Clinical Trial Logistics

EUROPE'S LEADING CLINICAL TRIAL LOGISTICS EVENT

KEY SPEAKERS:

* Lesley George, Supply Chain Lead, Pfizer

* Riekert Bruinink, Member of the GDP drafting Group of the
EMA, Dutch Health Care

* Vimal Unewal, Planning Manager, Ferring Pharmaceuticals Lid

* Vanessa Simm, Senior Operations Manager, Allergan

* Chris Jones, Distribution Manager, R&D Supply Chain,
AstraZeneca

* Janice Kite, Traceability Director Healthcare, GS1

* Layla Hannbeck, Head of Pharmacy Services, National
Pharmaceutical Association

e Andrea Gruber, Manager Business Process & Standards, IATA

* Chris Jones, Distribution Manager, R&D Supply Chain, AstraZeneca

* Michele Ingravallo, Director of Business Innovation and
Transformation, Alliance Boots

And many more...

NEW EXPANDED EVENT FOR 2014:

* More panel discussions, more case studies and more speakers
than ever before

* Find out the latest information on GDP regulations and their
application to clinical frials

* Enhanced networking for delegates through the use of roundtables

* Focus sessions on GDP regulations and trials in emerging markets

* Refreshed programme focusing on the latest issues

from across the globe
PHARMA

ATTEND FOR:
£999
PLUS AN INTERACTIVE HALF-DAY PRE-CONFERENCE WORKSHOP
Tuesday 20th May 2014, Marriott Regents Park, London, UK

Virtual Logics: Managing quality and user acceptance testing

Workshop Leader:
Nimer Yusef, Consultant and Founder, Trial-Brain
8.30 - 12.30

feel safe

Sponsored by & berl i n ge r Catalent/ We measure it. f{=1:1
y 4

www.clinical-trial-logistics.com

Register online or fax your registration to

+44 (0) 870 9090 712 or call +44 (0) 870 9090 711




830 REGISTRATION & COFFEE

9.00 Chairman's Opening Remarks

Andrea Gruber, Manager Business Process & Standards, IATA

OPENING ADDRESS / KEYNOTE ADDRESS
9.30 Dispelling the myths on GDP compliance in clinical trials

* Legal requirements or best practices: A look at
variations between EU member states

* What is legally required

¢ What is likely to be enforced

Riekert Bruinink, Member of the GDP drafting Group of

the EMA, Dutch Health Care Inspectorate

10.10 Morning refreshments and networking in the

exhibition area

10.40 PANEL: Clinical trial supply chain challenges and

comparisons

* What measures do you have to consider with a clinical
trial chain compared to a commercial chain?

* How and when should your CTL comply with GDP
regulatfions?e

* Managing tfemperature controlled products in
emerging markets

Moderator: Bob Hayes, Director, Cold Chain Consultants

Panellists:

Vanessa Simm, Senior Operations Manager, Allergan

Vimal Unewal, Planning manager, Ferring

Pharmaceuticals Ltd

Prof. Dr. Vladimir V. Anisimoyv, Sr Strategic Biostatistics

Director, University of Glasgow

Chris Jones, Disfribution Manager, R&D Supply Chain,

AstraZeneca

11.30 GS1 Standards: Enabling supply efficiency
* Who we are and what we do
* The case for global supply chain standards
* Enabling regulatory compliance, e.g. EU Falsified
Medicines Directive
* Improving Patient Safety and Supply Chain Security
through Traceability: Products, People, Processes

Janice Kite, Traceability Director Healthcare, GS1

Platinum Media Partner Gold Media Partner Silver Media Partner
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12.10 Networking Lunch in the exhibition area

SUPPLY CHAIN EFFICIENCY AND OPPORTUNITIES

1.50

2.30

3.10

3.40

&
)
o

AFTERNOON KEYNOTE

4.50

5.30

Managing supply chain efficiency
¢ Replenishment by buffer system model, consumption
driven

* Impact on end-to-end supply chain (Patient - CRO -
Manufacturer — Vendors(suppliers))

* Impact on stock levels

Vimal Unewal, Planning Manager, Ferring

Pharmaceuticals Ltd

How can you optimise pharmaceutical road transit

e Current supply chain challenges

¢ Where are the delays occurring?

* What can you do to reduce cost and optimise deliveries
Peter J Cullum, Head of International Affairs, Road
Haulage Association

Afternoon refreshments in the exhibition area

NPA: How can big pharma support pharmacy distribution
in product development stages?

* About the NPA

* Key challenges in pharmacy supply

» EU distribution challenges

Layla Hannbeck, Head of Pharmacy Services, National
Pharmaceutical Association

KEYNOTE SESSION: Overcoming key inefficiencies in your

supply chain

* How can efficient management ensure cost savings in
CTS chains?

* Effectively monitor delays in frial shipping

¢ |dentifying your weak spots and how to overcome
these

Harvey Rubin, Professor of Medicine, Microbiology and

Computer Science, University of Pennsylvania

The evolution of patient recruitment for Clinical trials via

Community pharmacy

* Ways of completing the recruitment cycle

* The pharmacy role and involvement within Clinical trials

¢ The Clinical trials integrated model in collaboration with
the community pharmacy

Mr. Michele Ingravallo, Director of Business Innovation &

Transformation, Alliance Boots

Chairman's Closing Remarks and Close of Day One

Register online at: www.clinical-trial-logistics.com e
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DAY TWO | 22ND MAY 2014

8.30

9.00

9.10

REGISTRATION & COFFEE 1.50

Chairman's Opening Remarks
Andrea Gruber, Manager Business Process & Standards,
IATA

OPENING ADDRESS / KEYNOTE ADDRESS

Managing the challenges of clinical supplies in third

party blinded studies

¢ Review of different scenarios that may be
encountered

* What are the options when defining your blinding
strategy?e

* What can go wrong? Identifying risks and mitigations

Lesly George, Supply Chain Lead, Pfizer

MANAGING RISK IN THE SUPPLY CHAIN 2.30

9.50

10.30

11.00

CASE STUDY

11.40

>
(=)
=
n
9
%
(6]

12.20

Fax: +44 (0)870 9090 712 < Tel: +44 (0)870 2090 711

BRITISH
sl PHARMACOLOGICAL

SOCIETY

Logistical challenges and strategies for emerging
markets: Russia and Ukraine

e Case studies in emerging markets for clinical frials
* How fo aceelerate-clinieal trials

e Supply chain optimization

ROUND TABLE

Angus Mcleod, Sr. Manager, CTS, Catalent

Morning coffee and refreshments in the exhibition area

CASE STUDY: Overcoming challenges in the clinical

supply chain 3.10

¢ |[dentifying a smart approach to ambient temperature
confrolled shipments

¢ At which development stage does a switch from cost

of goods to transfer prices make commercial sense 3.50

* How can we implement the IVRS in a smart way, with
regards to costs, for reconciliation

Frauke Bruns, Clinical Trial Supplies Group Leader,

Actelion Pharmaceuticals

CASE STUDY: Clinical Trial Supply Chain & Risk
* Not Measuring the Risk

e Tools to measure Risk

¢ Which Risk Level is acceptable

Nimer Yusef, Consultant and Founder, Trial-Brain

Networking Lunch in the exhibition area 4.30
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Clinical Trial Logistics 2014

PANEL: Discussing efficient methods used when labelling

and packaging products

* What's the right solution for global labelling
inefficiency?

* Managing time and temperature sensitive labelling

Peter J Cullum, Head of International Affairs, Road

Haulage Association

Martin Dearden, Corporate Microbiologist, UCB

INTERACTIVE ROUND TABLE: Crisis management:
What to do when the worst has come to pass

* Best practices when dealing with crises

* How can you ensure trial validity

* What you can do to get back on frack

Bob Hayes, Director, Cold Chain Consultants

Afternoon refreshments in the exhibition area

Avoiding counterfeit medicines entering trials

* Falsified Medicines Directive and its impact on logistics
*Opportunities and threats

* How to protect your supply chain

Mike Isles, Executive Director, European Alliance for

Access to Safe Medicines

Chairman’s Closing Remarks and Close of Day Two
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HALF-DAY PRE-CONFERENCE WORKSHOP

TUESDAY 20TH MAY 2014 | MARRIOTT REGENTS PARK | LONDON, UK

B: Virtual Logics: Managing quality and user acceptance testing
Workshop Leader: Nimer Yusef, Consultant and Founder, Trial-Brain

Overview
Learn how to effectively approach UATs for IVRS in clinical Trials. Why are we performing UAT, how we are performing them and what
tools you need to support them. And get a glimpse in to what happens and can happen during UAT and how to deal with it.

Agenda
830 Regisiration & Coffee Refreshment break
9.00 Welcome & Introductions Session 3 - Support your UAT

* Processes Overview
9.10 Session 1 - Why performing IVRS UATs * Tools you need

* Regulatory Background K Session 4 - The UAT
* Why IVRS is so crifical ¢ Examples
* Typicals Problems and how
Session 2 - The Perfformance to deal with them
* Case Studies
* Vendor Scripts Chairman'’s Closing Remarks

Close of Workshop

About the workshop host

My name is Nimer Yusef, | am a mathematician with a strong IT background. | had my first contact with the clinical research industry in 1998
at the CRO ICRC Weyer. From 2002 to 2012 | worked for Parexel International in the areas of IVRS and Clinical Trial Logistics, holding different
positions. | was involved as software developer and validation engineer for IVRS. | experienced all the day to day problems with these systems
and was also responsible for the 24/7 hotline, which enabled me to identify and solve the key issues for the business. Later | took over
responsibility as project manager for the setup and operations of these systems and developed innovative systems in the area of Inventory
Management, Dynamic Labeling, Cold Chain Management and the regular requirements for narcotics in Germany. | gained essential
experiences as a Clinical Trial Supply Manager and was responsible for the setup of studies in the area of Clinical Trial Supply, which has
influenced my perspective of IVRS in clinical frials dramatically. Within the logistics department, | was responsible for the training and coaching
of colleagues for the implementation of clinical studies with IVRS. This included the study setup, change implementation and frouble shooting.
| frained and mentored colleagues to take over responsibility as IVRS consultants. Moreover, | developed standards with IVRS vendors. Since
2010 | offer my expertise as an independent trainer & consultant under the label Trial Brain. | operate on the tactical as well as on the
strategical level. | am also an expert in the area of Clinical Supply Simulations and Forecasting.

About Trial Brain

Trial Brain is a management organization that can perform up to the full IVRS Management from Vendor

Selection through URS development to study conduct including also UAT preparation and performance. It %tn
is support from highly professional frainings in the area of IVRS & Logistics in Clinical Trials.
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{ J
Enhanced _ adnl . .‘ . A Renewed
Networking - | /4 Programme
More networking . : f Y 44 Focus your business plans

lunches, dinners and " i} ey 4/ with discussions from some
roundtable discussions to 3 of the leading figures in

help you build new e Y i ' Clinical Trial Logistics and
contacts and strengthen L A ’ \ supply globally

existing relationships Y A I existing relationships

Interactive Panel g Workshop
Discussions Gain in-depth

- *‘ . . . .
Share your view points, ; \_ ClIﬂICGl Tncﬂ knowledge and advice

and have your questions |r:1 TIOW fo sofll:/e 1_he key
answered during i = M . challenges affecting your
interactive debate - ’ I_Og |ST|CS o supply chain by
sessions attending our half day

En hO nced workshops

1 R

| 4
Online networking i e World leading
Maximise your - — : exhibition
effectiveness at the | Featuring the leading
conference by contacting logistics partners and
" delegates before the suppliers to the

4 event on the dedicated pharmaceutical industry
/ Linkedin Group globally

Joining a global delegation of pharmaceutical logistics organisations:
Companies that have previously attended include:

* Abbott Healthcare Products * Celgene * IPSEN * Sanofi Aventis

* Actelion Pharmaceuticals * CSL Behring ¢ Johnson & Johnson * Shire Pharmaceuticals
* Allergan * Eisai Europe Global Clinical Operations * Teva Pharmaceuticals
* AstraZeneca * Eli Lilly * Novartis Pharma * UCB

* Bayer Healthcare * F Hoffman La Roche * Novo Nordisk ¢ Vertex

* Biogen Idec * Ferring Pharmaceuticals * Perrigo

* Boehringer Ingelheim * GlaxoSmithKline * Pfizer

Sponsored by

Berlinger & Co AG is a leading Swiss manufacturer of temperature monitoring systems. For more than 25
& be rl i n ger years, Berlinger & Co. AG provides the industry with reliable and easy to use temperature indicators. With

our online data management & cenfral monitoring solution ,,smartview", you can optimize your workflow
and automate process steps. All our systems are WHO/UNICEF approved. www.berlinger.ch

feel safe

Catalyst Tailored solutions from a global leader. With more than 25 years of clinical trial supply experience,

/ we have the resources and expertise to deliver cost effective and time sensitive solutions around the world.

Catalent Whether you are seeking standalone support or a comprehensive package, we have the right solution for
~ you. www.catalent.com

fransport or the health sector. Testo will be showcasing their range of Data Loggers, including the brand
new Testo 184 Logger and Saveris Data Monitoring System, which is especially suited for the transportation

Testo instruments are the solufion for every application, whether it is in laboratories, cleanrooms, storage,
We measure it. @
of pharmaceuticals. www.testolimited.com

SPONSORSHIP AND EXHIBITION OPPORTUNITIES
SMi offer sponsorship, exhibition, advertising and branding packages, uniquely tailored to complement your company's
marketing strategy. Should you wish to join the increasing number of companies benefiting from sponsoring our conferences
please call: Alia Malick, SMi Sponsorship on +44 (0)20 7827 6168 or email: amalick@smi-online.co.uk



CLINICAL TRIAL LOGISTICS 2014

Conference: Wednesday 21st and Thursday 22nd May 2014, Maniott Regents Park Hotel, London, UK Workshop: Tuesday 20th May 2014, London

4 WAYS TO REGISTER

www.clinical-trial-logistics.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 Street, London, SE1 0BS, UK
e N\ 7 N
. IIEDAI‘STEYO?J zI.ID. D Book by 31st March to receive a £100 discount off the conference price )
\ JE CONFERENCE PRICES
( Unique Reference Number ) ] . .
I would like to attend: (Plecse tick as appropriate)  Fee Total
\_ Our Reference LV P-106 ) | PHARMACEUTICAL COMPANIES
[] Conference only £999.00 +VAT £1198
DELEGATE DETAILS [] Conference and Workshop £1598.00 +VAT £1917.10
Please complete fully and clearly in capital letters. Please photocopy for additional delegates. D Workshop Only £59900 +VAT £71 880
Title: Forename: COMMERCIAL ORGANISATIONS
surname: [] Conference only £1499.00 +VAT £1798.80
Job Tille: [] Conference and Workshop £2098.00 +VAT £2517.60
: [] Workshop only £599.00 +VAT £718.80
Department/Division:
Company/Organisation: PROMOTIONAL LITERATURE DISTRIBUTION
Email: [] Distribution of your company's promotional
Company VAT Number: literature fo all conference attendees £999.00 + VAT £1198.80
Address: The conference fee includes refreshments, lunch, conference papers and access
- to the Document Portal containing all of the presentations.
\. J
Town/City:
) LIVE STREAMING/ON DEMAND/ DOCUMENTATION
Post/Zip Code: Country:
Direct Tel: Direct Fax: Unable to travel, but would like to watch the conference live, ask questions,
Mobile: participate as if you were in the room. Price Total
- - - [] Live Streaming £999.00 + VAT(UK) £1198.80
Switchboard: [] Ondemand £599.00 + VAT (UK) £718.80
signature: Date: (available 24 hours after the event)
| agree to be bound by SMi's Terms and Conditions of Booking. D Access fo the conference documentation
ACCOUNTS DEPT on the Document Portal £499.00 + VAT £598.80
[] The Conference Presentations - paper copy ~ £499.00 - £499.00
Title: Forename: L (or only £300 if ordered with the Document Portal) )
Surname:
Email: PAYMENT
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-106 and the delegate’s name. Bookings
made within 7 days of the event require payment on booking, methods of payment
Town/City: are below. Please indicate method of payment:
Post/Zip Code: Country: D UK BACS Sort Code 300009, Account 00936418
R R ] wire Transfer Lloyds TSB Bank plc, 39 Threadneedle Street, London, EC2R 8AU
Direct Tel: Direct Fax: Swift (BIC): LOYDGB21013, Account 00936418
\ / IBAN GB48 LOYD 3000 0900 9364 18

Ch W | t Sterli h d UK bank.
V E N U E Mariott Hotel Regents Park, 128 King Henry's Road, London, NW3 3ST % Creec:fu (e:ur d \:\eV(i:sc;n ODnI\t\Z;:ere(?or derll_j i\fnefiiL(;isExrp?\gsZ ena an

l:l Please contact me to book my hotel All credit card payments will be subject to standard credit card charges.

Alierpaiively calltus on +44 (0) 870 9090 711, Card No: I:“:":”:‘ I:":”:”:I DDDD DDDD
\emanl: hotels@smi-online.co.uk or fax +44 (0) 870 9090 712 ) Valid From DD/DD Expiry Date DD/DD

Tel'mS Gnd COndiﬁOI‘\S Of BOOking CVV Number D[”:”:‘ 3 digit security on reverse of card, 4 digits for AMEX card

Payment: If payment is not made at the fime of booking, then an invoice will be issued and must be s
paid immediately and prior fo the start of the event. If payment has not been received then credit Cardholder’'s Name:
card details will be requested and payment taken before entry to the event. Bookings within 7 days
of eventrequire payment on booking. Access to the Document Portal will not be given until payment .
has been received. Signature: Date:

Substitutions/Name Changes: If you are unable to attend you may nominate, in wiiting, another | agree fo be bound by SMi's Terms and Conditions of Booking
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 aftendance 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 cancellafion is made in wiiing and received at least 28 days prior to the start of the event.
Regretfuly cancellation after this time cannot be accepted. We wil however provide the
conferences documentation via the Document Portal o 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 fo
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 alferafions fo the content, speakers, fiming, VAT
venue or date of the event compared fo the advertised programme.

Data Protection: The SMi Group gathers personal data in accordance with the UK Data Protection
Act 1998 and we may use s fo contact you by telephone, fax, post o email to tellyou about other VAT at 20% is charged on the attendance fees for all delegates. VAT is also charged on live
products and services. Unless you tick here [[] we may also share your data with third parties offering . ) o, .
complementary products or services. If you have any queries or want to update any of the data that Streaming, on Demand, Document portal and literature distribution for all UK customers and
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 for those EU Customers not supplylng a rengTI’OTIOﬂ number for their own country here.
attached lefter.

Card Billing Address (If different from above):

s
g

/. /

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



