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REGISTER BY FEBRUARY 29TH AND RECEIVE A $400 DISCC
REGISTER BY MARCH 31ST AND RECEIVE A $300 DISCOU
REGISTER BY APRIL 29TH AND RECEIVE A $200 DISCOUNT

—»SMi

LINKING BUSINESS with INFORMATION

SMi presents its 4th conference and exhibition in the US series on...

ed Syringes

JUNE 6-7
2016

Pre-Fil

Hyatt Regency Mission Bay, San Diego, USA

Rethinking Your Device Design to Drive Patient’s Safety,

Usability and Delivery Excellence

HIGHLIGHTS FOR WEST COAST MARKET:

¢ How to overcome regulatory hurdles for drug
delivery devices to ensure speedy approval

* QbD application on combination products for
pre-filled syringes

¢ The next generation of autoinjectors and pens o
support combination products

¢ Material selection: Is COP the way forward?

e Compliance to GMPs for combination products
in PFS and how to manage quality assurance in a
global environment

Chair in 2016:

 Dr. Ed Israelski, Former Director Human Factors,
Abbvie; Co-Convener, ISO/IEC Joint Working Group
on Usability Standards for Medical Devices

EXPERT SPEAKERS PANEL INCLUDES:

» Jeffrey Givand, Director — Device Development,
Merck, Sharp & Dohme Corp.

* Benir Ruano, Vice President, Global Manufacturing
& Technical Operations, Xeris Pharmaceuticals, Inc.

¢ Shun Ogawa, Research Manager, Mitsubishi Gas
Chemical Company, Inc.

¢ Toshiro Katayama, Product Manager, Zeon
Chemicals L.P.

PLUS AN INTERACTIVE HALF-DAY
POST-CONFERENCE WORKSHOP

Wednesday June 8th 2016,
Hyatt Regency Mission Bay, San Diego, USA
08.00 - 12.00

Sponsored by

© BOSCH (CppL D )‘

Invented for life

Tested and Proven. MITSUBISHI GAS CHEMICAL

www.prefilled-syringes-westcoast.com
Register online or fax your booking form to +44 (0) 870 9090 712 or call +44 (0) 870 9090 711

—terumo ZEON

HALF-DAY POST-CONFERENCE
COMPLIMENTARY NETWORKING LUNCH AT BREWERY

Wednesday June 8th 2016,
Stone Brewing World Bistro & Gardens - Liberty Station

12.30 - 16.30
(EXCLUSIVE TO PHARMA & BIOTECH)

Sponsorship and
Exhibition Opportunities
To sponsor our conferences please call:

Alia Malick on +44 (0) 20 7827 6148
or email: amalick@smi-online.co.uk

-
CERTIFIED

The CPD Certification
Service

@SMIPHARM
#USAPFSSMI



Pre-Filled Syringes West Coast

Day One | Monday June 6th 2016

08.30

09.00

REGULATORY UPDATES ON PRE-FILLED SYRINGES (PFS)

Registration and Coffee

Chairman’s Opening Remarks
Dr. Ed Israelski, Former Director Human Factors, Abbvie;
Co-Convener, ISO/IEC Joint Working Group on Usability
Standards for Medical Devices

12.30

Rethinking the Delivery Platforms — Can PFS Contribute

Added Values?

* Adding competitive advantage to biosimilars with a self-
injectable platform

* How changing the delivery route can revive the drug and
win clinicians’ and patients’ hearts?

» Considerations and challenges when changing drug
delivery route — compatibility and modifications required

13.10 Networking Lunch
08.40 OPENING ADDRESS: Regulatory Hurdles and Challenges for o
Approval of Drug Delivery Devices 14.10 Closed Loop Cpntrol for' Repeatable Lubrication )
« Dealing with inconsistencies in regulatory expectations: * GMP in practice - maintaining a closed loop fill/finish
- USA FDA — CDER (Drug Center) vs CDRH (Devices) monuchfurlng circuit to avoid com‘omlnonon
- EU EMA — Notified body expectations o Cog’rcun?erdconcel’:.ns —C?oyv a VOCUUthO.liﬁCT'OZOf Tsproy J
oSrllerEe] USE Ve aeiuel Uss and sealed machine design can assist with production an
MO CEED LES SEEEINgs o Sie\ﬂcse g(isdeir:sblécﬂon system for lubricant layer
* Delay between usability testing and user training if ghsp P Y Y
elapieelel . - o 14.50 Syringes for the Sterile Field: Nitrogen Dioxide Sterilization as
* Risk analysis expectations (quantitative vs. qualitative) a Solution
Dr. Ed Israelski, Former Director Human Factors, Abbvie; « The NO2 sterilization process is designed to minimize
Co-Convener, ISO/IEC Joint Working Group on Usability impact on temperature - and pressure-sensitive drugs and
Standards for Medical Devices biologics
* Discussing load configuration, biological indicator locations
09.20 Regulatory Updates — Navigating Global Expectations for and process data
Drug Delivery Systems * Container-closure system infegrity demonstration via
* Requirements for regulatory approval — with particular sterility and NO2 ingress testing
focus on US and EU expectations * Single batch release process for clinical trials
« Verification festing vs. ICH M4Q delivery system suitability Senior Representative, Noxilizer
and compatibility
* Risk-based control strategies and stability/shelf-life 15.30 Aseptic Fill-Finish with the Emergence of Complex Drugs
considerations o Advor_mcemenfs in‘osepﬁc filing process
Suzette Roan, Associate Director, Regulatory Affairs CMC *Real-fime moniforing and accuracy .
Combination Products, Biogen . Aufomofed process to enhance accurate fill/finish and
container-closure system
10.00 Extractables and Leachables (E&L): From Raw Materials to * Chambered system concerns and how fo overcome such
Plungers and Stoppers Schgllenges dfor G tech
« How to perform E&L test and present data to regulatory essionreserved for -eneniec
agencies? .
* Understanding the forced degradation pathway and 16.10  Afternoon Tea & Nefworking Break
optimal fool for prediction A HUMAN TOUCH FOR THE DEVICE
¢ Updates on recent cases of potential interaction
ofliquid drug with plunger/stopper 16.40 PLAJEX™ Polymer-Based PFS with a Tapered Needle for Use
. . in Autoinjectiors
10.40 Morning Coffee & Networking Break * Application of PLAJEX™ polymer-based, silicone oil free,
PFS in autoinjectors for sensitive, high viscous, therapeutics
THE RISE OF COMPLEX BIOTHERAPEUTICS VS PFS proteins
* Mitigating risks of:
11.10 The Rise of Combination Drugs — Upcoming Challenges for PFS - Degradation of proteins due to extractables
¢ Escalating dosages (volume and viscosity considerations) - High break loose and glide forces from viscous products
*The use of chamber system and implications for the device - Aggregation of proteins due to silicone oil
¢ Drug-to-drug and drug-to-surface interaction studies - Breakage from high forces in spring and pneumatic
based injectors
11.50 Application of Quality by Design (QbD) fo Combination Kevin Constable, Senior Director of Technology
Product Development Development, Terumo Medical Corporation
 Connectivity between Quality Systems Regulations . . . .
(21CFR820) and QbD (ICH Q8/Q9/Q10) principles 17.20 YVT'LY Do Wef Do FOTH?USVG Studies ,fTOT Pl’?-f‘"gﬁfswmggs'-'
* QbD methodology as applied to combination product Thiﬁé’;e Of apre-filed syringe, Is 1t as siraignt torward as we
developmgn’r ) )  Formative studies for generic products
* Opportunities fo improve assurance of quality and « Case study: Formative studies impact on combination
minimize post-launch product performance issues product projects
through QbD Lisa Nilsson, Human Factors Manager, Teva Pharmaceuticals
Jeffrey Givand, Director — Device Development, Merck,
Sharp & Dohme Corp. 18.00 Chairman’s Closing Remarks and Close of Day One
Supported by
. .-online.com ASDMedia kx: . BIOSCREENING.COM CanBiotech @ DRUG DISCOVERY  grygdevelopment-
antibodies online media bevcpa: B‘ocompare DRUG DISCOVERY PORTAL o Somcing ColoradoBioScience technology.com
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Pre-Filled Syringes West Coast

Day Two | Tuesday June 7th 2016

08.30 Registration and Coffee 12.20 Challenges of Pre-Filled Syringes Manufacturing
e Importance of plunger placement control in pre-filled
09.00 Chairman’s Opening Remarks and Setting the Scene syringes
* Qualification of automated pre-filled syringe assembly
* Design transfer and verification of pre-filled syringe
combination products
09.10 OPENING ADDRESS: Jennifer Vandiver, Senior Process Scientist, Alkermes
Market Trends for PFS
* Developing an integrated, automatic and 13.00 Networking Lunch
user-controllable PFS
* Dual- or multi-chamber systems to allow liquid, lyophilized 14.00 OXY-CAPTTM Multilayer Plastic Pre-Filled Syringe with
or powder-filled syringe Glass-Like Gas Barrier
* Staked needles and IV connection for patient safety ¢ Prevent oxidation of medicinal solution
¢ Low protein (medicinal solution) adsorption
09.50 Key Properties of COP Update  Low silicone prefillable syringe
* Case study: Protein adsorption data — COP vs. glass Shun Ogawa, Research Manager,
* Case study: Study on delamination with glass syringe Mitsubishi Gas Chemical Company, Inc.
vs. COP syringe
¢ Leachable data on COP syringe with various chemicals
Toshiro Katayama, Product Manager, Zeon Chemicals L.P.
14.40 Wearable Injector Technology
10.30 The Next Generation of Autoinjectors and Pens to Support * Precision therapy with pre-programed injection pattern
Combination Products ¢ Instant paftch pump and convenience for use
« Xeris combination product platform * Customizable for therapeutic and regulatory requirements
« G-pen synthetic glucagon peptide formulation in PFS with of farget therapy
autoinjector product for hyperglycemia
* Challenges with manufacturing a low volume, aseptically 1520 Afternoon Tea & Networking Break
filled COP PFS
* Challenges with an infernational drug device supply chain 15.50 Needle-Lgss Injgction bevice f?r Tr.qnsc.:le.rmql Deli.ver.y )
. . . L * The non-invasive method: Delivering injectable liquid via
* Challenges with producing synthetic peptide in low . .
e . precise fluid stream
humidity environments * Compatible filling with multi-dose vials
Benir Ruano, Vice President. Global Manufacturing & * Cost-effectiveness — reducing sharp disposal costs and
Technical Operations, Xeris Pharmaceuficals, Inc. associated fees with needle-stick injury treatments
1110 Morning Coffee & Networking Break 16.30 PANEL DISCUSSION: Patient Training and 5
On-Boarding Program - The Last Step ﬁ
11.40 Comprehensive Reporting with Operations and Maintenance of the Journey
to Ensure GMP Compliance *The last leg of the journey — ensuring patients
* How fo analyse your syringes, vials, ampules or carfridges receive professional training for self-administrative
status with distribution and quality of the lubricant inside injection device
the container * On boarding program to enhance usability and safety
* Method of roof cause investigation for primary packaging of the device
failures in auto-injector devices » Ongoing collaboration and feedback for device
* Comparison of volumetric characterization techniques for modification with clinicians and patients
siliconization of parenteral containers Panel will be joined by speakers on the day
Maria Toler, Senior Manager, Quality Assurance Technology
& Innovation, Pfizer* 17.10 Chairman’s Closing Remarks and Close of Day Two

*Subject to final confirmation

@ iptechex
pharmalicensing

PnarmM“lcE

Supported by

drugDELIVERY

SelectSciencer

medicaldevice-
network.com

> MedNous

pharmaceutical-
technology.com

s PMR

A
™1 » Swiss Biotech

Want to know how you can
get involved? Interested in
promoting your services to
this market2
Contact Julia Rotar,
Marketing Director,
email: jrotar@smi-online.co.uk,
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HALF-DAY POST-CONFERENCE WORKSHOP HALF-DAY POST-CONFERENCE

Wednesday June 8th 2016, Exclusive Networking Lunch at Brewery & Beer Tasting

Hyatt Regency Mission Bay, San Diego, USA Wednesday June 8th 2014

08.00 - 12.00 12.30 - 16.30

Advanced Regulatory Compliance Stone Brewing World Bistro & Gardens

For Pre-Filled Syringes - Liberty Station

Workshop leader to be announced shortly This half-day networking lunch and brewery tour is a great
networking opportunity amongst pre-filed syringes experts,

What Is This Workshop About? and is exclusive to pharma and biotech companies only!

Regulatory compliance remains one of the fop challenges in

the pre-filed syringes industry. This workshop aims fo provide Limited availability — 40 places only to ensure an intimate

an update to participants on the global landscape, captfuring networking environment.

frends of pre-filled syringes and combination products, as well as
CMC requirements.
ltinerary:
Through practical case studies and interactive discussion,
attendees will be able to gain a holistic picture of the industry
and implement into everyday practice to ensure compliance. 12.45 Departure to Stone Brewing World Bisiro & Gardens

12.30 Registration

13.30 Private Networking Lunch and Beer Flight Tasting
Program: at the Bocce Courtyard
- Guests will be able to sample the brewery’s
core 4 beers in an intimate networking environment.

08.00 Registration & Welcome Coffee

ey Workshop Leader Infroduction 16.30 Departure to Hyatt Regency Mission Bay, San Diego

08.40 Regulatory Updates on PFS
e Comparison between EMEA and US
¢ Riding on the regulafory landscape and ensuring
smooth approval for the device About Stone Brewing World Bistro & Gardens - Libery Station:

09.45 Morning Coffee Stone Brewing World Bistro & Gardens — Liberty Station

is located in San Diego’s Point Loma community and
encompasses more than 23,500 square feet of indoor and
outdoor dining and bars, as well as a bocce ball court,
outdoor cinema space and lush garden. Executive Chef
Thomas Connolly offers an eclectic menu of world-inspired

10.15 Challenges with Combination Products and CMC
* Practical case study on how to overcome challenges
with combination products and CMCs
* Incorporating human factor engineering info PFS design

11.30 Q&A cuisine featuring local, organic fare. We proudly present 40
12.00 e e e O e e jrcups o.nd more than 100 bottles of exceptional craft beers,
including Stone year-round and | e e e |

and End of Workshop

WA >

special releases as well as craft
and specialty beers from other
breweries around the world.

Pre-Filled Syringes USA Series Altendees

2014-2015 by Location www.stonelibertystation.com

Canada 7% USA 71%

India 5%

Europe 17%

Who Attended Our Pre-Filled Syringes Events?

Job Titles Organizations

* CEO * Director of Drug Delivery ¢ Aerpio Therapeutics ¢ Merck & Co. Inc.
* Chief Technology Device Development * Amgen * Mylan

Officer * Principal Scientist * Biogen Idec * Pfizer

» Associate Director * Technical Expert * Boehringer Ingelheim * Sandoz Inc.

* VP of Global Biologics - Packaging * Fresenius Kabi USA * UCB
Manufacturing * GSK

» Chief Researcher And many more! * J&J And many more!




Pre-Filled Syringes West Coast

June 6th - 7th 2016

Proudly Sponsored by
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Bosch Packaging Technology

Bosch Packaging Technology is the world leader in the design and manufacture of pharmaceutical
production and processing equipment. Bosch's wide portfolio allows Bosch fo provide complete solutions
for all of your filing needs. Whether it's pen assembly, nested syringes, cartridges, or bulk vials or syringes
Bosch has an aseptic filling solution fo match your needs. www.boschpackaging.com

DDL

DDL is a full-service testing lab that has provided package, product and materials testing to the medical
device industry for over 25 years. DDL's team of engineers, technical and quality experts is devoted to
helping customers worldwide succeed by taking an independent, involved and informed approach to
ensuring regulatory compliance. www.testedandproven.com

Mitsubishi Gas Chemical

MGC is a leading company in the field of oxygen barrier and absorbing fechnology. Based on the
existing experiences, MGC has successfully developed multilayer plastic vial and syringe. They have the
characteristics of extremely high oxygen and water vapor barrier and others. MGC recommends using
them for oxygen-sensitive drugs. www.mgc.co.jp

Noxilizer

Noxilizer, Inc. provides room temperature nitrogen dioxide sterilization technology. NO2 sterilization has
shorter cycles (approximately 2 hours including aeration), operates with or without vacuum and is easily
installed - an ideal solution for prefilled syringes and drug-device combination products. Noxilizer provides
contract sterilization services and sells sterilization and decontamination equipment. The company has
offices in the US, UK & Japan. www.noxilizer.com

Terumo Corporation

Terumo Corporation, foundedin 1921, is a globalandinnovative medicaltechnology company of Japanese
origin. Today — with almost 100 years of experience — Terumo offers you advanced technology for product
design, development, quality management, manufacturing, logistics, customer service, and regulatory
expertise. Our PLAJEX™ Ready-to-Fill polymer syringes have specific features that address several current
issues with protein/peptide biopharmaceuticals, such as aggregation, viscous injection, and reduction of
(sub-) visible particles. Among these features, PLAJEX™ syringes are steam sterilized and utilize proprietary
i-coating™ technology, to provide a silicone oil-free platform for applications requiring low reactive
containers. Terumo Corporation, “Innovating at the Speed of Life”. www.terumo-gps.com/US/

Zeon

Zeon Chemical's Zeonex® and Zeonor® cyclo olefin polymers (COP) allow for advanced, L.P. Zeon
Chemicals’ Zeonex® and Zeonor® cyclo olefin polymers (COP) allow for advanced, break-resistant
syringes, vials and lyophilization containers for protein-based, peptide-based biopharmaceuticals, high
viscosity drugs, and contrast media. They also offer high purity, “glass-like” transparency, sterilization, low
water adsorption, and superior moldability, as well as overcome protein absorption and pH shift concerns.
www.zeonex.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 fo 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:
Alia Malick on +44 (0) 20 7827 6168 or email: amalick@smi-online.co.uk




PRE-FILLED SYRINGES WEST COAST

Conference: Monday éth & Tuesday 7th June 2016, Hyatt Regency Mission Bay, San Diego, USA  Workshops: Wednesday 8th June 2016, San Diego, USA

4 WAYS TO REGISTER

www.prefilled-syringes-westcoast.com

FAX your booking form to +44 (0) 870 9090 712 POST your booking form to: Events Team, SMi Group Ltd, 2nd Floor
PHONE on +44 (0) 870 9090 711 South, Harling House, 47-51 Great Suffolk Sireet, London, SE1 0BS, UK

[] Book by February 29th 2016 to receive $400 off the conference price
[] Book by March 31st 2016 to receive $300 off the conference price
D Book by April 29th 2016 to receive $200 off the conference price

CONFERENCE PRICES

EARLY BIRD
DISCOUNT

( Unique Reference Number

—

k Our Reference LVP-181 I would like to attend: (Please tick as appropriate) Fee
DELEGATE DETAILS [] Conference & Workshop $2398.00
[] Conference only $1799.00
Please complete fully and clearly in capital letters. Please photocopy for additional delegates. I:l Workshop $59900
Title: Forename: . .
[] Brewery Lunch - Exclusive to the first 40 pharma/biotechs
Surname:
Job Title: PROMOTIONAL LITERATURE DISTRIBUTION
Department/Division: [ Distribution of your company’s promotional
Company/Organisation: literature to all conference attendees $1598 + VAT $1917.60
Email: The conference fee includes refreshments, lunch, conference papers, and access to

the Document Portal. Presentations that are available for download will be subject fo
distribution rights by speakers. Please note that some presentations may not be available

Company VAT Number:

Address: for download. Access information for the document portal wil be sent to the e-mail
address provided during registration. Details are sent within 24 hours post conference.
Town/City: \\§ J
Post/Zip Code: Country:
- . . _ DOCUMENTATION
Direct Tel: Direct Fax:
Mobile: | cannot attend but would like to purchase access to the following
Switchboard: Document Portal/paper copy documentation Price Total
Signature: Date: [] Access to the conference documentation
d - - — - - on the Document Portal $799.00 + VAT $799.00
| agree to be bound by SMi's Terms and Conditions of Booking. .
[] The Conference Presentations — paper copy $799.00 - $799.00
ACCOUNTS DEPT (or only $600 if ordered with the Document Portal)
Title: Forename: . J
Surname:
) PAYMENT
Email:
Address (if different from above): Payment must be made to SMi Group Ltd, and received before the event, by one of the

following methods quoting reference P-181 and the delegate’s name. Bookings made within
7 days of the event require payment on booking, methods of payment:

A/C Name SMI GROUP LTD Sort Code 300009,

Post/Zip Code: Country: Account Number 11775391 CCY USD
[] wire Transfer Lloyds TSB Bank plc, 39 Threadneedle Street, London, EC2R 8AU

Town/City:

L Direct Tel Direct Fax: ) | 1BAN GB750YD30000911775391
BIC LOYDGB21013
VENUE Hyatt Regency Mission Bay, San Diego, USA D Cheque We can only accept cheques in US dollars.
' ' [] Credit Card Ovisa [ MasterCard [J American Express
D Please contact me to book my hotel All credit card payments will be subject to standard credit card charges.

Alt tivel Il +44 (0) 870 9090 711,
em(:irll:qel\\r,:n);sg;m?focr’\;ne.co.uk or fax +44 (0) 870 9090 712 CordNo: DI:”:":' DI:":”:I DI:”:”:I DI:”:”:'
\ ol Valid From I:”:'/I:”:‘ Expiry Date I:”:'/I:”:‘

Terms and Condiﬁons Of BOOking CVV Number I:”:”:":I 3 digit security on reverse of card, 4 digits for AMEX card

Payment: If payment is not made at the time of booking, then an invoice will be issued and must Cardholder's Name:
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 fo 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 attend you may nominate, in writing, another S'gnmure: Date:
delegate to take your place at any fime prior to the start of the event. Two or more delegates may | agree to be bound by SMi's Terms and Conditions of Booking.

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 Card Billing Address (If different from above):

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 wil however provide the
conferences documentation via the Document Portal fo any delegate who has paid but is unable
to aftend 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.

Data Protection: The SMi Group gathers personal data in accordance with the UK Data Protection . . . .
Act 1998 and we may use this fo contact you Hekephone fax, post or email fo tell you about VAT at 20% is charged on document portal and literature distribution for all UK customers
other products and services. Unless you tick here [] we may also share your data with third parties o H < i

offering complementary rodUCTs or services. I you have Gy queiss orwant 1o update any of fhe and for those EU Customers not supplying a registration number for their own country here.
data that we hold then please contact our Database Manager databasemanager@smi-online.
co.uk or visit our website www.smi-online.co.uk/updates quoting the URN as detailed above your
address on the attached lefter.

Ve
\

J

If you have any further queries please call the Events Team on tel +44 (0) 870 9090 711 or you can email events@smi-online.co.uk



