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Pre-Filled Syringes West Coast Conference

DAY ONE | MONDAY 13TH JUNE 2022

www.prefilled-syringes-westcoast.com

Dear Colleagues,

It is with great pleasure that we welcome you to SMi's highly anticipated
Pre-Filled Syringes West Coast conference taking place on the 13th-14th of
June 2022 in San Diego.

The é6th annual conference will bring together expertise from individuals
across a multitude of disciplines to address key areas of interest and
recent developments in the industry. We are excited to bring together
experts on drug delivery connectivity, on-body delivery systems, lifecycle
management, EPRs for combination products, and innovations in device
design with focus on user-centricity. With growing global pursuits towards
environmentally friendly approaches in industry, this year's conference will
also address what steps pharma and device developers are taking for
advanced and sustainable injectable device development.

Furthermore, this year's conference will hold a post-conference workshop
on testing of drug delivery devices, exploring international regulatory
standards for injectable devices and the importance of developing a
validation master plan for your parenteral combination product.

As chairs of this event, we look forward to welcoming you fo this must-
attend conference this coming June.

Tina Rees,
Associate Director,
5 Human Factors,

Regeneron Pharmaceuticals

Yours Sincerely,
B~ |

08.00

Natalie Abts,

Head of Human
Factors Engineering,
Genentech

Registration & Coffee
09.00 Chairs’ Opening Remarks

Natalie Abts, Head of Human Factors Engineering, Genentech
Tina Rees, Associate Director, Human Factors, Regeneron
Pharmaceuticals

LIFECYCLE MANAGEMENT FOR DEVICE DEVELOPMENT

ﬂ

OPENING ADDRESS

Postmarket safety reporting for combination products and
injectable devices

* How have we seen industry adapting to 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 reporting for combination products and injectable
devices

Looking to the future how can we expect the global regulatory
landscape to evolve for combination product reporting and
advice to be best prepared

Khaudeja Bano, Vice President, Combination Product Quality,
Amgen

09.10

09.50 Post Commercial Launch Device Change Considerations and
Management for Combination Products

¢ Understanding and Evaluating Device-Related Changes

* Design Control and Change Assessment per ISO 20069 Guidance
* Vendor Communication and Collaboration

¢ Regulatory Considerations and Strategies

Kristina Li, Sr. Engineer I, Technical Development, Biogen

10.30 Morning Coffee

11.00 Understanding the inconsistency in determining EPRs for injectable

combination products

¢ The industry does not have a consensus view on how to apply
EPRs guidance

¢ BioPhorum collaboration has brought together experts to share
their experiences on applying EPRs to injectable combination
products

* The feam had created a set of matrices that highlight the
differences in opinion for several injectable devices
(including PFS)

Session reserved for BioPhorum

ON BODY INJECTORS FOR LARGE VOLUME DELIVERY

11.40

12.20

13.20

13.40

14.40

15.10

15.50

16.30

Tackling high-volume administration challenges with a smart,

sustainable on-body injector platform

* Challenges facing modern drug delivery devices

 Delivering large volumes at home in sustainable and
user-friendly way

* A differentiated approach in the wearables’ landscape:
Nemera Symbioze platform

Cecile Gross, Global Category Manager, Nemera (~ INemera

e put patients frst

Networking Lunch

An Introduction to emerging technologies for injectable drug

delivery

¢ Reviewing the current landscape of emerging technologies to
support injectable drug delivery

* Assessing industry challenges in the emerging technology space

¢ The growing need for effective injectable subcutaneous devices
and digital apps for large volume and high viscosity drug
products

James Wabby, Executive Director, Head of Regulatory Strategy,

Emerging Technologies and Combination Products, AbbVie

PANEL DISCUSSION

On body delivery and LVIs device design

and development

¢ Challenges in administration: how are we adapting device

design to allow for increased volume and viscosity delivery

Improving acceptance rates: As we strive for self-administration,

are we designing on body devices with the user in mind and

how can we increase acceptance?

Designing on body delivery devices through collaborative

design and testing

* Developing platforms for parenteral wearable device portfolios

Panel Moderator

James Wabby, Executive Director, Head of Regulatory Strategy,

Emerging Technologies and Combination Products, AbbVie

Panelists

Sujani Nannapaneni, Human Factors Principal Research Engineer,

Combination Product Development, AbbVie

Shannon Clark, CEO, UserWise, Inc.

Candice Lee, Human Factors Engineer, Genentech

Megan Heft, Associate Director, AstraZeneca

Afternoon Tea

Next generation subcutaneous injectables - Digital Applications
and connected care for injectable devices and wearables
* How have we seen digital and connected features being used
for injectable devices and on body injectors
What benefits have we seen for the user from the intfroduction
of connected features and how can we look fo enhance
connected features for injectables?
Considerations for the addition of connected features
Looking forward how can industry and device developers work
fo get the most out of connectivity for on body injectors
Amin Sedighiamiri, Associate Director, Device Development,
AstraZeneca

Perceived benefits of connected devices and

what additional value being “connected” brings

Barriers to widespread adoption and use of connected drug
delivery devices
Identifying connected features that provide beneficial user
guidance and patient adherence
Ensuring data is being used productively to aid the treatment
process and improve outcome
¢ The future of connected devices. what we can expect to see
Panel Moderator
Amin Sedighiamiri, Associate Director, Device Development,
AstraZeneca
Panelists
Natalie Abts, Head of Human Factors Engineering, Genentech
Shannon Clark, CEO, UserWise, Inc.

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

PANEL DISCUSSION
Exploring the evolving landscape of connected
features for injectable delivery devices

Chairs’ Closing Remarks and Close of Day One

Register online at www.prefilled-syringes-westcoast.com



Pre-Filled Syringes West Coast Conference

DAY TWO | TUESDAY 14TH JUNE 2022 www.prefilled-syringes-westcoast.com
08.30 Registration & Coffee 12.20 Networking Lunch
09.00 Chairs’ Opening Remarks 13.20 Assessing human factors testing and validation
Natalie Abts, Head of Human Factors Engineering, Genentech approaches for combination product platforms

Tina Rees, Associate Director, Human Factors, Regeneron

) * When can you use platform approaches?
Pharmaceuticals

» Strategies to save time developing combination product

platforms
INNOVATIVE DEVICE DESIGN FOR USER-CENTRIC DRUG DELIVERY . -
* Best practices on platform human factors validation protocol

development
OPENING ADDRESS . . . L
. ) U Tina Rees, Associate Director, Human Factors, Combination Product
09.10 The role of Human Factors for new product introduction

and on-market products Development, Regeneron Pharmaceuticals

The importance of having a strong connection between the

human factors experts from development and commercial and 14.00 Bridging Human Factors Data for Combination Products
operations teams * What are some examples of successful bridging strategies for both
» How human factors can add value to patient support programs new drugs and biosimilars/genericsg
to help ensure safe and effective use of the product and set the * What are Threshold Analyses and when are they sufficiente
product up for success on the market * Biosimilars and Generics: What happens if my drug delivery
* How fo ensure appropriate connection between the use-related device has non-minor differences compared to its reference
risk analysis, complaints data, defect categorization, complaints device?2
assessments, and periodic risk / annual product quality reviews Shannon Clark, CEO, UserWise, Inc.
* How to feed post-market data info development of future similar
products

14.40 Afternoon Tea

A FUTURE OUTLOOK OF THE INJECTABLE DELIVERY
INDUSTRY AND SUSTAINABILITY

15.10 An overview of sustainability and recycling on devices

The role of human factors for post-validation design changes
Rachel Poker, Associate Director, Human Factors, AstraZeneca

09.50 Incorporating Patient Centricity into Product Design
» Consider both risk-based usability and user experience @
research in the development lifecycle
* Patient-centric activities that can enhance product design
¢ Balancing user needs and preferences
* The impact of patient engagement on final designs
Natalie Abts, Head of Human Factors Engineering, Genentech to the device delivery industry
Challenges and barriers in recycling for drug delivery devices
An outlook to the coming years of sustainability in pharma and

The current landscape and industry movement towards
sustainable practices

Examples of current approaches and steps to infroduce recycling

10.30 Morning Coffee

recycling for drug delivery devices

11.00 HF For On Body Delivery System Development Sriman Banerjee, Head of Packaging Development & CDE, Takeda
* Human Factors Approach and Summary
* Summative Study Challenges (E.g. COVID, FDA feedback on 15.50 Our sustainable future: integrating sustainability into operations,

protocol)
Sujani Nannapaneni, Human Factors Principal Research Engineer,
Combination Product Development, AbbVie

R&D, and manufacturing

* A growing movement in laboratory sustainability: Green Lab
certification

« Sustainability integration in development operations and R&D

11.40 A Glass Alternative: ZEONEX® and ZEONOR® Cyclo Olefin Polymer
* Benefits in time, cost and environmental impact

(COP) for Pre-Filled syringes

« Key Benefits of COP for Medical Devices * Current techniques that align with sustainable best practices

« Case Study on Delamination: COP Syringe vs Glass Syringe * Case Studies and recommendations for implementation to your
» Case Study on Protein Adsorption/Aggregation and its effect on current practices
Immunogenicity Christina Greever, Sustainability Program Manager, My Green Lab
Larry Atupem, Strategic Business Development ZEON
Manager, Zeon Speciality Materials 16.30 Chairs’ Closing Remarks and Close of Day Two
OFFICIAL MEDIA PARTNER SUPPORTED BY
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MARKETING OPPORTUNITIES
Want to know how you can get involved? Interested in promoting your services to this market?
Contact Richard Jones, Senior Marketing executive, +44 (0) 20 7827 6088 | Fax: +44 (0) 20 7827 6089 | email: jones@smi-online.co.uk

Alternatively fax your registration to +44 (0)870 9090 712 or call +44 (0)870 9090 711




Pre-Filled Syringes West Coast Conference

Wednesday 15th June 2022, Hyatt Regency Mission Bay, San Diego, CA, USA

POST CONFERENCE WORKSHOP A
08.30 - 12.30

Testing of Drug Delivery Devices

Overview of the workshop:

Prefiled syringes and autoinjectors are devices that are prone to failure due to their
complex action mechanics and sensitivity to storage. Due to highrisk, these devices are
strictly regulated by international standards.

08.30

09.00
Knowing the applicable standards is only one step. Companies must first develop a
validation master plan. The key elements of this plan include a user requirements
specification (URS), a risk Assessment (RA), design qualification (DQ), installation
qualification (IQ), operational qualification (OQ) and performance qualification (PQ).

09.10

Why you should attend:

¢ Engage with experienced device development experts sharing their insights into
innovative solutions for drug delivery device testing
Assess and understand the applicable regulatory standards to consider for
development of a new drug delivery device
Delve into pre-filled syringe examples of device testing, exploring spring simulation
and considerations of user inluences
Navigate the applicable standards for various injectable devices including pen
injectors, autoinjectors and on-body delivery systems

About the workshop leader:

Michael Goehring
'l BSEE - Instrumentation and System

— University of Connecticut, School of Engineering
Field Systems Engineer for materials and component test systems
Territory Manager for Laboratory Information Management Systems
District and Regional Sales Manager for materials and component test systems
America's Sales Manager for material preparation and analysis
Medical & Pharmaceutical Industry Manager — Testing Solutions 12.20
About the organisation
ZwickRoell has years of experience in delivering innovative solutions for the testing
of drug delivery systems that reduce operator influence, which increases accuracy,
repeatability, reproducibility, and traceability of test results. ZwickRoell's qualification
services bridge include DQ to a URS, IQ, OQ, and soon we will be able to assist in the
PQ Test Plan.

12.30

Workshop Leader:
Michael Goehring, Medical & Pharmaceutical
Industry Manager, ZwickRoell

Programme

Registration and Coffee
Opening Remarks and Introductions

Session 1: Drug Delivery Device Overview
¢ Applicable ISO standards and referenced UPS
¢ Standard V Model from URS to PQ

Session 2: (Prefilled) Syringe Testing and Spring Simulation
¢ ISO 11040-4, -6, -8

¢ "Live" performing a Break Loose / Glide Force Test
 Userinfluences and how to reduce or eliminate?

Morning Coffee

Session 3: Autoinjector and Pen Injector Testing

* Pen Injectors — Manual Dose or Automated Dosing - ISO 11608-3
¢ Autoinjectors - Full function tests —ISO 11608-5

* Wearables - 1SO 11608-6

Session 4: Regulatory Demands

e 21 CFR Part 11 - Traceability (When, Who, What, Why and Who is
Responsible

» Configuring Traceability and User Rights

* DQ,IQ, OQ and PQ

Closing Remarks

End of workshop

Zwick I Roell

views to the survey here:

WE WANT TO HEAR FROM YOU!

In the run up to our series of Pre-Filled Syringes conferences taking
place worldwide over the course of 2022, we at SMi have created
a survey drawing upon the experiences of various pharmaceutical
leaders across pharma companies, service and solution providers
and consultants working in the industry. There is still time to add your

www.surveymonkey.co.uk/r/Prefilledsyringesworldwidesurvey

KIKIEIE]
MY

SPONSORSHIP AND EXHIBITION OPPORTUNITIES
SMi 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:
Daniele Moreschi, Sales Director, on +44 7498 539226 or email: dmoreschi@smi-online.co.uk

Register online at www.prefilled-syringes-westcoast.com



Pre-Filled Syringes West Coast Conference
www.prefilled-syringes-westcoast.com

PROUDLY SPONSORED BY:

¥ Boston Analytical is a cGMP compliant, FDA/DEA registered, ISO/IEC-17025:2005 certified analytical laboratory located in Salem, NH.

Jlgﬂftﬂﬂ Boston Analytical provides testing services to Pharmaceutical, Biopharmaceutical and Medical Device companies worldwide including
Fisdivricas Analytical Testing and Method Development, Microbiological Testing and Environmental Monitoring Services, Biologics, Stability Testing
LAty & ICH-compliant Storage, Nitrosamines Testing and Extractables & Leachables Studies. www.bostonanalytical.com

As a world-leading drug delivery device solutions provider, our purpose of putting patients first enables us to design and manufacture
devices that maximize freatment efficacy. We are a holistic partner and help our customers succeed in the sprint to market of their

Nemera 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 exira mile to fulfill our mission.

we put patients first . . . .
Nemera leverages decades of experience in the parenteral device segment from full development to pure contract manufacturing,

through customized solutions. www.nemera.net

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-
@ OWEN MUMFORD injectors, pens and syringes for subcutaneous and intframuscular 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. For more information please visit www.ompharmaservices.com/

Pharmaceutical Services

PHC Corporation of North America is a subsidiary of PHC Holdings Corporation, Tokyo, Japan, a global leader in Medical Devices,

Hc Healthcare IT and Life Sciences. With drug delivery devices, ultra-low temperature freezers, biomedical refrigerators and incubators,
PHC offers technologies and solutions for pharmaceutical, life science and biotechnology applications across industries.
www.phchd.com/global/

ZEON's Zeonex® and Zeonor® cyclo olefin polymer (COP) allow for advanced, break-resistant syringes, vials and lyophilization
containers for protein-based biopharmaceuticals, high viscosity drugs, and contrast media.

z EON They also offer high purity, “glass-like” tfransparency, sterilization, low water absorption, and superior moldability, as well as overcome
protein adsorption and ph shift concerns.

Please visit our booth and discover why COP is an excellent choice for drug storage and pre filled syringes. www.zeonex.com

ZwickRoell manufactures and supports a wide range of materials testing machines, systems and accessories for use in research,

. quality control, production environments and academia. Our extensive portfolio of testing machines and accessories cover

ZWICk Roe" almost every segment, from medical and pharmaceutical packaging to surgical instruments and orthopaedics and biomaterials.
www.zwickroell.com

SPONSORSHIP AND EXHIBITION OPPORTUNITIES
SMi 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:
Daniele Moreschi, Sales Director, on +44 7498 539226 or email: dmoreschi@smi-online.co.uk
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Register online at www.prefilled-syringes-westcoast.com




PRE-FILLED SYRINGES WEST COAST 2022

Conference: Monday 13th & Tuesday 14th June 2022, Hyatt Regency Mission Bay, San Diego, CA, USA
Workshop: Wednesday 15th June 2022, Hyatt Regency Mission Bay, San Diego, CA, USA

4 WAYS TO REGISTER
www.prefilled-syringes-westcoast.com

FAX your booking form to +44 (0) 870 9090 712
PHONE on +44 (0) 870 9090 711

POST your booking form to: Events Team, SMi Group Lid,
India House, 45 Curlew Street, London, SE1 2ND, UK

\

Department/Division:

Company/Organisation:

Email:
If you would like to continue to receive email updates about our
events, please tick []

Company VAT Number:

( )1 [ EARLY BIRD [JBOOK BY 28TH FEBRUARY TO RECEIVE $400 OFF THE CONFERENCE PRICE |
[]BOOK BY 31ST MARCH TO RECEIVE $200 OFF THE CONFERENCE PRICE
D|SCOUNT ] BOOK BY 29TH APRIL TO RECEIVE $100 OFF THE CONFERENCE PRICE
\ A CONFERENCE PRICES GROUP DISCOUNTS AVAILABLE
( Unique Reference Number ) | would like to attend: (Please tick as appropriate) Total
Our Reference P-378 web ) IN-PERSON ATTENDANCE
D ELEGATE D ETA| LS [ Conference & Workshop $2498.00
[0 Conference only $1999.00
Please complete fully and clearly in capital letters. Please photocopy for additional delegates. [J Workshop only $499.00
Title: Forename:
PROMOTIONAL LITERATURE DISTRIBUTION
Surname: N , .
[ Distribution of your company’s promotional
Job Title: literature to all conference attendees £999.00 +VAT £1198.80

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

Address: sent within 24 hours post-conference.
\ J

Post/Zip Code: Country: DOCUMENTATION
Direct Tel: Direct Fax: | cannot attend but would like 19 Purchase access to fhe.following Document

Portal/Paper Copy documentation. Price Total
Mobile: [0 Access to the conference documentation
switchboard: on the Document Portal . £499.00 + VAT £598.80

[ The Conference Presentations - paper copy £499.00 - £499.00
Signature: Date: (or only £300 if ordered with the Document Portal)

| agree to be bound by SMi's 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:

J

VENUE Hyatt Regency Mission Bay, San Diego, CA, USA

[] Please contact me to book my hotel

Alternatively call us on +44 (0) 870 9090 711,
emull events@smi-online.co.uk or fax +44 (0) 870 9090 712

J

Ve

Terms and Conditions of Booking

Payment: If payment is not made at the time of booking, then an invoice wil 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 fo aftend 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 wil refund/credit 50% of the due fee less a £50 administration charge,
providing that cancellation is made in wiiting and received at least 28 days prior to the start of the
event. Regreffully cancellation after this fime cannot be accepted. We wil however provide the
conferences documentation via the Document Portal to any delegate who has paid but is unable
to attend for any reason. Due fo the interactive nature of the Briefings we are not nomnally 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 fo 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 fo make alterations to the content, speakers, fiming,
venue or date of the event compared to the advertised programme.

Privacy policy / Opt Out: For full details on our privacy policy please go fo
http://smi-online.co.uk/privacy-egals/privacy-policy. If you no longer wish to receive email

updates you can opt out by going to the following webpage http://www.smi-online.co.uk/opt-out
J

J/

PAYMENT

Payment must be made to SMi Group Ltd, and received before the event, by one of
the following methods quoting reference P-378 and the delegate’s name. Bookings
made within 7 days of the event require payment on booking, methods of payment:

(] UK BACS
[1 wire Transfer

Sort Code 300009, Account 11775391

Lloyds TSB Bank plc, 39 Threadneedle Street, London, EC2R 8AU
Swift (BIC): LOYDGB21013

IBAN GB75 LOYD 3000 0911 7753 91

[l Cheque We can only accept US Dollar Cheques drawn on a US Bank.
[] credit Card [ visa [] MasterCard [] American Express

SMi Group will apply surcharges to commercial cards

Please tick here []if the card provided is not a commercial card

caranor [T CICIC I CICIC AT CACICC ]
valid From I:“:'/I:“:‘ Expiry Date I:":' I:":'
CVV Number I:”:”:”:‘ 3 digit security on reverse of card, 4 digits for AMEX card

Cardholder’'s Name:

Signature: Date:

| agree to be bound by SMi's Terms and Conditions of Booking.

Card Billing Address (If different from above):

r
L

VAT

VAT at 20% is charged on Document portal and literature distribution for all UK customers
and for those EU customers not supplying a registration number for their own country here.

& J

If you have NOT received registration confirmation within 48 hours of registering, please call +44 (0) 870 9090 711



