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» Stephen Todd, Chair of GDP Expert Circle, PIC/S;
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Cold Chain Distribution

Day One | Monday 12th December 2016

08.30 Registration & Coffee 13.30

09.00 Chairman’s Opening Remarks

@ Tony Wright, CEO, Exelsius
EET

ARE YOU GDP COMPLIANT? B

09.10 OPENING ADDRESS: The Role of PIC/S in the International

Harmonisation of Regulatory Inspections across 6

Continents

¢ Who is PIC/S?2 Role and responsibilities

¢ Challenges of international harmonisation of regulatory
inspections

Stephen Todd, Chair of GDP Expert Circle, PIC/S; Senior GDP

Inspector, MHRA

Authority Inspection of GDP, With Focus on Cold Chain

Issues

* Authority focus during GDP/ cold chain inspection, in
relation to new GDP guidelines

e Examples of common authority observations from GDP
inspections

Thomas Vestergaard Pedersen, Medicines Inspector,

Danish Medicines Agency

14.50

15.20

Myth Buster — Regulatory Quick Fire

In this session delegates will get the chance to ask

= regional regulators questions to clear any GDP and
cold chain distribution compliance concerns.
Panellists:

Thomas Vestergaard Pedersen, Medicines Inspector,
Danish Medicines Agency

Stephen Todd, Senior GDP Inspector, MHRA

10.50 Morning Coffee & Networking Break

HOW COLD SHOULD IT BE? OVERCOMING
TECHNICAL COLD CHAIN CHALLENGES

11.20 IATA’s Initiatives in Supporting Temperature-Controlled
Distribution for Pharma
¢ How to ensure compliance with regulatory requirements?
* How is the industry responding to IATA's Certification
(CEIV) programme?
* How will this impact on the routing of temperature-
‘ controlled supply chaing
';,j) * What are the next steps to ensure the future of air cargo?
_I"= Andrea Gruber, Senior Manager, Special Cargo, IATA

12.00

3
e
J

12.40

Enhanced Expectations — The Evolution of Temperature

Control!

* Speciality products necessitate specialist solutions

* More than a box — the development of temperature
controlled packaging systems

* Data driven decision making and risk mitigation

David Spillett, Key Account Director, World Courier

D)

16.40
17.00

Networking Lunch

How Much Control Do You Have? Maintaining the Chill

throughout the Supply Chain

e From first mile to last — determining points of transfer
and defining a risk mitigation plan to avoid
temperature glitch

* Real time temperature surveillance and monitoring

* How fo tfackle temperature-sensitive shipment?e

Yoram Eshel, Senior Director, Global Transportation and

Logistics, Teva Pharmaceuticals*

Remote QP Assessment of ATMPs and Supply Chain Controls
e Infroduction to ATMPs

* Special requirements for ATMP supply chains

* QP oversight of the ATMP supply chain

* Challenges presented by remote assessment

Tim Holliday, Qualified Person, PCI Pharma Services

Afternoon Tea & Networking Break

COLD CHAIN DISTRIBUTION PLANNING

Future Challenges for the Cell-and Gene Therapy Supply Chain

e Background of the Cell and Gene Therapy Catapult
and how we enable companies to move forwards?

e Summary of the current supply chain

e Future growth as an operational pressure

* Enabling a viable cell and gene therapy supply chain at

commercial volumes
Simon Ellison, Head of Commercial, Cell and Gene

Therapy Catapult

Cold Chain Board Room

- Roundtable Discussion Part 1

Take advantage of this Executive Roundtable

session to engage in interactive and open

dialogue with industry colleagues to seek common

solutions to your CCD problems!

* How to interpret and franslate GDP regulations into
everyday practice?

* Quality assurance and validation — how fo mitigate risks
and what measures should we take o enhance QA study?2

* 3PL engagement — due diligence and collaboration:
Challenges with contractors and sub-contractors

Moderated by:

Mark Edwards, Managing Director, Modalis Ltd

Stephen Mitchell, Quality & Compliance Manager, Global

Logistics, GSK

Chairman’s Closing Remarks and Close of Day One

Drinks Reception Hosted by World Courier
M World Courier
AmerisourceBergen
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Cold Chain Distribution

Day Two | Tuesday 13th December 2016

08.30 Registration & Coffee

09.00 Chairman’s Opening Remarks

3 David Spillett, Key Account Director,
*F ] World Courier

EMERGING MARKETS — ARE THEY STILL EMERGING?

14.10 KEYNOTE ADDRESS: Inspired by Supply Chain in Africa

* Supply chain set-up in an epidemical region

HOW DO YOU SHIP?  Cultural differences and how to cope with it

09.10 OPENING ADDRESS: Exploring the Optimal Temperature-
Controlled Freight Options
* |s air freight still the best solution?
* Experience so far on ocean freight: Quality of supply
chain
¢ Constraints and scheduling considerations
* What if things go wrong? Defining responsibilities and
insurance strategy upfront
* Looking beyond - other options
E‘ Saddam Hug, Senior Manager, Quality for Distribution
= & Cold Chain Management, GSK

09.50 An Evaluation of Transport Modes for Pharmaceutical
Shipments
* Characteristics of each freight mode
¢ Risks and benefits of the varying modes

’ * Analysis of speciality (pharmaceutical) services
Mark Edwards, Managing Director, Modalis Ltd

10.30 Morning Coffee & Networking Break

11.00 Blood Supply Temperature Control Chain
¢ Protecting donations
¢ Regulatory and safety environment
« Effective, low cost solutions
a Dave Edmondson, Head of Manufacturing and Product
W Development, NHS Blood & Transplant

11.40 Reliability in Cold Chain Air Transports

* Understanding your customer needs

e Improved fransparency in pharma air cargo transports
.& ¢ Value through customer collaboration

Fredrik Wildtgrube, Head of Global Sales, Finnair

12.20 Networking Lunch

13.30 Direct-to-Patients: Translating Thoughts into Actions
* Why would last mile distribution be different and more
challenging?
* |f's not just about fechnology but ethics
* Developing a pioneering customer-centric distribution
— strategy and supporting activities
@« Didier Basseras, Vice President, Clinical Supply Chain
=) Operations Head, Sanofi R&D

* How we all can make a difference
@ Gino Vleugels, Senior Manager Temperature Control
EMEA, Johnson & Johnson

14.50 Afternoon Tea & Networking Break

15.20 Selecting Your Long-Lasting Partners
* Partner qualification — screening of your contractors
and sub-contractors for their competencies
¢ Understanding local compliance and clearing
potential risks
¢ On-going partner management
ﬂ Robert Potts, Director, International Quality, Vertex

Pharmaceuticals (Europe) Lid

16.00 Cold Chain Board Room
- Roundtable Discussion Part 2
Take advantage of this Execufive Roundtable
session to engage in interactive and open
dialogue with industry colleagues to seek common
solutions to your CCD problems!
e Streamlining your cold chain operations while adapting
to the increasingly complex supply chain requirements
* How to work with your suppliers and 3rd parties in a
compliant manner — defining liabilities and responsibilities
* What do you need most for a temperature-confrolled
5 distribution operation? Technologies or protocols?
g Moderated by:
’ David Spillett, Key Account Director, World Courier
Mark Edwards, Managing Director, Modalis Ltd

16.40 Chairman’s Closing Remarks and Close of Day Two

*Session details subject to final confirmation

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

your services to this market?
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"""""" Contact Julia Rotar,
SMi Marketing on

Pharmaceutical Pharmaceutical- NS¢ ') PROJECT PTRP. * Technolo @ +44 (0) 207 827 6088 or
e . || 3 y ~y/) CARGO acience . A
2 ""'J[IIGE Outsourcing EEEEE'L‘WJEEL‘? C{& NETWORK e UFO email: jrotar@smi-online.co.uk

ax your registration to +44 (0)870 9090 712 or call +44 (0)870 2090 711




Cold Chain Distribution
12th - 13th December 2016

Cold Chain Distribution Altendees Cold Chain Distribution Altendees
2014 and 2015 by Industry Sector 2014 and 2015 by Region

Regulatory 7% APAC 7%
9 v 7% Europe 35%

(excluding UK)

Suppliers 35% Academia 2% USA 13%

Pharmaceutical 56% UK 45%

Who should attend this conference:

You should aftend this event if you work in the Pharmaceutical Industry with responsibilities in supply chain, cold chain,
logistics, distribution, packaging, operations, production, manufacturing, quality assurance and compliance.

Audience include:
Directors, VPs, Chiefs, Heads, Principals, Managers of:

e Cold Chain ¢ Infernational Supplies

* Logistics * Quality Assurance & Compliance

e Distribution e Operations

¢ GMP Compliance/ Inspection ¢ Manufacturing

* Packaging * Demand Planning & Customer Operations

¢ Clinical Logistics

Cold Chain Distribution 2015 Attending Organisations Included:

* Abboftt * Norgine Ltd

* Actelion Pharmaceuticals UK Ltd. * Pfizer

* Baxalta * Roche

* Cell Therapy Catapult * Sandoz International GmbH

* Genzyme Corporation * Sanofi-Aventis

e GlaxoSmithKline e Takeda Pharmaceuticals Europe Ltd
* GW Pharmaceuticals Ltd * Wockhardt UK Limited

e GlaxoSmithKline * Pfizer

e Hexal AG ¢ Napp Pharmaceuticals

* MHRA

* Mundipharma International and many more...




Cold Chain Distribution

12th - 13th December 2016

Lead Sponsor

m World Courier-

AmerisourceBergen

World Courier

World Courier is a global specialty logistics company that designs world-class
logistics and supply chain programs in complete alignment with our customers’
business goals. Pharmaceutical companies rely on us because they value the
peace of mind that comes with our unsurpassed knowledge, global reach
and flawless supply chain execution. Each trusted partnership we form with a
customer is deeply rooted in our shared vision of improving global health. With
2,000+ associates in more than 140 offices across the globe, we offer solutions
that instil confidence in the on-time, on-temperature delivery of critical products.
When frust is absolutely essential, there's only one choice: World Courier.
www.worldcourier.com

Proudly Sponsored by

& berlinger

feel safe

Berlinger

Berlinger & Co. AG, founded in 1865, is a family run company based in Switzerland,
in the middle of the idyllic valley of Toggenburg. Today the name Berlinger stands
for innovative technology to the benefit of our two main business portfolio: reliable
and easy to use temperature monitoring systems and internationally standardised
doping control systems. Above all, Berlinger stands for openness, quality and fairness.
www.berlinger.ch

\

_’ Eberspacher

Eberspacher UK

Eberspaecher UK, a wholly owned subsidiary of Eberspaecher Climate Control
Systems GMBH & Co KG. is the market leader in the supply of independent heaters,
air conditioning and climate control solutions for all vehicle transport applications.
Climate systems combine an independent heater and an air conditioning system
to provide fully automatic temperature control in the vehicle ideally suited for GDP
compliance applications.

In addition Eberspaecher distribute a wide range of portable refrigerated and
heated insulated containers used throughout Europe for the transport of temperature
sensitive drugs, vaccines and bio-medical products.

www.eberspacher.com

EMBALL'ISO

Emball’iso is a world leader in the design and manufacture of high performance
temperature controlled packaging systems for the transport of thermolabile
pharmaceutical products with production sites in France, the UK, Germany, China,
India, Brazil, Singapore and the US. With 26 years of experience, we supply systems
capable of carrying a single vial, to airfreight pallet shippers for use in conjunction
with unit load devices. Available flat packed, modular or fully assembled and ready
fo use.

We offer a range of value added services including but not limited to turn key
projects, infegrated solutions and monitoring services. Emball’iso, delivers quality,
everywhere, just like you.
www.emballiso.com/en/

FINNAIR

Finnair Cargo serves 15 Asian and North American long-haul destinations out of
Helsinki, and over 60 destinations in Europe. Finnair's new COOL Nordic Cargo hub,
with a 3000 sgm Pharma area opens in May 2017 and the new A350 aircraft will grow
Finnair's long-haul cargo capacity by 50% by 2020.

www.finnaircargo.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 indusiry.

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




COLD CHAIN DISTRIBUTION

Conference: Monday 12th & Tuesday 13th December 2016, Park Plaza Victoria, London, UK

4 WAYS TO REGISTER
wwww.coldchain-distribution.com

POST your booking form to: Events Team, SMi Group Ltd, 2nd Floor
South, Harling House, 47-51 Great Suffolk Street, London, SE1 OBS, UK

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

( Unique Reference Number

L Our Reference LVP-190

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:
Direct Tel:
Mobile:
Switchboard:

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

ACCOUNTS DEPT
Title:

Country:

Direct Fax:

Date:

Forename:

Surname:

Email:

Address (if different from above):

Town/City:
Post/Zip Code: Country:
Direct Tel: Direct Fax:

VE N U E Park Plaza Victoria, 239 Vauxhall Bridge Road, London SW1V 1EQ UK

Ve
\\§

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

J
Terms and Conditions of Booking

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 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
delegate fo 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 fo 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 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 confact 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 fo update any of the
data that we hold then please contact our Database Manager databasemanager@smi-online.
co.uk or visit our welbsite www.smi-online.co.uk/updates quoting the URN as detailed above your

address on the attached letter.
g J

[] Book by 30th June to receive £400 off the conference price
[] Book by 30th September to receive £200 off the conference price
|:| Book by 31st October to receive £100 off the conference price

EARLY BIRD
DISCOUNT

CONFERENCE PRICES

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

] Conference only £1499.00 + VAT £1798.80
[[] Gala Dinner - Exclusive to pharma and biotech companies only
and subject to final approval and availability

PROMOTIONAL LITERATURE DISTRIBUTION

[ Distribution of your company’s promotional
literature to all conference attendees

Total

£999.00 + VAT £1198.80

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.

-
\

DOCUMENTATION

| cannot attend but would like fo purchase access to the following

Document Portal/paper copy documentation Price Total
[] Access to the conference documentation
on the Document Portal £499.00 + VAT £598.80
[] The Conference Presentations — paper copy £499.00 - £499.00
(or only £300 if ordered with the Document Portal)
\_ J

PAYMENT

Payment must be made to SMi Group Ltd, and received before the event, by one of the

following methods quoting reference P-190 and the delegate’s name. Bookings made within

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

[J uk BACS Sort Code 300009, Account 00936418

D Wire Transfer Lloyds TSB Bank plc, 39 Threadneedle Street, London, EC2R 8AU
Swift (BIC): LOYDGB21013, Account 00936418
IBAN GB48 LOYD 3000 0900 9364 18

D Cheque We can only accept Sterling cheques drawn on a UK bank.

[] Credit Card O Visa [ MasterCard [ American Express

All credit card payments will be subject to standard credit card charges.

caranor [T IO CICIC ] IO
Valid From I:II:I/I:II:I Expiry Date I:II:I/I:II:I
cvv Number [ [ ][ ][] 3 aigitsecurity 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):

-
\

VAT at 20% is charged on the attendance fees for all delegates. VAT is also charged

on Document portal and literature distribution for all UK customers and for those EU
Customers not supplying a registration number for their own country here.

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



