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SAE Media Group Proudly Presents the 5th Annual... 

Injectable 
Drug Delivery
Enhancing parenteral drug delivery with 
improved device and drug synergy 

www.injectable-drug-delivery.com
Register online or fax your registration to +44 (0) 870 9090 712 or call +44 (0) 870 9090 711

REGISTER BY 23 FEBRUARY AND SAVE £400 
REGISTER BY 15 MARCH AND SAVE £200 
REGISTER BY 12 APRIL AND SAVE £100

SAE Media Group Pharma 
@SAEMediaGroupPharma
#InjectableDrugDelivery

Highlights for 2024

• Evaluate how devices can be co-developed alongside
drug products to foster a collaborative approach to
improve biocompatibility and effective toxicological testing

• Expand on risk management strategies for streamlined
connected parenteral devices development

• Learn through focused presentations tailored to a technical
device development and primary packaging audience,
exploring vial material and primary component selection
and standardisation of primary container formats

• Benefit from a sustainable device materials keynote,
offering comprehensive perspectives on sustainable device
designs, policy requirements and real world examples for
correct material disposal

• Learn how major device developers are streamlining
product development and CMC practices for effective
compliance throughout and post-NDA/MAA approval as
well as MDCG experiences on Article 117 challenges

Sponsored by Exhibitors

Chair for 2024:

Featured 2024 speakers include:

• Julian Dixon, Senior Director, Biopharmaceutical
Development - Human Factors, AstraZeneca

• Selenge Erdenechimeg, Combination Products
Regulatory Specialist, Novo Nordisk

• Ryan Noble, Associate Director, Devices, GSK

• Simon Wilson, Device Development Lead, Devices
Centre of Excellence, Pfizer

• Cinzia Rotella, Project Leader, Global Device
Packaging Unity (GDPU), Sanofi

• Soumen Das, Associate Scientific Fellow, Takeda

• Cedric Gysel, Manager, Sustainable Innovation
& Circular Economy Solutions at the Office of
Sustainability, Johnson & Johnson

Fatima Bennai-Sanfourche, Senior 
Director of QA & RA Compliance 
for Medical Devices and eHealth, 
Bayer AG



Injectable Drug Delivery
Day One | Wednesday 8th May 2024 www.injectable-drug-delivery.com

Register online at www.injectable-drug-delivery.com 

Dear Colleagues,

It is with great pleasure that we invite you to the Injectable Drug 
Delivery conference, taking place on the 8th – 9th May 2024 in 
London.

SAE’s 2024 Injectable Drug Delivery conference brings together a 
big pharma led speaker line-up providing technical updates on 
the relationship between drug product formulation and device 
primary packaging, with considerations for formulation strategies, 
extractables & leachables and toxicological testing of injectable 
devices as well as insights into life cycle management and 
connected parenteral devices.

This conference brings case studies from senior big pharma 
representatives providing an opportunity to discuss formulation 
considerations in depth for parenteral packaging, this is the perfect 
opportunity to benchmark your drug delivery programme and 
optimise the development of your injectable portfolio.

As the chair of this conference, we look forward to welcoming you 
to this must attend event in London this May.

Yours Sincerely, 

Fatima Bennai-Sanfourche 
Senior Director of QA & RA Compliance  
for Medical Devices and eHealth 
Bayer AG

08.00	 Registration & Coffee

09.00	 Chair’s Opening Remarks 
Fatima Bennai-Sanfourche, Senior Director of QA & RA 
Compliance for Medical Devices and eHealth, Bayer AG 

USER DRIVEN PLATFORM DEVELOPMENT FOR PARENTERAL DELIVERY

Opening Address

09.10	 What should combination product human factors  
engineering (CP HFE) look like in 2034?
•	 Are we still on a learning curve or have we reached a 

knowledge plateau?
•	 Our business is one of platforms. How will the reuse of 

existing drug delivery platforms – and the creation of new 
ones - be reflected in CP HFE?

•	 In what ways will we be more truly patient-centric?

Julian Dixon, Senior Director, Biopharmaceutical Development - 
Human Factors, AstraZeneca

9.50	 Platform Drug-Delivery Devices: Regulatory Considerations
•	 Definition of platform for drug-delivery - devices
•	 Set realistic expectation of “Device Platform” approach
•	 Approaches to develop these platforms
Selenge Erdenechimeg, Combination Products Regulatory 
Specialist, Novo Nordisk 

10.30	 Morning break 

ApiJect™ is a global medical technology company creating the future of pharmaceutical injections.

Our mission is to provide products with superior convenience, quality, and safety of prefilled syringes at the manufacturing 
scale and cost-efficiency of multi-dose formats – regardless of manufacturing volume. 

Our Platform brings together two globally trusted manufacturing technologies: Blow-Fill-Seal (BFS) aseptic filling and high-
precision plastic injection molding. Our supply chain is simple and compact, using widely available raw materials, ensuring 
reliability and resilience. The promise of our platform can be seen in our first device, a single-dose prefilled injector is designed 
to enhance commercial markets and global healthcare accessibility, enabling a wider range of healthcare professionals to 
administer necessary medications and vaccines to patients.

Thank you to our sponsors

SPONSORSHIP AND EXHIBITION OPPORTUNITIES

SAE Media Group offer sponsorship, exhibition, advertising and branding packages, uniquely tailored to complement 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 conferences please call:  
Michael Fraser | Head of Strategic Partnerships T: +44 (0) 20 7827 6018 E: michael.fraser@saemediagroup.com

BIOCOMPATIBILITY AND TOXICOLOGY TESTING

11.00	 Empirical and digital tools for plunger stoppers  
characterization  
•	 The presentation describes the approach used to 

characterize and discriminate different plunger stoppers
•	 The characterization was performed by using empirical tests 

– standards & ad-hoc methods – and model digital twins
•	 The approach was used to build a guideline for stopper 

selection inside Sanofi

Cinzia Rotella, Project Leader, Global Device Packaging Unity 
(GDPU), Sanofi

11.40	 Evaluation of Extractables and Leachables for Pre-filled Syringes
•	 Introduction: why do we need to care about E&L?
•	 How to perform an E & L investigation? 
•	 Principles of a Toxicological Risk Assessment on E & L
Clemens Guenther, Senior Expert Nonclinical Safety, Bayer AG

12.20	 Networking lunch

LIFECYCLE MANAGEMENT

13.20	 Change management and CMC best practices for  
streamlined injectable device development

•	 The latest updates in European regulatory guidance 
and MDR 

•	 CMC guidance in approaching the injectable combination 
product development and change management lifecycle

•	 Assessing interpretations across device and pharma 
landscapes, how can we control for differences across 
health authorities, notified bodies and industry

•	 Projections and opportunities for improved alignment in 
change management across drug-device development teams

Ryan Noble, Associate Director, Devices, GSK

14.00	 Session reserved for Apiject   

14.30	 Afternoon break

15.00	 Container Closure Integrity of OXYCAPT Vial at  
Deep Cold Storage
•	 Container Closure Integrity of OXYCAPT Vial 

at Deep Cold Storage
•	 Overview of OXYCAPT Vial
•	 Oxygen & Carbon Dioxide Barrier
•	 Break Resistance at -80 & -180°C
•	 CCIT at -80°C
•	 Comparison of CCIT among OXYCAPT, Glass and COP
Hiroki Hasegawa, Assistant Research Manager,
Mitsubishi Gas Chemical Company, Inc.

15.30	 MediPhorum: Presenting a working tool for Device Design 
Changes [form, fit, function] to Drug Delivery Devices Post-Launch
•	 An interactive document to support technical engineers in 

parallel to regulatory teams
•	 MediPhorum Membership has developed a US based 

‘decision tree’ tool which combines several guidance / 
frameworks and provides further user-guidance and case-
studies across seven categories of design change, including 
key lists of considerations/evaluation for assessing if a design 
change is needed, and provides a library of justifications / 
evidence supporting why / why not 

Victoria Ludlow, Program Manager, MediPhorum

16.10	 Chair’s Closing Remarks and Close of Day One

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



Injectable Drug Delivery
Day Two | Thursday 9th May 2024

Register online at www.injectable-drug-delivery.com 

www.injectable-drug-delivery.com

08.30	 Registration & Coffee

09.00	 Chair’s Opening Remarks
Fatima Bennai-Sanfourche, Senior Director of QA & RA Compliance 
for Medical Devices and eHealth, Bayer AG

PRIMARY CONTAINER CONSIDERATIONS  
FOR INJECTABLE DELIVERY SYSTEMS

Opening Address

09.10	 CCI compliance challenges after (recent) regulatory  
updates

•	 USP<1207> and EU Annex 1
•	 Expectations for pharmaceutical packaging development 

and lifecycle management 
•	 Details available from thorough packaging development 

which supports compliance to regulatory requirements
•	 Typical examples we will shed light on selected aspects of 

individual packaging solutions

Christian Proff, Senior Verification Engineer, Global Device and 
Packaging Development, F. Hoffman-La Roche

09.50	 Selection of a new primary component: an interdisciplinary approach
•	 Understanding the importance of primary packing from the 

perspective of drug development
•	 Optimising the process development approach can reduce 

lead times into manufacturing
•	 Standardisation of primary container formats 
•	 Engagement of manufacturing and device development 

functions

Soumen Das, Associate Scientific Fellow, Takeda

10.30 	 Morning break 

11.00	 Notified Body Opinion Considerations for Post-Authorization 
Changes
•	 What constitutes a non-substantial change?
•	 What is the threshold for requiring an updated Notified Body 

Opinion?
•	 What are the main challenges?

Berna Kosekaya, Regulatory Professional, RA CMC & Devices /  
RA Device, Novo Nordisk

11.40 Primary Packaging Supplier Selection and Portfolio Management  

• Selection panel, fit for purpose
• Deep dive into some important materials properties
• Packaging portfolio management 
Marc Egen, Head of Primary Packaging & Process Development, 
Boehringer Ingelheim

12.20	 Networking lunch

STRATEGIES FOR EFFECTIVE CONNECTED  
INJECTABLE DEVICE DEVELOPMENT

13.20	 Risk Management Process for  Connected Drug-Devices 
Combination product
•	 Introduction: The future of patient care
•	 Impact of the EU MDR on connected drug-device risk 

management process
•	 Cybersecurity
•	 Usability engineering/Human Factors (HF)
•	 Benefit-risk assessment of connected drug-device 

combination product
Fatima Bennai-Sanfourche, Senior Director of QA & RA 
Compliance for Medical Devices and eHealth, Bayer AG

14.00	 Ensuring Patient Safety through Interoperability and Cybersecurity 
in Connected Drug Delivery Solutions
•	 Interoperable devices and changing landscapes
•	 Cybersecurity risks and threats
•	 Regulatory requirements for cybersecurity in medical devices

George Moore-Arthur, Senior Global Regulatory Professional, RA 
Digital Health & IVD, Novo Nordisk

14.40 	 Afternoon break

15.10	 Strategies to manage partner relations for collaborative, user-
centric development teams 
•	 Challenging the old school supplier-customer relationship: 

why complex projects require dynamic collaboration
•	 Managing effective relationship building with suppliers as well 

as supplier sub-contractors to advance innovation
•	 Working frameworks for improved synergy to ensure 

streamlined development of optimal user-centric devices
•	 Looking forward: Toolkit for effective external stakeholder 

management for parenteral devices of the future 

Simon Wilson, Device Development Lead, Devices Centre of 
Excellence, Pfizer

CLOSING KEYNOTE: DELVING INTO THE FUTURE OF  
SUSTAINABLE DEVICE DEVELOPMENT

15.50	 Maximising pharmaceutical development of novel injectable 
delivzry technologies through sustainable approaches
•	 Designing for the future with sustainable device designs and 

partial reusability
•	 Where does the industry need to collaborate on policy to 

enable circular supply chains
•	 Implementing end of life procedures for device disassembly 

and correct material disposal
•	 Looking to the future, what does the industry need to focus 

on for further sustainable approaches to device development

Cedric Gysel, Manager, Sustainable Innovation & Circular Economy 
Solutions at the Office of Sustainability, Johnson & Johnson

16.30 	 Chair’s Closing Remarks and Close of Day Two

MARKETING OPPORTUNITIES

SAE Media Group Group is offering companies the opportunity to partner on our dedicated events in order to help raise your company profi le, add value, 
create awareness of your products/services to our key audience within the pharmaceutical industry. Interested in partnering?

Contact Hannah Blake, Senior Marketing Executive, on +44 (0) 20 7827 1106 or email: hannah.blake@saemediagroup.com

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

Thank you to our exhibitors



INJECTABLE DRUG DELIVERY 2024
Location: Hilton London Kensington, London, UK   Conference: 8-9 May 2024

3 WAYS TO REGISTER
Online at  

www.injectable-drug-delivery.com
Email your booking form to 

marketingteam@saemediagroup.com
PHONE on 

+44 (0) 870 9090 711

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 

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

Title: Forename:

Surname: 

Job Title: 

Department/Division:

Company/Organisation:

Email:

If you would like to continue to receive email updates about our 
events, please tick □

Company VAT Number:

Address: 

Town/City:	

Post/Zip Code:	       Country: 

Direct Tel:		     Direct Fax: 

Mobile:	

Switchboard: 

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:		     Direct Fax: 

DELEGATE DETAILS

BOOKING SUMMARY

□ �Please contact me to book my hotel 
Alternatively call us on +44 (0) 870 9090 711, 
email: events@saemediagroup.com or fax  +44 (0) 870 9090 712

VENUE   The Hilton Kensington, London, UK

Payment: If payment is not made at the time of booking, then an invoice will be issued and must be paid immediately and prior to the start of the event. If payment has not been received 
then credit card details will be requested and payment taken before entry to the event. Bookings within 7 days of event require payment on booking. Access to the Document Portal will not 
be given until payment has been 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 less a £50 administration charge, 
providing that cancellation is made in writing and received at least 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 immediately, 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

Terms and Conditions of Booking

VAT at 20% is charged on the attendance 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 there.

VAT

Payment must be made to SMi Group Ltd, and received before the event, by one of 
the following methods quoting reference D-367 and the delegate’s name. Bookings 
made within 7 days of the event require payment on booking, methods of payment:

□ �UK BACS	 Sort Code 300009, Account 00936418
□ Wire Transfer	 Lloyds TSB Bank plc, 70-71 Cheapside, London, EC2V 6EN

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

□ Cheque We can only accept Sterling cheques drawn on a UK bank.
□ Credit Card 

PAYMENT

Our Reference		 P-425

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

IN PERSON ATTENDANCE

□ Standard Price £2099.00 	 + VAT

PROMOTIONAL LITERATURE DISTRIBUTION 
□ Distribution of your company’s promotional 

literature to all conference attendees       £999.00	 + VAT

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

The conference fee includes on-demand access to recorded presentations, 
conference papers, and the Document Portal. Presentation materials, including 
recordings, will be subject to distribution rights by speakers. Please note that some 
presentations may not be available for access or download. Access information for 
recorded presentations and the document portal will be sent to the e-mail address 
provided during registration. Details are sent within 24 hours post-conference.

CONFERENCE PRICES	

I cannot attend but would like to Purchase access 
to the following Document Portal 	 Price		 Total

□	�Access to the conference documentation on the £699	 +VAT	 £838.80 
Document Portal 

□	�The Conference Presentations – paper copy (or only £499	 -	 £499.00
£300 if ordered with the Document Portal)

DOCUMENTATION

□ Book by 23 February to receive £400 off the conference price
□ Book by 15 March to receive £200 off the conference price
□ Book by 12 April to receive £100 off the conference price

EARLY
BIRD 

DISCOUNT

www.injectable-drug-delivery.com



