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Fighting the fakes

Efficient serialisation strategies

European Medicines Verification System (As described in the

Falsified Medicines Directive)

Serialisation, track and trace, and brand protection programs

SAP Track & Trace - Risk management plans - IT challenges & Solutions
EU and USA: government policies & strategies

Combat cybercrime and illegal online pharmacies

Packaging and Labelling - Assess the current technology landscape and
identify the right solution for your needs

Security and reliability- enterprise-level and online data?

FBI - currently addressing intellectual property crime

Online brand protection and IP infringement
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Dear Colleagues,

Counterfeiting is gravely impacting the pharmaceuticals industry
by causing substantial losses in terms of revenue and credibility.
Counterfeit pharmaceutical products, labelled with the names of
original and legitimate product manufacturers are entering local
markets globally. This has become a matter of serious concern for
pharmaceutical companies, and the threat of lawsuits is a constant
worry. According to a report t is predicted that the global anti-
counterfeit packaging market in food and pharmaceuticals is
forecasted to attain market value of $142.7 billion by 2020 from
$57.4 billion in 2013, growing at 13.9% CAGR during 2013 to 2020’.
The anti-counterfeit packaging market size is estimated to grow
from USD 82.05 Billion in 2015 to reach USD 153.95 Billion by 2020,
at a CAGR of 13.41%. The segments considered for this report are
based on technology, usage feature, end-use sector, and region.
The segmentation based on technology consists of coding &
printing, RFID, holograms, security labels, and packaging designs.
Usage feature involves track & trace technologies, tamper
evidence, overt features, covert features, and forensic markers.

Itis now clear that by early 2019 (or possibly even late 2018), every
pharma manufacturer that supplies Europe - originator, generics
manufacturer, virtual pharma company, parallel traders, re-
packagers or CMO - needs to have adapted their packs,
implemented their tamper evidence capability, to have established
their systems, processes and master data to be in full compliance
with the EU-FMD, otherwise they are no longer in a position to sell
their products in the European Market. In the long-term, we
anticipate the prospects of anti-counterfeit packaging technologies
to remain bright due to an array of innovative and cost-effective
anti-counterfeit solutions, which are expected to be launched into
the market. Growth will be driven by the increasing publicity of
technological solutions for track-and-trace purposes and
serialisation.

It gives us immense pleasure in welcoming you to “5th Annual
Pharma Anti-Counterfeiting & Serialisation 2016 -
“Competences to Combat Counterfeits”

FOR DELEGATE REGISTRATIONS:-

Our potent conference agenda delivering the latest information
and the world class leaders as speakers attract delegates to
attend from around the world. We aim for our attendees to be
equipped with knowledge of latest developments & enable
them to network with the industry key personnel.

Delegate Registration - sponsor.uk@yvirtueinsight.com
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KEY THEMES DISCUSSED AT THIS
CONFERENCE

* Fighting the fakes - Discovering successful business models
- Opportunities & Challenges

» Efficient serialisation strategies: Business Case, Road map
and basic decisions

* Implementation of the European Medicines Verification
System (As described in the Falsified Medicines Directive)

* Discuss your serialisation, track and trace, and brand
protection programs with peers at this interactive session

* SAP Track & Trace: Turning total compliance into a supply
chain value plan

* Risk management plan - Protecting your product

* Joining forces against counterfeits - Mandates for
developing and implementing an effective Anti-
counterfeiting strategy

* IT challenges to integrate track & trace solutions in
production and supply chain

* Smart Packaging and Labeling - Warehouse & Logistics -
Lessons to learn

ANEVENTTO VOW

5th Annual Pharma Anti-Counterfeiting & Serialisation 2016 -
Competences to Combat Counterfeits

Get more from the event, with a broader scope bringing the whole
communications value chain together. Enjoy and make the best out
of our dedicated networking drinks time, meet the leading
companies showcasing the products of tomorrow in the co-located
exhibition. Expand your knowledge of the latest business models
and strategies in the high-level conference.

Learn, Partner, Innovate,
Suceed

WHOWILL YOU MEET

Effective drug packaging design and technologies

enhancing product efficiency, patient and health personnel
security, compliance, ease of use

Compliance, quality control and human behavior: How to cope?
EU and USA: government policies & strategies

Monitor the internet effectively to combat cybercrime and illegal
online pharmacies

Assess the current technology landscape and identify the right
solution for your needs

How to successfully cope up enterprise-level and online data?
Security and reliability

How the FBI is currently addressing intellectual property crime
and partnering with U.S. government agencies?

Online brand protection and IP infringement

Network in our combined exhibition and catering area

Evening networking reception for all attendees

WHY EXHIBIT?

Make Sales
Debut new products
Profile your brand
Meet new business partners
Develop key relationships
Educate pharma and biotech companies

Pharmaceutical manufacturers and distributors, Healthcare professionals, Pharmacists, Serialisation, Track and Trace - Solution
providers, Brand - protection, enforcement, security, integrity and management companies, Drug regulatory agencies, customs and
police, Intergovernmental organizations (IGOs) involved in healthcare and IPR protection, Non-governmental organizations (NGOs)
active in healthcare, Patients’ representatives, Healthcare research organizations, Pharmaceutical associations, Anti-counterfeiting
organizations, Packaging, labeling and converting companies, Authentication technology suppliers, Anti-counterfeiting service

suppliers - IP specialists, investigators, lawyers
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DAY ONE - 14th September 2016

08:30 - Coffee and registration

09:30 - Morning Chair’s opening remarks

MARK DAVISON, CEO, Blue Sphere Health

MARKET ANALYSIS & CURRENT OVIERVIEW

09:40 - GS1 standards - a critical tool in the fight against
counterfeiting

* Standards as a tool to prevent counterfeiting
* Regulatory bodies taking action

* Authentication or traceability - Europe & the world

GLEN HODGSON, Head of Healthcare, GS1

SERTALISATION - TRACEABILITY

10:20 - A practical approach to implementing a serialisation
solution

This industry driven presentation will focus on how a
Pharmaceutical company could design a solution to meet the
market requirements and regulations of Serialisation. It will look at
the main areas of design, build, deploy and support with a
reference to a real life case study example of global deployment.

“This industry requirement cannot be ignored, it is not a case of “if’
or ‘when’ it is a case of how best to implement it”

NICK EDWARDS, Senior Automation Engineer, Zenith
Technologies (Partnered with Sea Vision)

10:40 - Topic TBC

Speaker TBC, JURA

11:00 - Morning Coffee & Networking

CHALLENGES & OPPORTUNITIES

11:20 - Morning Keynote Panel Discussion: Mandates for
developing and implementing an effective Anti-
counterfeiting Strategy

Market analysis - EU, US and RoW markets

e Predicting and dealing with common pitfalls and challenges
» Strategies for conducting global anti counterfeiting
investigations

Safeguarding efficient post-marketing surveillance systems to
detect and mitigate counterfeits

» Will serialisation really bring benefits beyond compliance?
* Identifying and enforcing against networks of online
infringements

Moderator:
MARK DAVISON, CEO, Blue Sphere Health
Panelists:

MAARTEN VAN BAELEN, Market Access Director, Medicines
for Europe

GEOFFROY BESSAUD, Associate Vice-President, Corporate
Anti-Counterfeiting Coordination, Sanofi

LINCOLN TSANG, Partner, Arnold & Porter

BERNARD NAUGHTON, Specialist Clinical Pharmacist,
Oxford University Hospitals NHS Foundation Trust

SANDY EISEN, Chief Medical Officer, Frontline Pharma
Consulting

12:00 - Implementation of the European Medicines Verification
System (As described in the Falsified Medicines
Directive)

* Learn about the latest legal updates of the Delegated
Regulation complementing the Falsified Medicines Directive

* Stakeholders should align and establish national non-profit
organisation to set up national verification systems

* EMVO is offering a blueprint model to support the national
stakeholders

* EMVO has developed a cost allocation model to share the
burden of paying for the verification system.

MAARTEN VAN BAELEN, Market Access Director, Medicines
for Europe

12:40 - Networking luncheon

13:40 - European Medicines Verification System - how to
protect patient from falsified medicines

* Introduction to GIRP European Healthcare Distribution
Association

* Legislative and stakeholder driven background to a European
Medicines Verification System (EMVS) and European
Medicines Verificaiton Organisation (EMVO)- Falsified
Medicines Directive (FDM) and Delegated Regulation (DR)

* Responsibilities and implication for stakeholders - perspective
of distributors
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* Dirive for roll out of national systems through EMVOs
Advance Blueprint approach

MARTIN FITZGERALD, Deputy Director General,
GIRP — European Healthcare Distribution Association

14:10 - Homeland Security Investigations

* HSI Investigative Portfolio Overview

* Combating Intellectual Property Rights Violations
e [PR/Phama Case Successes

e Darknet and IPR/Pharma

MICHAEL S CRABB, Deputy Attache, Homeland Security
Investigations (HSI)

14:40 - Comparative enforcement regimes and recent legal
developments in anti-counterfeiting in the
pharmaceutical sector

e Customs enforcement measures in the EU, US and other
jurisdictions

* Parallel import protections and the ability to deal with grey
market products

* Enforcement options available through law enforcement and
other administrative bodies

* Impact of Brexit on enforcement options in Europe

LISA MEYERHOFF, Managing Partner, Baker & McKenzie
(USA)

JAMES WHYMARK, Senior Associate, Intellectual Property
Team, Baker & McKenzie

15:00 - Innovation at the Gin: How nature disrupted counterfeit
cotton and the learnings for Pharma

BOB MIGLANI, Chief of Business Development, Applied DNA
Sciences

15:20 - Afternoon coffee & Networking

15:40 - Pharma Crime, Anti-counterfeit strategic measures to
protect patients and pharma companies

GRZEGORZ BRZOSKOWSKI, Regional Security Director CEE,
Sanofi

16:10 - Topic TBC

Speaker TBC

16:30 - Introducing IPM 2.0: The only Global anti-
counterfeiting platform, by the World Customs
Organization

* Enable Customs to verify your product unique serial code (via
the IPM Mobile APP), using authentication and track & trace
solutions integration

* Communicate with and provide operational data to Customs
in over 90 countries using 1 platform

* Participate in national, regional capacity building sessions and
multi-country operations

* Receive real time feedback from Customs scanning your
products with [IPM

* Learn how IPM is used to detect supply chain disruptions,
parallel import and grey market challenges

BOB PEETERS, IPM Private Sector - Senior Manager, World
Customs Organization (WCO)

17:00 - Chairperson’s closing remarks and end of conference

17:10 - 18:00 - Networking Drinks - Take your
discussions further & build new

.4

relationships in a relaxed & informal setting 1

DAY TWO - 15th September 2016

08:30 - Coffee and registration

09:30 - Morning Chair’s opening remarks
MARK DAVISON, CEO, Blue Sphere Health

09:40 - Morning Keynote Address - Pharma Anti-
Counterfeiting - What we do about it?

* U.S. FDA - Office of Criminal Investigations (FDA-OCI)
* Case Study: Successful investigation/ prosecution of an
international counterfeit pharmaceuticals

PATRICK HOLLAND, Special Agent In Charge Kansas City
Office, FDA (USA)

SERTALISATION - TRACK & TRACE

10:20 - Implementation of Serialisation and Aggregation at
Boehringer Ingelheim

* Coding Content - Syntax - Data Carrier

e Tamper Evidence

e Set Up in Manufacturing

* Regulatory Requirements

* Impact on Quality and Supply Chain Processes

MAREILE FU$;, Compliance Manager Pradaxa Pharma
Production, Boehringer Ingelheim
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11:00 - Morning Coffee & Networking

11:20 - DISCUSSION WITH EXPERTS - Serialisation -
Identifying your solutions

Discuss over your issues with the conference peers to identify and
to implement the solutions successfully in your organization.
Discuss your serialisation, track and trace, and brand protection
programs at this interactive session. Share your views, find out
what worked and what didn’t work, and learn how others have
tackled your challenges as per their expertise. Please come
prepared for this session with your questions and expertise

Speakers:
MARK DAVISON, CEO, Blue Sphere Health

PETER ILES-SMITH, Head of Technical - GMS IT / Design & IT
Lead - Serialisation, GSK

SEBASTIEN MAUEL, Head of Serialization and Product Security,
Serialization Program Director, Ferring Pharmaceuticals

JUAN MARTIN RAMOS, QA Specialist, Roche
VJEKOSLAYV BENUSSI, CureSync Product Manager, Tradeticity

CYNDI POETKER, Global Serialization Program Manager,
Abbott (USA)

12:00 - “Why and How we use fingerprint Biologics.”

* Biologics Counterfeiting - Scope of the issue

* Measures to fight Pharmaceutical Counterfeiting

* Spectral Authentication (Raman, IR, and NIR) of suspect
products

* Small molecules vs Biologics - Facts and Challenges

* Drop Coat Deposition Confocal Raman (DCDCR) of model
proteins and drug products

JEREMY PETERS, Associate Scientist, Bristol-Myers Squibb
(USA)

12:40 - Networking luncheon

13:50 - Spread the word

* How the fake drugs are distributed?

* Who buys on Internet?

e How to inform the customers about the risk?
* Program for z generation

* What is their reflection?

ERZSEBET ODOR, Country Security Partner, Sanofi

14:20 - Topic TBC
Speaker TBC, PCI Pharma Services

SERTALISATION - PACKAGING TECHNIQUES

14:40 - Smart sand Packaging: Managing the changes in the
process and machine equipment

* Integrating serialisation equipment in packaging lines

* Various scenarios on the packaging line

* Efficiency and optimization

* What are the major factors to take into account for packaging
Barcodes on medication packaging to improve patient safety
and increase supply chain efficiency?

15:00 - Afternoon coffee & Networking

15:20 - Topic TBC

Speaker TBC, Anaqua

MAXIMISING SUPPLY CHAIN SECURITY

15:40 - The supply chain of trust

What the end point should be?
* How it shouldn't be onerous or unnecessarily bureaucratic

SULTAN DAJANI, Community Pharamacist, Royal
Pharamaceutical Society

FIGHTING FAKES - BRAND PROTECTION

16:20 - Intelligence the Golden thread in combating
counterfeiting

PHIL LEWIS, National Expert Observatory Operations and
Projects, Office for Harmonization in the Internal Market
(OHIM)

16:50 - Chairperson’s closing remarks and end of conference

17:00 - End of 5th Annual Pharma Anti-Counterfeiting &
Serialisation 2016

FOR SPONSORSHIP OPPORTUNITIES:-

Sponsorship or exhibition is the best way to speed network
with decision makers. The world leader speakers in our
conferences attract niche delegates from all over the world.
This would be a wonderful opportunity to reach the right
audience and save money and time on all your other
advertising gimmicks. To give you an advertising edge we
constantly update the industry pioneers via emails/news
letter about the event and advertise the event via different

Sponsorship Enquires - sponsor.uk@yvirtueinsight.com
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Registration Form

‘ For Multiple Bookings - Photocopy this form and send it to delegate.uk@virtueinsight.com; Tel:+44 2036120886

Delegate Details:

Title

me [ ] oms [ ] oms [ ] bor[ ]

First Name

Surname

Company

Position

Address

Postcode

Telephone

Fax

Email

How to Pay
(Choose one of the following payment options)

RESERVATION PRICING:

Early Bird - £ 850 + VAT per delegate (Valid till 12th August 2016) O

Standard Rate - £ 1100 + VAT per delegate (Valid From 13th August 2016) O

PAYMENT:

Please send me a VAT invoice

[ ]

I enclose a cheque for £ ‘ ‘

Please charge my card £ ‘ ‘

I EEEN
]

NN
HErnn
|

Card Number

Security No

Expiry Date

Cardholder’s Name

Cardholder’s Registered Address ‘ ‘

Signature

Our purchase order no.is ‘

Payable to Virtue Insight Events Ltd

Card type: Visa |:| Mastercard |:| Maestro |:|

(Please note that we do not take Amex card payments)

FOR BANK TRANSFER:

Account Name - Virtue Insight Events Ltd Account Number - 53278603

Bank Name - Barclays Bank PLC Sort Code - 20-84-20

SWIFT Code: BARCGB22 IBAN Code: GB36BARC20842053278603

ROUTING Code: 026002574

3 for 2 Offer

*Only few more seats left

TERMS AND CONDITIONS:

Payment terms: Virtue Insight requires the full amount to be paid
before the conference. We may refuse entry to delegates who have not
paid their invoice in full.

Cancellations: Delegates and vendor are subject to the following
charges and refunds upon withdrawal or cancellation.Between 2-3
month’s prior 75% cancellation fee/ 25% refund.Less than 2 months
prior to the event Full cancellation fee / No refund.

Administration Fee: If you cancel your participation (once confirmed)
and haven't paid the attendance fee you will be liable to pay an
administration fee of £ 200 + VAT

Substitutions/Name Change: 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. This can be done at not extra cost.

Presentation: If you cannot attend the conference, you can still
purchase the presentations for £ 400 + VAT

Indemnity: Virtue Insight reserves the right to make alterations to the
conference/executive briefing content, timing, speakers or venue
without notice. The event may be postponed or cancelled due to
unforeseen events beyond the control of Virtue Insight. If such a
situation arises, we will refund your registration fee and we will try to
reschedule the event.

Fee: The conference fee includes lunch, refreshments and conference
papers provided on the day. This fee does not include travel or hotel
accommodation.




