
KEY BENEFITS FOR 2016:

• How to eliminate extractables and leachables (E&L)

– case study from Merck

• Hear from Eli Lilly on giving the PFS a human touch – incorporating

human factor engineering into a patient-centric device

• Ensuring commercial competitiveness of PFS as a drug device

• Assessing trends of combination products and impacts on PFS

• Update on latest technologies on COP and sterilization to

accelerate your PFS development

SMi Presents the 3rd Annual Conference and Exhibition on...

PLUS TWO INTERACTIVE HALF-DAY POST-CONFERENCE WORKSHOPS
Wednesday April 27th 2016, Renaissance Woodbridge Hotel, Iselin, New Jersey, USA

25 - 26
APRIL
2016

Pre-Filled Syringes
East Coast

The Pre-Filled Syringe as a System: Human Factors Considerations
for PFS Development and Regulatory Submission

Workshop Leader: 
Melanie Turieo, Associate Director, Medical Technology, Cambridge Consultants

8.30 – 12.30 

Combination Rule and CMC Considerations 
for PFS and Autoinjectors 

Workshop Leader: 
Ravi S. Harapanhalli, Ph.D., Principal, FDAPharma Consulting LLC

13.30 – 17.30 

CHAIRS FOR 2016:
               Stephen Barat, 
                Executive Director, Non-Clinical & Translational

Sciences, Safety Assessment & Bioanalysis,
Allergan

                Ravi S. Harapanhalli, Ph.D., 
Principal, 
FDAPharma Consulting LLC

EXPERT SPEAKER PANEL INCLUDES:
• Mathias Romacker, Senior Director, Device Strategy, Pfizer
• Dr. Paolo Mangiagalli, Senior Director, Head PFS

Platform, Sanofi 
• Ken Wong, Deputy Director, MTech/ Process

Technology – Extractables & Leachables, Sanofi Pasteur
• Carsten Worsoe, Principal Scientist, CMC Analytical

Support, Novo Nordisk A/S
• Dr. Shawn Davis, Principal Engineer, Device Strategy,

Amgen
• Mohammed Umar, Principal Technical Manager,

Quality Engineering, Genentech
• Jason Lipman, Associate Director, Regulatory Affairs,

Medical Devices & Combination Products, 
Janssen R&D, LLC

BOOK BY 18TH DECEMBER AND SAVE $400  •  BOOK BY 29TH JANUARY AND SAVE $200  •  BOOK BY 29TH FEBRUARY AND SAVE $100

Sponsored by

Driving the Quality and Commercial Competitiveness
of Patient-Centric Device Design
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Renaissance Woodbridge Hotel, Iselin, New Jersey, USA

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

@SMIPHARM
#USASMiPFS



Pre-Filled Syringes East Coast  
Day One | Monday April 25th 2016

08.30 Registration & Coffee

09.00 Chairman's Opening Remarks
Stephen Barat, Executive Director, Non-Clinical & Translational
Sciences, Safety Assessment & Bioanalysis, Allergan

REGULATORY UPDATES ON PRE-FILLED SYRINGES (PFS)

09.10 OPENING ADDRESS: 
The Top Priority for PFS – Addressing Regulatory Compliance
and Clinical Needs
•US-FDA specific requirements vs. critical issues for regulatory

approval in the EU 
•What is required by the regulators for post-marketing?
•Concerns with combination products – challenges and

solutions
Jason Lipman, Associate Director, Regulatory Affairs, Medical
Devices & Combination Products, Janssen R&D, LLC

09.50 Extractables and Leachables (E&L): 
The Value of the Simulated Study as a Prediction Tool for
Actual Leachables in PFS
•Relationship between extractables, simulated leachables

and leachables
•What is the optimal tool to predict leachables in a PFS?
•How to perform a simulated study for a PFS
•Case studies: Examples on simulated studies in PFS
Carsten Worsoe, Principal Scientist, CMC Analytical Support,
Novo Nordisk A/S

PFS TECHNICAL AND PRODUCTION CHALLENGES 
FOR COMPLEX DRUGS

10.30 PLAJEX™ Polymer-Based Pre-Filled Syringes (PFS) and its
Value with a Novel Tapered Needle Design 
•Application of PLAJEX™ Polymer-based PFS without patch

pumps for sensitive, viscous, therapeutic proteins
•Mitigating risks of:

- high forces due to viscous products
- aggregation due to silicone oil
- leachables due to extractables from container materials

•An applied method of sterilization for a reduction in drug
degradation due to radicals

Kevin Constable, Sr. Director of Technology Development,
Terumo Medical Corporation

11.10 Morning Coffee & Networking Break

11.40 Critical Steps for PFS Integration – From Early Stage to a
Functional Delivery System
•Translating integrated system approach into component

requirements
•How to ensure effective PFS component control plans
•Open issues for PFS system and opportunities for knowledge

sharing
Dr. Paolo Mangiagalli, Senior Director, Head PFS Platform,
Sanofi 

12.20 Key Properties of COP Update 
•Case study: Protein adsorption data – COP vs. glass
•Case study: Study on delamination with glass syringe vs.

COP syringe
•Leachable data on COP syringe with various chemicals 
Toshiro Katayama, Product Manager, Zeon Chemicals L.P.

13.00 Networking Lunch sponsored by  

14.00 Development of Primary Container for Devices
•Development of platform syringe configurations suitable for

sensitive biologics
•How formulation development studies can enable

successful device development
•Challenges with development of primary containers for

devices 
Roja Narwal, Scientist II, Formulation Sciences, MedImmune

14.40 Syringes for the Sterile Field: Nitrogen Dioxide Sterilization as
a Solution 
•The NO2 sterilization process is designed to minimize impact

on temperature- and pressure-sensitive drugs and biologics
•Discussing load configuration, biological indicator locations

and process data 
•Container-closure system integrity demonstration via sterility

and NO2 ingress testing
•Single batch release process for clinical trials 
Evan Goulet, Ph.D., Director, Sterilization Operations, Noxilizer 

15.20 Thinking it From the Start – How to Compile a Strong E&L Case
for the Regulatory Agency 
•Updates on E&L testing methods and how this will impact

on your device design
•Clarity is key – what do the regulatory agencies expect?
•How to demonstrate evidence and incorporate this into

your device development plan to ensure a smooth
approval process?

Bobbijo Redler, Associate Principal Scientist, Merck

16.00 Afternoon Tea & Networking Break

A HUMAN TOUCH FOR THE DEVICE

16.30 Achieving Patient-Centred Design through Human Factors 
•Understanding the multifaceted field of human factors and

the process
•Why human factors evaluation methods are necessary to

achieve optimized design
•Using user needs to drive human factors process and

demonstrate traceability from requirements to validation
outputs

Tiffnay McIntire, Human Factor Engineer, Eli Lilly

17.10 Panel Discussion: The Future of Combination 
Product Review Process at FDA 
•The contributions of the Office of Combination 

Products to date
•Review of a recent report by the Office of Planning at FDA

entitled ‘Combination Product Review: Intercenter Consult
Process Study, Oct 14, 2015’ 

•What is expected of combination product review process
in the future

Moderated by:
Ravi Harapanhalli, Ph.D., Principal, FDAPharma Consulting LLC

17.50 Chairman's Closing Remarks and Close of Day One

Register online at: www.pfsamericas.com •  Alternatively fax yo

Official Media Partner Supported by



Pre-Filled Syringes East Coast
Day Two | Tuesday April 26th 2016

08.30 Registration & Coffee

09.00 Chairman's Opening Remarks
Ravi Harapanhalli, Ph.D., Principal, FDAPharma Consulting LLC

PRODUCTION AND MANUFACTURING DEVELOPMENTS FOR PFS

09.10 OPENING ADDRESS: 
Current Market Developments and Global Market Trends for
Advanced Injection Devices
•Continuous success of combination products 
•Novel device technologies to enhance user experience

and patient engagement
•How does device technology need to evolve to deliver

future value to all stakeholders?
Mathias Romacker, Senior Director, Device Strategy, Pfizer

09.50 Risk Based Statistical Sampling for Medical Device and
Combination Product 
•How to apply statistical inputs for an informed decision –

from product design to manufacturing
•Improve product quality and escape regulatory risk
•Technical challenges with more complex biologics products
Mohammed Umar, Principal Technical Manager, Quality
Engineering, Genentech 

10.30 Emerging Trends in Pre-Filled Delivery: Next Generation
Component Innovations and Risk Mitigation Strategies
•Market trends in pre-filled delivery and self-injection
•New approaches to development and risk mitigation for

components
•Next generation components; designed for enhanced

quality and optimized performance to meet evolving
prefilled delivery requirements

Royce Brockett, Senior Product Manager, PFS Platform,
West Pharmaceutical Services, Inc. 

11.10 Morning Coffee & Networking Break

11.40 Challenges for PFS with More Complex Biologics Drugs
•Escalating dosages (volume and viscosity considerations)
•PFS vs. autoinjector
•Viability and efficacy – can we reduce the dosage

frequency effectively for patients’ use?
Dr. Shawn Davis, Principal Engineer, Device Strategy, Amgen 

12.20 How Parenteral Combination Products Can Improve Drug
Delivery: Insights into Patients' Intuitive Solutions, Design Risk
Analysis and Robust Processes
•Patients’ intuitive solutions: safety devices
•Design solutions: Autoinjectors to reduce syringe breakage
•Process solutions: Robust added barrier to COP material for

better drug protection
Isabelle Delcroix, Business Development Director, Nemera 

13.00 Networking Lunch sponsored by 

14.00 OXY-CAPTTM Multilayer Plastic Pre-Filled Syringe with 
Glass-Like Gas Barrier 
•Introducing ‘OXY-CAPTTM Multilayer Plastic Syringe’ made

of glass-like gas barrier polymer and COP
•Update on oxygen barrier study of OXY-CAPTTM syringe
•Key benefits and features of OXY-CAPTTM syringe

comparing to COP monolayer and glass syringe
Kenichiro Usuda, Researcher, Advanced Business Development
Division, Mitsubishi Gas Chemical Company, Inc.

14.40 An E&L Qualification Case Study of New Label on Plastic PFS
•Extractable studies on ink, label and adhesive
•Simulated in-use leachable study with labelled plastic PFS
•Leachable migration study from label into the plastic syringe
Ken Wong, Deputy Director, MTech/ Process Technology -
Extractables and Leachables, Sanofi Pasteur 

15.20 Safety Assessment of Leachables for the Development of 
Pre-Filled Syringe and Parenteral Drug Products
•An overview of leachables encountered in parenteral drug

products – and need for safety assessment – will be presented
•Approaches to adequate safety evaluation related to the

development of a pre-filled syringe combination drug
products will be provided, illustrated with tangible examples

•Final PQRI best practice recommendations for leachable
safety assessment for parenteral drug products will be covered

Stephen Barat, Executive Director, Non-Clinical and
Translational Sciences, Safety Assessment & Bioanalysis,
Allergan 

16.00 Afternoon Tea & Networking Break

16.30 New Technologies and Market Trends for Cartridge and
Needle Components 
•Looking beyond – cartridge and needle as critical

components for PFS, what are the trends?
•Designing a precise and effective device with safety in mind 
•Assembly challenges and solutions
•Can we streamline a platform for a more customized

syringe and lower manufacturing costs?
Speaker to be announced

17.10 Panel Discussion: What Are the Latest Innovations 
in PFS?
•How ergonometrics can help with a good design 

of PFS to increase value and compliance?
•Who and how? Always put your patients at heart
•The rise of e-apps and e-device for patient monitoring –

how can this apply to PFS?
Moderated by:
Ravi Harapanhalli, Ph.D., Principal, FDAPharma Consulting LLC

17.50 Chairman’s Closing Remarks and Close of Day Two

ur registration to +44 (0)870 9090 712 or call +44 (0)870 9090 711

Want to know how you can 
get involved? Interested in
promoting your services to 

this market?
Contact Teri Arri, SMi Marketing

on +44 (0) 20 7827 6162, or
email: tarri@smi-online.co.uk 



HALF-DAY POST-CONFERENCE WORKSHOP A
Wednesday April 27th 2016  |  8.30 – 12.30  |  Renaissance Woodbridge Hotel, Iselin, New Jersey, USA 

The Pre-Filled Syringe as a System: 
Human Factors Considerations for PFS Development and Regulatory Submission

Workshop Leader: Melanie Turieo, Associate Director, Medical Technology, Cambridge Consultants

HALF-DAY POST-CONFERENCE WORKSHOP  B
Wednesday April 27th 2016  |  13.30 – 17.30  |  Renaissance Woodbridge Hotel, Iselin, New Jersey, USA  

Combination Rule and CMC Considerations for PFS and Autoinjectors 

Workshop Leaders: Ravi S. Harapanhalli, Ph.D., Principal, FDAPharma Consulting LLC

Workshop Overview:
This hands-on workshop provides a didactic discussion on CMC regulatory
considerations development of PFS, autoinjectors and related delivery devices. Over
the past several years, the regulatory landscape of the combination products has
shaped up and culminated into the combination rule 21 CFR Part 4, which has
provided unique opportunities for traditional pharma/biopharma and device
manufacturers to come together and forge into a regulatory framework that ensures
compliance of individual constituents of a combination product. Functional testing
of the delivery devices, ergonomics, usability, and human factors are some critical
considerations during development and approval of these combination products.

The workshop will discuss the roles and responsibilities of the Office of Combination
Products, streamlining 21 CFR Part 4 requirements for combination products,
functionality testing of PFS/autoinjectors, usability/human factor considerations, and
other critical issues. Several case studies will be presented to reinforce the discussion.
The participants will leave the workshop with full understanding and appreciation for
the CMC challenges and regulatory considerations of the development of
PFS/autoinjectors.

Benefits of Attending:
Development and approval of combination products continue to be a challenge as
drug and device developers need to overcome their silos and mindset and should see
a common ground for these products. A recent report published by the Office of
Planning at FDA entitled “Combination Product Review: Intercenter Consult Process
Study, October 14, 2015” reveals that the review process for the combination products
still needs major revamping. Streamlining of the combination rule continues to be a
challenge. Many products are facing slowdown and multiple review cycles at FDA
and other agencies.

This workshop is aimed at clarifying the confusion and providing a thorough
discussion on CMC and regulatory considerations that should be proactively
considered for a successful and right-first-time submission and approval of a
regulatory application for PFS/autoinjectors and related combination products.

About the Workshop Leader and Organization:
The mission of FDAPharma Consulting LLC is to provide high quality technical and
regulatory consultations to aid in medical product development and approval from

health authorities.

Ravi S. Harapanhalli, Ph.D., Principal at FDAPharma Consulting, advises
bio/pharmaceutical/device companies on regulatory strategies and Quality-
by-Design approaches to medicinal product development and flexible

regulatory approaches for drugs, biologics, and drug-device combination products. He
also helps companies devise appropriate clinical and regulatory strategies such as
505(b)(2) versus 505(j), biosimilars, and biologics.

Until September of 2015, he was Vice President at PAREXEL International, and served as a
Branch Chief in the Office of New Drug Quality Assessment, US FDA. During his tenure of
over 7 years at PAREXEL, he worked with numerous clients in developing and getting
approvals for their products. He brings his extensive FDA regulatory experience of over 11
years in this consulting strategies. He has wide experience in the CMC/biopharmaceutics
review and inspection of a broad range of dosage forms and drug products including
radiopharmaceuticals, parenterals, injectable suspensions, solid oral dosage forms,
inhalation products, transdermal and topical systems, gels, and combination products
including iontophoretic patches, pre-filled syringes and autoinjectors. He has over 25 years
of extensive experience in the pharma/biopharma/combination product areas
spanning 12 years at US FDA, 8 years in consulting, 11 years in R&D and Biomedical
Research and has published over 30 peer-reviewed publications and holds a patent in
tumor treatment from Harvard Medical School. He actively presents at national and
international meetings on various aspects of medicinal product development.

Programme:

13.30  Registration & Coffee

14.00  Workshop Leader's Opening Introduction
            Ravi S. Harapanhali, Ph.D., Principal, FDAPharma Consulting LLC 

14.10  Future Applications for PFS and Autoinjectors in Personalised Medicines
            •  Personalised medicine and development landscape for

PFS/autoinjectors
            •  Working of the Office of Combination Products

15.10  Regulatory Considerations and Combination Rules
            •  CMC considerations in the development of PFS/autoinjectors
            •  Regulatory issues and risk assessment
            •  Streamlining of 21CFR Part 4 for PFS/autoinjectors

16.00  Afternoon Tea & Networking Break

16.30  Incorporating Human Factors into PFS and Autoinjectors
            •  Usability and human factor considerations
            •  Case studies and discussion

17.30  Closing Remarks from Workshop Leader and End of Workshop

Workshop Overview:
This half-day workshop will provide an overview of the Human Factors (HF)
considerations for pre-filled syringes - not just as standalone delivery devices but in the
context of the other elements that are considered part of the user interface of the
devices, such as the instructional material, packaging, and training considerations. It
will explore how to maximize efficiency and minimize HF-related regulatory surprises
by addressing all of these elements in concert with one another.

Benefits of Attending:
• Understand how and why HF play a critical role in device success
• Design and develop your PFS in a timely manner with smooth regulatory

approval by demonstrating HF considerations
• Incorporate use-related risk management early on to mitigate downstream risks
• Understand the considerations for designing and conducting an HF validation study

About Workshop Leader: 
Melanie Turieo, Associate Director, Medical Technology, Cambridge Consultants

Melanie Turieo is an Associate Director in Cambridge Consultants’ Global MedTech
division, and Group Leader for Human Factors Engineering & Industrial
Design. Melanie has 20 years’ experience providing human factors expertise
to the design and development of regulated and safety-critical items,
including medical, military and consumer products. Her technical expertise

has focused for the last 10 years on Human Factors Engineering in the design and
development of medical products, and she has extensive experience designing and
conducting user research for medical devices, especially drug delivery systems
including injection and inhalation technology.

About the Organization:
Cambridge Consultants develops breakthrough products, creates IP, and provides
business consultancy in technology-critical issues for clients worldwide.  For more than
50 years, they have been helping clients turn business opportunities into commercial
successes, from launching first-to-market products, entering new markets to

expanding existing markets through new technologies. Their auto-injector, inhaler
and injection device development programs extend from concept creation
through to industrialisation, with a 'quality by design' approach and full compliance
with international regulatory standards. www.cambridgeconsultants.com

Programme:

8.30      Registration & Coffee

9.00      Workshop Leader's Opening and Introduction 
              Melanie Turieo, Associate Director, Medical Technology, 
              Cambridge Consultants

9.10      Overview of Human Factors Engineering (HFE) for PFS 
              • How HF applies to PFS
              • What are the considerations and what are the regulators expecting?
              • Planning ahead for your supporting rationale - how to address HF

validation results in context
              • Examples

10.30    Morning Coffee & Networking Break

11.00    Creating a Consistent User Experience
              • Marrying safety, usability and commercial success
              • User interface of the device - packaging, instructional materials,

training and other 'peripherals'
              • Realising efficiencies in the development process and accelerating

validation readiness
              • Case study

12.00    Q&A

12.30    Closing Remarks from Workshop Leader and End of Workshop



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: 
Alia Malick on +44 (0) 20 7827 6168 or email: amalick@smi-online.co.uk

Pre-Filled Syringes East Coast    
April 25th - 26th 2016

Mitsubishi Gas Chemical
MGC is a leading company in the field of oxygen barrier and absorbing technology. 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

Nemera
Nemera is a world leader in the design, development and manufacturing of drug delivery solutions for the
pharmaceutical industry, including contract manufacturing, development of custom devices and standard
innovative products. Nemera's expertise covers five modes of delivery: Parenteral (passive safety device for prefilled
syringes Safe’n’Sound®, insulin pens, implanters, autoinjectors), Ophthalmic (preservative-free multidose
eyedroppers), Ear/Nose/Throat (spray pumps, valves etc.), Pulmonary (DPIs, pMDI valves) and also Dermal and
Transdermal (airless systems dispensers). www.nemera.net

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, founded in 1921, is a global and innovative medical technology 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/

West Pharmaceutical Services, Inc. is a leading manufacturer of packaging components and delivery systems for
injectable drugs and healthcare products. Working by the side of its customers from concept to patient, West creates
products that promote the efficiency, reliability and safety of the world's pharmaceutical drug supply. West is
headquartered in Exton, Pennsylvania, and supports its customers from locations in North and South America, Europe,
Asia and Australia. West's 2014 sales of $1.42 billion reflect the daily use of approximately 110 million of its components
and devices, which are designed to improve the delivery of healthcare to patients around the world.
www.westpharma.com

Zeon
Zeon Chemicals 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

SPONSORED BY:

Upcoming Events of SMi's 
Pre-Filled Syringes Series 

8th Annual Pre-Filled Syringes 
January 26th-27th 2016, London, UK

Pre-Filled Syringes West Coast
June 6th-7th 2016, San Diego, USA

Save the dates and recommend 
your colleague to receive an 

early bird discount!

USA 71%

Europe 17%

Canada 7%

RoW 5%

Pre-Filled Syringes East Coast 
Attendees 2014-2015 by Location

Pre-Filled Syringes East Coast 
Attendees 2014-2015 by Sector

Pharma &
Biotech 60%

Device
Manufacturers 30%

Regulatory Authority 
& Academics 10%



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 Ltd, 2nd Floor
South, Harling House, 47-51 Great Suffolk Street, London, SE1 0BS, UK

PRE-FILLED SYRINGES EAST COAST  
Conference: Monday 25th April & Tuesday 26th April 2016, Renaissance Woodbridge Hotel, Iselin, New Jersey, USA

Workshops: Wednesday 27th April 2016, Renaissance Woodbridge Hotel, Iselin, New Jersey, USA

4 WAYS TO REGISTER
www.pfsamericas.com

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

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.
Data Protection: The SMi Group gathers personal data in accordance with the UK Data Protection
Act 1998 and we may use this to contact you by telephone, fax, post or email to tell you about other
products and services. Unless you tick here □ we may also share your data with third parties offering
complementary products or services. If you have any queries or want to update any of the 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 letter.

Unique Reference Number         

Our Reference                               LVP-168

Terms and Conditions of Booking

DELEGATE DETAILS
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:                                    Direct Fax: 

Mobile:                                        

Switchboard: 

Signature:                                   Date:
I 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: 

VENUE Renaissance Woodbridge Hotel, Iselin, New Jersey, USA  

□  Please contact me to book my hotel
Alternatively call us on +44 (0) 870 9090 711, 
email: events@smi-online.co.uk or fax  +44 (0) 870 9090 712

□ Book by 18th December 2015 to receive $400 off the conference price
□ Book by 29th January 2016 to receive $200 off the conference price
□ Book by 29th February 2016 to receive $100 off the conference price

EARLY BIRD
DISCOUNT

Payment must be made to SMi Group Ltd, and received before the event, by one of
the following methods quoting reference P-168 and the delegate’s name. Bookings
made within 7 days of the event require payment on booking, methods of payment
are below. Please indicate method of payment:

A/C Name SMI GROUP LTD Sort Code 300009,
Account Number 11775391 CCY USD
□ Wire Transfer       Lloyds TSB Bank plc, 39 Threadneedle Street, London, EC2R 8AU
IBAN GB75LOYD30000911775391
BIC LOYDGB21013
□ Cheque             We can only accept cheques in US Dollars.
□ Credit Card       □ Visa   □ MasterCard   □ American Express
       All credit card payments will be subject to standard credit card charges.

Card No:  □□□□ □□□□ □□□□ □□□□
Valid From □□/□□ Expiry Date □□/□□
CVV Number □□□□ 3 digit security on reverse of card, 4 digits for AMEX card

Cardholder’s Name: 

Signature:                                   Date:

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

Card Billing Address (If different from above):

DOCUMENTATION
I cannot attend but would like to purchase access to the following Document
Portal/paper copy documentation                              Price                       Total
□  Access to the conference documentation 

on the Document Portal                                         $799.00     + VAT    $958.80
□  The Conference Presentations – paper copy    $799.00     -            $799.00

(or only $600 if ordered with the Document Portal)

PAYMENT

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. 

______________________________________________________________________________________________

CONFERENCE PRICES
I would like to attend: (Please tick as appropriate)   Fee                         Total

□      Conference & 2 Workshops                                                           $2997.00
□      Conference & 1 Workshop   AM   □ PM □                                                 $2398.00
□      Conference only                                                                              $1799.00
□      2 Workshops only                                                                              $1198.00
□      1 Workshop only                    AM   □ PM □                                $599.00

PROMOTIONAL LITERATURE DISTRIBUTION 
□  Distribution of your company’s promotional

     literature to all conference attendees           $1598        + VAT   $1917.60
The conference fee includes refreshments, lunch, conference papers, and access to the
Document Portal. Presentations that are available for download will be subject to
distribution rights by speakers. Please note that some presentations may not be available
for download. Access information for the document portal will be sent to the e-mail
address provided during registration. Details are sent within 24 hours post conference.


