have done the filtering for you!

https://www.smgconferences.com/pharmaceuticals/uk/conference/pre-filled-syringes/booknow
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THANK YOU TO OUR SPONSORS

MGS  A global provider of healthcare contract development and manufacturing solutions, MGS provides the right balance to drive vital innovations: robust, vertically integrated global capabilities combined with the 
strong customer focus and seamless collaboration of an agile partner. That’s why we’re the healthcare CDMO of choice for today’s leading Pharma, Diagnostic and MedTech companies.  mgsmfg.com

SHL Medical is a pioneering leader in self-injection solutions, such as autoinjectors. Driven by our purpose of “enabling patients’ independence”, we partner with leading pharma and biotech companies to develop 
self-injection systems and digital solutions that enhance patients’ treatment experience and quality of life. Our customers benefit from our proven track record and scalable, global manufacturing excellence, with 
locations in Switzerland, USA, Sweden, and Taiwan. By focusing on innovation, we challenge the status quo and shape the future of state-of-the-art drug delivery. We cover the entire drug delivery value chain, 
providing piece of mind through our end-to-end services, from design, development, to final assembly, labeling, and packaging.  www.shl-medical.com

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-retraction 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

DCA offer comprehensive design, development and analysis solutions for the medical devices industry.  Our multidisciplinary team offers an integrated, evidence based service focused on helping our clients 
achieve success through great product design.  With a wealth of experience in developing leading injection devices for global markets, DCA’s work includes: variable dose pen injectors, single and multi-fixed dose 
injectors, disposable and reusable products, autoinjectors, wearable patch injectors, large volume injectors, connected and electro-mechanical devices.  Our portfolio encompasses mass-market injectors that 
are manufactured in multi-billions, as well as lower volume devices targeting specific user populations and regional market needs. Alongside device design, we provide comprehensive support for industrialisation/
production and create innovative instructions and product packaging solutions.  Since 2000 our team have created over 1,700 granted patents for our clients. In the last 10 years we have received over 100 major 
design awards and supported our clients to launch more than 100 new products. We can provide expert support for device strategy, usability, due diligence, connectivity, mechanical engineering, electronics, 
medical device software, industrial design, UX/UI development, prototyping, industrialisation/production support, packaging and instruction design. We are certified to ISO13485 and work to ISO14971, IEC62304 and 
IEC62366.  www.dca-design.com

Gerresheimer is an innovative systems and solutions provider and a global partner for the pharma, biotech and cosmetic industries. The company offers a comprehensive portfolio of pharmaceutical primary 
packaging, drug delivery systems and digital solutions. Gerresheimer ensures that medicines reach patients safely and can be administered reliably. With around 12,000 employees and 35 production sites in 16 
countries in Europe, America and Asia, Gerresheimer has a global presence and produces locally for the regional markets with a focus on the pharma industry.  www.gerresheimer.com

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 biopharmaceutical industries. 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 millions of people worldwide.   
haselmeier.com/en

Nemera  As a world-leading drug delivery device solutions provider, our purpose of putting patients first enables us to design and manufacture devices that maximize treatment efficacy. We are a holistic partner and 
help our customers succeed in the sprint to market of their combination products. From early device strategy to state-of-the-art manufacturing, we’re committed to the highest quality standards. Agile and open-
minded, we work with our customers as colleagues. Together, we go the extra mile to fulfill our mission.  www.nemera.net

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.  www.suttonscreek.com

GOLD SPONSORS

SILVER SPONSORS
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EXHIBITORS

THANK YOU TO OUR SPONSORS

Harro Höfliger specializes in the development of customer-oriented process and production solutions for pharmaceutical and medical applications as well as market-oriented consumer products. In addition to 
innovative machine platforms and packaging machines, customized turnkey system solutions for product assembly, processing of web materials, as well as dosing and inhalation technology are the company’s core 
expertise.

The systematically structured portfolio of upscalable test machines and modules, as well as requirement-oriented technology platforms, results from many years of experience and targeted research and development. 
Thus, Harro Höfliger covers all phases from the laboratory stage to high-performance production.  www.hoefliger.com 

KERN LIEBERS, a medium-sized family company based in southwest Germany, is a global technology leader for the engineering and production of highly complex metal components and hybrid assemblies at over 
40 locations around the world. Specialized in tailor made SMART SPRINGS and SMART PARTS for specific drug delivery systems.

SMART SPRINGS - Customized Intelligent Power Packs Design elements as trigger mechanism for drug administration and energy storage in drug delivery systems. Global manufacturer and engineering partner of wire 
springs, wave springs and flat springs.

SMART PARTS – Customized, Highly Complex Components Design elements for all kind of safety-relevant functions. Global manufacturer and engineering partner of stamped-bent parts, micro-stamped components, 
assemblies and laser welded parts.

Billions of safety-relevant metal components have been manufactured since the 19th century at KERN LIEBERS. The function of these structural elements ensures the highest level of protection for human 
life with an upward trend. There are many parallels of safety-relevant parts with regard to highest requirement of reliability and an absolute mode of functionability in all industries, especially in the medical 
industry. KERN LIEBERS proves this time and again through perfectly customized engineering solutions together with the customer, manufacturing expertise and an awareness of individual, visionary solutions.   
www.kern-liebers.com/en

Kindeva  As a purpose-fueled drug delivery CDMO, we leverage our specialist injectable, inhalation and dermal expertise to accelerate your product’s journey and make tomorrow’s possibilities a reality.  From 
development to commercial manufacturing and beyond, amplify your product’s impact with our exceptional-by-design CDMO solutions.  Our Bridgeton facility has over 155,000 sq. ft. of dedicated aseptic operations 
space, including state-of-the-art laboratories and formulation suites, alongside almost 11,000 sq. ft. of fill suites to ensure the highest levels of quality and patient safety.  Every patient deserves a brighter tomorrow. As 
your strategic partner, we are dedicated to building your lasting legacy and helping you fast-track healthier tomorrows. You dream it, we deliver it.  www.kindevadd.com/about-us

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 intramuscular 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

PCE Automation is a specialist automation company serving the Life Sciences industry. Family-run and built on a foundation of hands-on engineering expertise, we design and deliver automation solutions tailored 
to the exacting standards of pharmaceutical, medical device, and diagnostics manufacturers. With three sites operating globally, we combine local responsiveness with the scale and consistency our clients need 
to bring critical products to market reliably and efficiently. As a business, we bring a personal, long-term approach to every partnership — treating our clients’ challenges as our own.  pceautomation.co.uk/en_gb

Smithers Medical Device Testing supports medical device and pharmaceutical manufacturers in bringing innovative, compliant, and high-performing products to market through expert, independent testing 
services. Operating from accredited laboratories in the USA, UK, and Europe, Smithers offers a comprehensive range of services including extractables and leachables (E&L) studies, functional testing for medical and 
combination devices, packaging validation, and advanced materials testing. With deep technical expertise and a commitment to the highest quality standards, Smithers partners with clients at every stage of the 
product lifecycle—from early R&D through regulatory submission and beyond—to ensure performance, efficacy, and global market readiness.  www.smithers.com/en-gb/home

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
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Early Birds:
□ Save £400 – Book before 09 October 2026
□ Save £200 – Book before 06 November 2026
□ Save £100 – Book before 04 December 2026

CONFERENCE PRICES	

I would like to attend: (Please tick as appropriate) Price	

IN-PERSON ATTENDANCE

□	Conference and Focus Day		 	 + VAT

□	Conference only		 £2598.00 	 + VAT

□	Focus Day		 	 + VAT

BIG PHARMA AND BIOTECH REPRESENTATIVES*

□	Conference and Focus Day		 FREE

ADDITIONAL BENEFITS

□ Please check here to subscribe to the PFS & Injectable Drug Devices
Newsletter – your trusted monthly source for news, updates, and insights in
injectable drug delivery.

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

Please note that the above ticket price includes access to all
approved distributable PDF presentations post-event, priced at £99.
To opt out, please contact via email: delsalesuk@saemediagroup.com or 
call +44 (0) 20 7827 6000.

VAT at 20% is charged on the document portal for all UK customers  
and for those EU Customers not supplying a registration number for their 
own country here

VAT

I cannot attend but would like to purchase access Price 
to the Document Portal to receive conference 
documentation	 □ £699.00   + VAT

DOCUMENTATION

BOOKING SUMMARY

Payment must be made to SMi Group Ltd, and received before the  
event, quoting reference P-469 and the delegate’s name.  
Bookings made within 15 days of the event require next day payment, 
please see methods below:

□ UK BACS Sort Code 300009, Account 00936418
□ Wire Transfer	 Lloyds Bank plc, Head office, 25 Gresham Street,

London, EC2V 7HN
Swift (BIC): LOYDGB21013, Account 00936418
IBAN: GB48 LOYD 3000 0900 9364 18

□ Credit Card 	 A payment link will be sent with your Invoice
□ Cheque We can only accept Sterling cheques drawn on a UK Bank

PAYMENT

For any queries related to the venue or if you require any other assistance,

call us on +44 (0) 870 9090 711, email: events@saemediagroup.com

VENUE & QUERIES 

Pharma UK - 2 day

Three ways to register:  Online: www.pre-filled-syringes.com   |   Email completed form to marketingteamlondon@saemediagroup.com   |   Phone: +44 (0)20 7827 6000

Booking Form - PFS & INJECTABLE DRUG DEVICES EUROPE
London, UK

Conference: 
12 - 14 January

DELEGATE DETAILS

OUR REFERENCE:  P-469

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 to the start of the event. Regretfully cancellation after this time cannot be accepted.

We will however provide the conferences documentation via the Document Portal to any delegate who 
has paid but is unable to 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. By 
registering for this event, you are providing us with some personal details, including an email address. 
SMi Group Ltd Trading as SAE Media Group will process that information as described in our privacy 
policy https://www.smgconferences.com/privacy-legals/privacy-policy/ Part of the value of our events 
is in the networking and relationship building opportunities. To support this, we may facilitate professional 
introductions on-site at our events.

TERMS AND CONDITIONS OF BOOKING

Please complete fully and clearly in capital letters. Please photocopy 
for additional delegates.

Title: Forename:

Surname: 

Job Title: 

Department/Division:

Company/Organisation:

Email:

Company VAT Number:

Address: 

Town/City:	

Post/Zip Code:	  Country: 

Direct Tel:		

Mobile:	

Signature:  

Date:

I agree to be bound by SAE Media Group Terms and Conditions of Booking

ACCOUNTS DEPT

Title: Forename:

Surname: 

Email:

Address (if different from above): 

Town/City:	

Post/Zip Code:	  Country: 

Direct Tel:		




