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SAE Media Group Proudly Presents the Inaugural Roundtable Event...

PRE-FILLED SYRINGES

SEPT

2024

EAST COAST

REASONS TO ATTEND:

ENGAGE in in-depth discussions with the injectable
drug delivery community, helping advance device
development strategies through the exchange of ideas
and experiences.

At PFS Connect, there are no attendees, only
participants!

GAIN access to 15+ roundtable discussions led by
senior representatives from big pharma, biotech and
device developers discussing industry's most pressing
challenges.

HEAR the latest advances and innovations in device
development from those at the forefront of industry
through keynote presentations on topics such as
wearable device development, optimising the patient
experience, formulation considerations and more.

TAKE advantage of the unparalleled networking
opportunities that will allow you to engage and
collaborate with high level industry experts, giving
you the key connections and fakeaways needed to
advance your device portfolio.

CHAIR FOR 2024:
Q Renato Ravanello, Director, Genentech

FEATURED EXPERTS:
Dominick DeGrazio, Early Device Project Engineering Lead,
GSK

Rebecca Engel, Director, Regulatory CMC Strategy, Pfizer, Inc.

Soumen Das, Medical Device Quadlification Lead & Associate
Scientific Fellow, Takeda

E Guan, Head of Injection Systems, Takeda
Amardeep Hoonjan, Director Device R&D Lead,
Biocompatability Group, AbbVie

Adrienne Fletcher, Director Packaging and Device
Innovation, Johnson & Johnson Innovative Medicine

Gretchen Piwinski, Sr Manager Combination Product
Development, Regeneron Pharmaceuticals

Kinsuk Shah, Sr. AD Combination Product Steward, Boehringer
Ingelheim

Ning Yu, Executive Director, Device and Combination
Product Development, Astria Therapeutics

Sponsored by:

www.pfsamericas-connect.com

Follow us on

SAE Media Group Pharma #PFSCONNECT
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Bringing Major Players Across Industry Together
Past Attendees from the PFS East Coast portfolio include...
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PRE-FILLED SYRINGES

EAST COAST
September 11 - 12, 2024

DAY ONE | Wednesday September 11th, 2024

A letter from our Chair...

Dear Colleagues,

As chair of the conference, it is with great pleasure that | welcome you to SAE’s inaugural Pre-Filled Syringes Connect East Coast Roundtable Event,
taking place in Boston on the 11th and 12th of September 2024.

Renato Ravanello, Director, Genentech

The event will bring together experts from the PFS community in an infimate, relaxed and engaging setfting, fostering collaboration and idea exchange
crucial for driving innovation in injectable drug delivery.
The agenda offers a series of roundtable discussions facilitated by industry experts sharing their invaluable expertise and experiences and will allow for
deeper insights into industry challenges and emerging trends, enabling attendees to come away equipped with actionable knowledge to enhance
device development initiatives. Roundtable discussions will be supported by a series of keynote presentations covering case studies and the latest
developments in injectable device design and development.

As chair of this event, | look forward to welcoming you to this must-attend event this September!
Yours Sincerely,

Chair’'s opening remarks

L Renato Ravanello, Director, Genentech
09.10 Opening Keynote Address: Strategic Combination Product Test Method Development and Validation
* How have we seen industry adapting fo meet evolving regulations through effective compliance strategies
* Current guidance for industry on postmarket safety reporting for combination products
* Case study examples for effective approaches to efficiently maintain global reporting compliance for combination products and
injectable devices
* Looking to the future how can we expect the global regulatory landscape fo evolve for combination product reporting and recom-
mendation to be best prepared
Leonel Vanegas, Formerly Director, Medical Device and Combination Product Quality, Formerly Alexion Pharmaceuticals
09.50 Panel Discussion: Optimizing patient experience and device development whilst meeting evolving regulatory requirements
¢ Opportunities for technology innovation for enhanced subcutaneous administration and how to be prepared for new technologies
* Impact of evolving regulations on the device development process such as the newly released ISO11608 and FDA EDDO draft
guid-ance and overcoming challenges to advance innovation
¢ Addressing unmet customer needs and challenges associated with existing technologies such as autoinjectors, with discussion of
potential industry solutions for ensuring delivery of the whole dose
¢ What can industry do to ensure customer needs are met whilst also striking an effective balance between cost of goods and
development stage requirements
Moderator: E Guan, Head of Injection Systems, Takeda
Panellists: Dominick DeGrazio, Early Device ProjectEngineering Lead, GSK
Kinsuk Shah, Sr. AD Combination Product Steward, Boehringer Ingelheim
10.30 Morning break
11.00 Take your pick of two 40 minute roundtables
1: Primary Perspective: Device 3: Primary Perspective: As innova- 5: Accelerating PFS Development
Technologies for Novel Drug Products tion in industry accelerates com- ¢ Experiences in PFS development and
* Innovative device technologies to facilitate plex products are being designed learnings from challenges encountered
5C g W delery ol novel rugproducls | and developed, how do members * (7101108 Aevciopent efeiency o
* Technical challenges associated with nove . . _ ¢ ( en
drug product modalities that necessitate I"ftihe It °'|'(d varlous régu- . peliberate partner selection for opfimiz-
need for innovative device solutions . Ea lory cggn?es CED TP ing fime to market
¢ Current state and opportunities to advance MBI (I LfJS 7 Al
device technologies to support self-adminis-  * Approaches for mitigafing challenges Ravi Kaushik, Vice President, Patient Inte-
fration of novel drug products grated Care Innovation Platform, Takeda
Adrienne Fletcher, Director Packaging Pharmaceuticals
Dominick DeGrazio, Early Device Project and Device Innovation, "
Engineering Lead, GSK Johnson & Johnson Innovative Medicine
2: Commercial Perspective: Device 4: Commercial Perspective: As 6: Successfully integrating combi-
Technologies for Novel Drug Products innovation in industry acceler- nation product development with
* Innovative device fechnologies to facilitate ates complex products are being wider drug product development
SC and IM delivery of novel drug products designed and developed, how do  * Collaboration across device and drug
" arog product modaliios hat necesstate | Members of the indushry and vari- - Seveiopment 1o enaue speeq o e
. 2 * Key factors to take into consideration
need for innovative device solutions . Eouls r_egqlzto;y qgenqes keep up?
¢ Current state and opportunities to advance . Axp orlngrlwn LfJS iy ixpef(lencis I Michael Song, Expert in Aseptic Filling,
device fechnologies to support self-adminis- pproaches for mitigating challenges Combination Product and Packaging
tration of novel dfug products Clare Beddoes, Head of Drug Development and Commercialization
Ly Biteke Nl v, Seiel Delivery, Cambridge Design Partnershi
Sales Manager, Gerresheimer Y 9 9 P
12.30 Networking Lunch

www.pfsqmericas-connect.com
SAE Media Group Pharma #PFSCONNECT
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PRE-FILLED SYRINGES

EAST COAST
September 11 - 12, 2024

DAY ONE | Wednesday September 11th, 2024

13.30

15.00
15.30

16.10

16.50

Take your pick of two 40 minute roundtables

1: Utilizing digital health technologies and 3: Addressing critical human factors 5: Impact of ISO 11608-1 2022 version:
connected devices in clinical trials considerations through the connected industry’s response and pain points
« Utilising qualified novel digital endpoints product life cycle « Discussing industry’s response
and strategies for expanding decentralized * Reviewing key considerations from ear- « Current pain points and overcoming
trial capabilities normalising remote monitor- ly-stage development to post-market these
ing in clinical trails monitoring
* Impact of changing regulatory landscape E Guan, Head of Injection Systems,
post pandemic and approach to clinical Leya Bergquist, Associate Director of Takeda
trials Human Factor, ClariMed
* Making these technologies impactful in
clinical trials and financially viable for post Ravi Kaushik, Vice President, Patient
market real world evidence studies Integrated Care Innovation Platform,

Takeda Pharmaceuticals
Sarah Fairfield, Associate Director, RA
Device and Combination Products Digital
Device and Software, AbbVie

2: Defining an effective biocompatibility strategy for clinical/regu-  4: Effectively taking a platform approach

latory success . Implicgﬁons
« Lifecyle considerations * Technicalities '
* Risk assessments * Regulatory perspectives

Experiences with successful submissions ) L )
Kinsuk Shah, Sr. AD Combination Product Steward, Boehringer

Soumen Das, Delivery System Qualification Lead, Takeda Ingelheim

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

Gretchen Piwinski, Sr Manager Combination Product Develop-
ment, Regeneron Pharmaceuticals

Afternoon Break

Maximising Patient Centricity in PFS Design

¢ Defining accessible patient centric design

¢ Executing human factors and usability studies to understand patient needs and preference and successfully implementing this in PFS
design

« Strategies and factors to consider for balancing requirements (e.g. technical, commercial, user needs)

¢ Case studies and trends in patient centricity

Shruti Parikh, Director, Product Design, Takeda

Technical Considerations for the Development of a Biologic from a Frozen Vial to a Liquid Pre-filled Pen
* The presentation will highlight the development history of a biologic going from a single-dose frozen vial to a mulfi-dose liquid pre-
filled pen.
* Topics covered will include:
- Formulation selection
- Manufacturing considerations
- Approaches for the development of a pre-filled pen presentation

Fawziya Ali, Senior Scientist, Pfizer

Closing Remarks

www.pfsamericas-connect.com
Follow us on SAE Media Group Pharma #PFSCONNECT
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PRE-FILLED SYRINGES

EAST COAST
September 11 - 12, 2024

DAY TWO | Thursday September 12th, 2024

Chairs opening remarks

D Renato Ravanello, Director, Genentech
09.10 Opening Keynote Address: Developing wearable injection devices: Facilitating effective drug delivery
* Insight info developing user centric devices for effective delivery of novel therapeutic products: sustained release, large volume
* Optimising the therapeutic effect of injection devices: considering dose accuracy and injection related infection
* Case study on wearable device development
» Successful strategies for producing and commercialising of a portfolio of device and combination products
Renato Ravanello, Director, Genentech
09.50 Notified Body Opinion (NBO): Submissions and Evolving Trends
* Preparedness is Key
» Aligning Submission Structure with EU MDR
» Submission Experience: Expectations are Evolving
Rebecca Engel, Director, Regulatory CMC Strategy, Pfizer, Inc.
10.30 Morning Break
11.00 Take your pick of two 40 minute roundtables
1: Primary Perspective: On-body 3: Primary Persepctive: Ensuring medical 5: Successful strategies for combi-
delivery device technical and devices are cybersecure in an evolv- nation product risk management
regulatory challenges ing environment ¢ Ensuring oligned understonqing
« Best practices to implement in development » Cybersecurity risks surrounding medical * Drug vs device methodologies

to work towards gaining regulatory approval
¢ Overcoming device technology challenges

devices and role of global regualtors in
reducing these risks

Ning Yu, Executive Director, Device

¢ Guidance on implementing regulations and  and Combination Product Devel-
Renato Ravanello, steps to be taken fo protect patients opment, Astria Therapeutics
Eeerxg(oDﬁg;?r'ggﬁeﬂd PeEieging Sarah Fairfield, Associate Director, RA
P ’ Device and Combination Products Digi-
tal Device and Software, AbbVie
2: Commerical Perspective: On-body delivery device 4: Commercial Perspective: Ensuring medical devices are
technical and regulatory challenges cybersecure in an evolving environment
* Best practices to implement in developmentto work fowards * Cybersecurity risks surrounding medical devices and role of global
gaining regulatory approval regualtors in reducing these risks
» Overcoming device technology challenges * Guidance on implementing regulations and steps to be taken to
protect patients
Hans Jensen, Business Development Leader, : .
Cambridge Design Partnership Ingo Waschulewski, Senior Sales Manager,
Gerresheimer
12.30 Closing Remarks and Networking Lunch
13.30 Early Finish

Sponsored by:

Gerresheimer is the innovative system and solution provider and
global partner for the pharma and biotech industry. The compa-
ny offers a comprehensive portfolio of pharmaceutical contain-
ment 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 boftles,
other bofttles 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: DEOOOAOLDé&ES)

www.gerresheimer.com

Cambridge Design Partnership is an end-to-end innovation part-
ner. 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
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Audience breakdown

Geo breakdown of the PFS East Coast Portfolio
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Official Media Partners

Interested in Sponsorship?

" with Michael I’,

SAE Media Group offer sponsorship, exhibition, advertising and branding packages, uniquely
tailored to compliment you 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 fo 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

www.pfsamericqs-connect.com
Follow us on SAE Media Group Pharma #PFSCONNECT
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Conference: Sept 11-12, 2024 | Courtyard by Marriott Boston Downtown, MA, USA _@

3 WAYS TO REGISTER

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

(

Our Reference P-453 ) [J Book by 31st May to receive $400 off the conference price
EARLY BIRD y y > P

LEGATE DETAI

.

[0 Book by 28th June to receive $200 off the conference price
DISCOUNT y sive 3 P
[ Book by 31st July to receive $100 off the conference price

Please complete fully and clearly in capital letters. Please photocopy for additional delegates.
CONFERENCE PRICES
Title:

Forename:
surname: I would like to attend: (Please tick as appropriate) Price
Job Title: Big Pharma and Biotech Representatives FREE*
tvicion: *Please note, all registrations are subject to approval by SAE Media Group. Anyone registering at
Department;/Division: the Pharma and Biotech rate must have a public drug pipeline and provide a working company
b email address. Failure to do so will result in a refusal of entry to the event, or a requirement to
Company/Organisation: purchase a 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
Email: your interest.
If you would like to continue to receive email updates about our IN-PERSON ATTENDANCE

events, please tick O
|:| Conference Only $2399

PROMOTIONAL LITERATURE DISTRIBUTION

Company VAT Number:

Address:
D Distribution of your company’s promotional
. literature to all conference attendees £999.00 + VAT
Town/City:
Post/Zip Code: Country: As an added benefit of attending this conference, check here to receive a free
Oosl/Zlp L-oce: ountry: subscription to Medical Design Briefs, the leading new technology magazine for
Direct Tel: Direct Fax: bio-medical professionals. Choose either: [J Print (U.S. only) [J Digital
Mobile: Access information for the document portal will be sent to the e-mail address
provided during registration. Details are sent within 7 working days post-conference.
Switchboard:
\ J
Signature: Date:

DOCUMENTATION

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

ACCOUNTS DEPT | cannot attend but would like to Purchase access
Title: Forename: to the following Document Portal Price
S . [] Access to the conference documentation
urname: on the Document Portal £699.00 + VAT
Email:

Address (if different from above):

VAT

Town/City:

VAT at 20% is charged on the attendance fees for all delegates. VAT is also charged
Post/Zip Code: Country: 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

Direct Tel: Direct Fax:

V E N U E Courtyard by Marriott Boston Downtown, MA, USA
PAYMENT

Vs

[] For any queries, call us on +44 (0) 870 9090 711,

email: events@saemediagroup.com or fax +44 (0) 870 9090 712 Payment must be made to SMi Group Ltd, and received before the event, by one of
the following methods quoting reference P-453 and the delegate’s name. Bookings

Vs

made within 7 days of the event require payment on booking, methods of payment:

BOOKING SUMMARY [] UK BACS Sort Code 30-00-09, Account 11775391
[ Wire Transfer Lloyds TSB Bank plc, 70-71 Cheapside, London, EC2V 6EN
Swift (BIC): LOYDGB21013, Account 11775391
IBAN GB48 LOYD 3000 0911 7753 91
[0 Cheque We can only accept Sterling cheques drawn on a UK bank.
O Credit Card

.

/ \.

.

Terms and Conditions of Booking

Payment: If payment is not made at the fime of booking, then an invoice will be issued and must be paid immediately and prior fo 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 fo 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

.

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





