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The Only Meeting That Allows You to:
© Ensure you are ready for the new 2016 European UDI guidelines with GS1, GMDN and HIBC
© Stay up-to-date on GUDID and how it will align with EUDAMED with the FDA

© Network with and hear from device manufacturers, healthcare providers and standards bodies, all in
the same room

© Work on the practical aspects of UDI integration, from labels and scanners to printing and packaging,
and improve your project efficiency

© Ensure your Master Data Management is set up for GUDID, EUDAMED and supporting your organisation
optimally
© Overcome the challenges of awkward packaging for labels and discuss Direct Marking

© Look beyond the immediate compliance necessities of UDIs to the wider benefits - both for
businesses and for patients

Exciting for 2016! “Good variety of speakers
from various organisations

Focus on the manufacturer-provider relatlonshlp - how device and extremely valuable to
manufacturers can support healthcare providers and vice versa, for the learn from the experiences of
benefit of the patient others”

UK NHS case study - the challenges of implementation and clear ROI ~ MERCK MILLIPORE
of UDIs

Master Data Management - compliance with GUDID and EUDAMED,
but more than that - gaining benefits through MDM for the wider

2016 Sponsor

NicelLahel

SliboSystems

+44(0)207 0361300 enquire@iqpc.co.uk

business



UDIs & Traceability

for Medical Devices Forum arv.1ea
Gl e

\
I

800.555.1234 (USA) 7704

78808 90

Dear Colleagues, ’
As the European healthcare regulatory landscape stands on
the brink of change, the FDA Class Il deadline in September
fast approaches, the UK NHS complete the first couple of UDI
integrations following their new supply chain mandates, and
some countries make their own regulations on UDI known - it's
been a very busy year for UDIs!

2016 looks set to be the most important year yet.

That's why we've brought together the most varied speaker panel
yet, reflecting the maturing UDI landscape. Device manufacturers
stand alongside healthcare providers and standards bodies. UDIs
are not simply a single project in a single organisation; they are a
multi-stakeholder, ongoing process with patient safety as the end
goal and involving everyone in the supply chain along the way.

This year contains many important compliance milestones,
but it's really about working together as stakeholders, across
a domestic and global landscape. It is through meetings such

o as this that key relationships can be forged and strengthened,
valuable lessons can be learned, and common pitfalls can be
avoided.

| very much look forward to the high level of discussion that will
take place at this year’s forum - see you in Munich!

Best regards,

Arran Oakes

¢
(Ve Director,
A‘!" UDIs & Traceability for Medical Devices Europe

2016
Speaker List:

Andy Crosbie,

Head of Biosciences and
Implants, Devices Division,
MHRA

Indira Konduri,
GUDID Program Manager,
FDA

Ulrike Kreysa,
Vice President, Healthcare, 1
GS1Global Office

Ton Van Zijl,

Chairman, E
EHIBCC il
Dawn Fowler,

Sr. Manager, Labeling & “
Documentation, v
Endologix

Mark Wasmuth,

CEO G‘M'D‘N
. AGENCY

GMDN Agency

Jackie Pomroy,

Head of Supply Chain,
NHS South of England
Procurement Services

Dr Hajo ReiBmann,

Head of Medical Supply Controlling,
University Medical Center UK
Schleswig-Holstein SH ivietanen Y
Michaela Berlich,

Deputy Head of Purchasing,

University Medical Center UK

Schleswig-Holstein SH it
Chris Parr,

UDI Program Manager, MNMRRUK
Merck KGaA

Fabien Roy,

Senior Associate, Hogan
Hogan Lovells International LLP | Lovells
Nada Savatic,

Senior Program Manager, ] Abbott
Abbott Laboratories

Pharma el Delivering quality content and events to enhance your knowledge

adivision of IQPC | and strengthen your networks

Pharma IQ, a division of IQPC, is an international online community focusing on providing pharmaceutical professionals with knowledge,
information and articles. We are dedicated to creating a learning environment for sharing ideas, best practices and solutions within the

pharmaceutical community

Through Pharma IQ, you will be able to access pharmaceutical information resources such as presentations and podcasts,

as well as events such as webinars, seminars and conferences.

By signing up to the Pharma IQ membership, you will gain access to our growing database of multimedia presentations from leading pharma
practitioners, weekly newsletters to keep you updated on latest pharmaceutical content and Pharma IQ members-exclusive discounts on

pharma events that offer solutions to your everyday business problems.

Pharma IQ and IQPC provide useful training courses, conference and expositions for pharmaceutical executives to network and
learn the latest pharma business development and trends occurring in organizations today. Pharma |IQ focuses on establishing an interactive

experience featuring practical, objective and up-to-date insight from pharma industry leaders.

Become a member here: www.pharma-iq.com/join.cfm

Tel: +44(0)207 0361300

Email: enquire@iqpc.co.uk

www.udisandtraceability.com




Day One: Wednesday, 25th May 2016

0815

Registration & Networking Coffee

09.00 Chairman’s Opening Remarks

0910

09.50

10.30
11.00

1140

12.20

Tel: +44(0)207 0361300

UDI - What's in the Legislation?

» IMDRF guidance on UDI

P US UDI system; Timelines and GUDID

P Europe; what's in the proposed regulations
Andy Crosbie, Head of Biosciences and Implants,
Devices Division, MHRA

The UDI Requirements Imposed by the Draft
Regulation On Medical Devices: A Stakeholder
Perspective
b Overview of the UDI requirements proposed in
the draft regulation on medical devices
P Challenges raised by the proposed UDI
requirements
P Benefits of a UDI system for:
Medical devices companies
The competent authorities
Patients and healthcare professionals
Fabien Roy, Senior Associate, Hogan Lovells
International LLP

Networking Coffee Break

GMDN - A Requirement for UDI

P How to use the new GMDN website to comply
with the UDI Rule

P What have we learned from the FDA, half-way
through the compliance timetable?

P What to do when you can't find a GMDN Term
for your product

P Where are the new markets now using the
GMDN?

Mark Wasmuth, CEO, GMDN Agency

The European UDI & Regulatory Landscape:

Staying Ahead!

P Expected timeframe for adoption and
implementation of the EU UDI system (update
on the EU decision-making process)

P The EU UDI system in the European landscape
(EU/UK, Netherlands etc and how these systems
will be working together once the EU UDI
system will be implemented)

P The EU UDI system in the global landscape (EU/
US, China, Saudi Arabia etc and how to ensure a
globally harmonised implementation)

P Get ready for the EU UDI system using GST1
global standards

Ulrike Kreysa, Vice President, Healthcare, GS1

Global Office

Networking Lunch

13.30

1410

14.50
15.20

16.20

a2

1700

UDIs with HIBC

» Where you see HIBC, UDl is incorporated

» Identical REF and coded UDI, capacities and
limits

» Brand new HIBC 2.4 standard features HIBC UDI
and internet link with same code symbol

Ton Van Zijl, Chairman, EHIBCC

FDA GUDID Overview

P Submissions best practice

» Troubleshooting problems

p Pitfalls to avoid

Indira Konduri, GUDID Program Manager, FDA
(remote presentation)

Networking Coffee Break

Interactive Roundtable Discussions

Roundtable A fﬁ]@fé‘

Working Successfully in a Cross-Departmental
Project Team

Roundtable B
Handling Unusual Packaging and Labelling
Variants - Interactive Session

Roundtable C

Getting Internal Buy-In from Senior Stakeholders

» UDIs as an Ongoing Project, not a One-Time
Thing!

UDIs in the European and Global Regulatory

Landscape

» How can manufacturers and healthcare
providers best prepare for the EU guidelines?

P What key lessons have we learned from the FDA
deadlines that are transferrable?

P Developing a global, flexible compliance
strategy that accounts for the existing FDA
regulations, the upcoming EU guidelines and
individual unigue requirements (e.g. Turkey,
China and Taiwan)

Ton Van Zijl, Chairman, EHIBCC

Ulrike Kreysa, Vice President, Healthcare, GS1

Global Office

Mark Wasmuth, CEO, GMDN Agency

Andy Crosbie, Head of Biosciences and Implants,

Devices Division, MHRA

Chairman’s Summary and Close of Day One

“Very valuable insight into
the struggles manufacturers

are having.”

Email: enquire@iqpc.co.uk

-GS1

www.udisandtraceability.com




Day Two: Thursday, 26th May 2016

08.30
09.00

0910

09.50

10.30
11.00

11.40

Tel: +44(0)207 0361300

Registration

Chairman’s Recap on Day 1

Medical Device Master Data: the Good, the Bad,

and the Ugly

P Streamlining processes to enable the provision
of high end medicine for an increasing number
of patients at the lowest cost possible without
jeopardising patient safety

» Identifying devices by means of reliable data
carriers on all devices or their packages -
essential for both patient safety and processes!

» Highlighting the additional benefits that can be
gained from enhanced master data attributes

p Discussing how manufacturers can leverage
the UDI requirements as an opportunity to also
optimise their master data for the benefit of
their customers and their own business

Dr. Hajo ReiBmann, Head of Medical Supply

Controlling, University Medical Center

Schleswig-Holstein

Michaela Berlich, Deputy Head of Purchasing,

University Medical Center Schleswig-Holstein

UDI in the NHS - Challenges and Benefits

) Practicalities of implementation

P Challenges we came across

) Benefits delivered to date

Jackie Pomroy, Head of Supply Chain, NHS South
of England Procurement Services

Networking Coffee Break

We've Got UDI - Now What Are We Going to Do
With It?

P UDI and patient safety

P Medical device recalls

b Vigilance reporting

» How UDI will improve post-market surveillance
Andy Crosbie, Head of Biosciences and Implants,
Devices Division, MHRA

Implementation of UDI - Data and GUDID

» Our journey into GDSN

b Leveraging GDSN to satisfy US UDI rule

b Progress to date

P Leveraging current solution to additional UDI
requests as they come up (Europe, China, etc.)

P Lessons learned

Nada Savatic, Senior Program Manager, Abbott

Laboratories

12.20

13.30

1410

14.50
156.20

Networking Lunch

UDI Implementation - Opportunities and
Challenges for a Global Organisation

» Issuing agency and AIDC selection

» Label design, GMP and logistics

» GUDID account setup and submission

» Maintenance of GUDID master data

» Readiness for UDI in other regions

Chris Parr, UDI Program Manager, Merck KGaA

Taking Stock: Evaluating Where You Are Now and

What You Need to Do Next

» Which areas of your business will be affected?

p Critical analysis of these areas to identify gaps

» Developing a thorough yet flexible plan to bring
these gaps up to compliance

Dawn Fowler, Senior Manager, Labeling &

Documentation, Masimo (remote presentation)

Networking Coffee Break
Interactive Roundtable Discussions ([ ¥
Roundtable A ﬁ]ﬂ[ﬂ

Working Successfully in a Cross-
Departmental Project Team

Roundtable B

Handling Unusual Packaging Variants
Roundtable C

Getting Internal Buy-In from Senior
Stakeholders - UDIs as an Ongoing Project,
not a One-Time Thing!

16.00 Chairman’s Summary and Close of Conference

“The mix of speakers from the
industry on one hand and from

authorities on the other is great”

Email: enquire@iqpc.co.uk

-COLOPLAST

www.udisandtraceability.com




The European UDI Forum is attended by senior officials and decision-makers
from industry, bringing together buyers and suppliers in one location.

Focused and high-level, the event will be an excellent platform to initiate new
business relationships. With tailored networking, sponsors can achieve the
face-to-face contact that overcrowded trade shows cannot deliver.

Exhibiting and Sponsorship options are extensive, and packages can be
tailor-made to suit your individual company’s needs. Most packages include
complimentary entry passes, targeted marketing to industry officials and
executives, and bespoke networking opportunities.

Other features of sponsorship include:
P Prominent exhibition space in the main conference networking area y
P Participation in comprehensive pre-event marketing campaigns

P Tailored marketing strategies to suit your organisation’s size, capabilities and
individual requirement

For more information and to discuss the right opportunity, contact us on

+44 (0)207 368 9300 or sponsorship@igpc.co.uk

NicelLabel is a leading developer of label and marking productivity software solutions for SME and Enterprise; it
helps companies meet label compliance requirements and make their supply chain more agile, responsive and
competitive. NicelLabel products and services deliver unmatched productivity for label design, management and
printing. It provides a robust platform for centralizing and consolidating labeling across supply chains, delivering
operational efficiency and accuracy that reduce costs. NiceLabel is a Microsoft Gold Certified Partner, Oracle
Gold Partner and SAP partner. As the world's leading developer of Microsoft Windows drivers for thermal and
direct marking printer technologies, Nicelabel software is shipped by the world’s largest printer manufacturers
and used by the majority of Fortune 500 companies. Through its headquarters in the EU (Slovenia) and global
offices in Germany, USA, Singapore and China, Nicelabel serves and supports its clients around the world.

33 Stibo Systems is the global leader in multi-domain Master Data Management (MDM) solutions. Industry leaders
S“ DOSVSIGmS rely on Stibo Systems to provide cross-channel consistency by linking product and customer data, suppliers
and other organisational assets. This enables businesses to make more effective decisions, improve sales and
build shareholder value. During the last 30 years, Stibo Systems has helped hundreds of HYPERLINK “http://
www.stibosystems.co.uk/uk/clients.aspx” companies to develop a trusted source of operational information. A
privately held subsidiary of the Stibo A/S group, which was originally founded in 1794, Stibo Systems’ corporate
headquarters is located in Aarhus, Denmark.

Who should Attend:

© UDI Project Managers © IT Directors
© Regulatory Affairs Directors & Managers © Supply Chain Directors
© Labelling Directors & Managers © Healthcare providers & hospitals
© Packaging Directors & Managers © Non-profit healthcare organisations
[ ]
Past attendeesinclude:
Cook Medical Endologix MED-EL St James's Hospital
Alere European commission Medela AG Technische Universitat Minchen
Alltec Laser Fresenius Medical Care Deutschland Merck Millipore Terumo Europe NV
Ambu A/S GmbH Merck Serono Turkey Medicine and Medical Devices
Angiomed GmbH GC Europe NV Miracor Medical Systems Agency, MoH
Biotronik AG Gerbruder Martin GmbH Molnlycke Healthcare Unisensor AG
Brainlab AG Given Imaging NDS Surgical Imaging BV Uppdsala University Hospital
CareFusion Finland 320 Oy GS1 Global Office Novo Nordisk Zimmer GmbH
Coloplast Danmark A/S HemoCue AB Philips Health Systems
Covidien Institut Straumann AG Siemens Healthcare Diagnostics
Dentsply DeTrey GmbH Medartis Products GmbH
Media Partners:
AAMI  Health HoSpitals» @  (Fic5)speaks SUPPLYCHAINBRAIN
ca carc —-Management.com s about whal you know qVRIV 8o
Advancing Safety in Healthcare Technology A Global Leader in B2B Services

+44 (0)207 0361300 enquire@iqpc.co.uk
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CONFERENCE CODE
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G Main Conference:
—<alT 25th-26th May 2016
@ = LI vorwe

555 555.1234 (EUROPE)

Munich, Germany
My registration code ~ PDFW

Please contact our database manager on +44(0) 207 368 9300 or database@iqgpc.co.uk
quoting the registration code above to inform us of any changes or to remove your details.

Pass includes

2-Day Conference (25th - 26th May)

2 Day Pass
v

Access to conference presentations post-event via our B2B Shop at www.b2big.com

v

Package Options For Medical Device Manufacturers

Register and Pay By Friday 18th March 2016* €?%VQEQ€332T
Register and Pay By Friday 29th April 2016* 00
STANDARD PRICE €2,509 + VAT

Healthcare Providers

Register and Pay By Friday 18th March 2016* Cagg Cone
Register and Pay By Friday 29th April 2016* 100 VAT
STANDARD PRICE €1,599 + VAT

Solution Providers & Consultants
Conference Only - Register and Pay By Friday 18th March 2016*

€2,699 + VAT

Conference Only - Standard Price

€2,899 + VAT

Ala Carte - Add to any packages or purchase separately
Conference presentations on B2B Shop at www.b2big.com only

€699 + VAT

*To qualify for early booking discounts, payment must be received by the early booking deadline.

Only one discount/offer applicable per person.
All prices are exclusive of German VAT at 19%. VAT registration no. DE 2611019 14

DELEGATE DETAILS - SIMPLY COMPLETE THIS FORM AND CLICK SUBMIT

Please photocopy for each additional delegate
Owr Ows Cmiss Kvs Klor L other

First Name

Family Name Job Title

Email

[ 1¥es | would like to receive information about products and services via email
IQPC Point of contact

Organisation
Nature of business
Address

Postcode Country

Telephone

-

ax
Approving Manager

Name of person completing form if different from delegate

[ I agree to IQPC’s cancellation, substitution and payment terms

Special dietary requirements: DVegetarian ] Non-dairy [ Other (please specify)
Please indicate if you have already registered by: [_]Phone [ ]Fax [ ]Email []Web

Please note: if you have not received an acknowledgement before the conference, please call us to confirm your booking.

PAYMENT METHOD

Total price for your Organisation: (Add total of all individuals attending): Card Number: VISA 1 mcel] AMEx[]

Exp. Date: Sec:
Name On Card:
Billing Address (if different from above):

City/County/Postcode Cheque enclosed for: €

(Please quote 22772.004 with remittance advice)

(Made payable to IQPC Ltd.)

IQPC Bank Details: Account No: 59090618 IBAN Code: GB98 MIDL 4005 1559 0906 18

Sort Code: 40 05 15 Swift Code: MIDLGB22 Account name: International Quality & Productivity Centre Ltd.
Bank: HSBC Bank Plc 67 George Street, Richmond Surrey TW9 1HG, United Kingdom

5 WAYS TO REGISTER

PHONE:
+44 (0) 20 7368 9300

EMAIL:
enquire@iqpc.co.uk

FAX:

+44 (0) 20 7368 9301

WEB:
WWW.UDISANDTRACEABILITY.

POST:

RETURN YOUR BOOKING FORM TO:
IQPC LTD. 129 WILTON ROAD, LONDON,
SW1V 1JZ, UNITED KINGDOM

VENUE & ACCOMMODATION

Venue: Munich, Germany

Travel and accommodation are not included in the registration
fee. For updates on the venue and accommodation information,
please visit: www.udisandtraceability.com

FREE ONLINE RESOURCES

You can access a variety of free resources such as whitepapers,
articles, news, podcasts and presentations online at
www.udisandtraceability.com

TEAM DISCOUNTS*

IQPC recognises the value of learning in teams. Teams booking
at the same time from the same company will receive:

3 or more 5 or more

7 or more
receive i

TERMS AND

NDITIONS

Please read the information listed below as each booking is subject to IQPC Ltd
standard terms and conditions. Payment Terms: Upon completion and return

of the registration form, full payment is required no later than 5 business days

from the date of invoice. Payment of invoices by means other than by credit card,
or purchase order (UK Plc and UK government bodies only) will be subject to a

€65 (plus VAT) per delegate processing fee. Payment must be received prior to

the conference date. We reserve the right to refuse admission to the conference

if payment has not been received. IQPC Cancellation, Postponement and
Substitution Policy: You may substitute delegates at any time by providing
reasonable advance notice to IQPC. For any cancellations received in writing not
less than eight (8) days prior to the conference, you will receive a 90% credit to

be used at another IQPC conference which must occur within one year from the
date of issuance of such credit. An administration fee of 10% of the contract fee
will be retained by QPG for all permitted cancellations. No credit will be issued for
any cancellations occurring within seven (7) days (inclusive) of the conference. In
the event that IQPC cancels an event for any reason, you will receive a credit for
100% of the contract fee paid. You may use this credit for another IQPC event to

be mutually agreed with IQPC, which must occur within one year from the date of
cancellation. In the event that IQPC postpones an event for any reason and the
delegate is unable or unwilling to attend in on the rescheduled date, you will receive
a credit for 100% of the contract fee paid. You may use this credit for another IQPC
event to be mutually agreed with IQPC, which must occur within one year from

the date of postponement. Except as specified above, no credits will be issued

for cancellations. There are no refunds given under any circumstances. IQPC is

not responsible for any loss or damage as a result of a substitution, alteration or
cancellation/postponement of an event. IQPC shall assume no liability whatsoever
in the event this conference is cancelled, rescheduled or postponed due to a
fortuitous event, Act of God, unforeseen occurrence or any other event that renders
performance of this conference impracticable, illegal or impossible. For purposes
of this clause, a fortuitous event shall include, but not be limited to: war, fire, labour
strike, extreme weather or other emergency. Please note that while speakers and
topics were confirmed at the time of publishing, circumstances beyond the control
of the organizers may necessitate substitutions, alterations or cancellations of

the speakers and/or topics. As such, IQPC reserves the right to alter or modify

the advertised speakers and/or topics if necessary without any liability to you
whatsoever. Any substitutions or alterations will be updated on our web page

as soon as possible. Discounts: All ‘Early Bird’ Discounts require payment at

time of registration and before the cut-off date in order to receive any discount.
Any discounts offered by IQPC (including team discounts) also require payment

at the time of registration. Discount offers cannot be combined with any other

offer. Conference Audio: The purchase of any conference audio, video or digital
recording on B2B Shop (www.b2big.com) includes keynote, topic and panel sessions
where the presenters agree to grant permission for their presentation/sessions to be
audio and/or video recorded by IQPC and further agree to release all rights to IQPC
related to the contents of the recording, its distribution, sale, reproduction, broadcast
in whole or in part and without limitation or compensation. Please be aware that in
respect of this IQPC cannot guarantee the inclusion of any or all sessions until after
the conference has taken place.

PAYMENT MUST BE RECEIVED

PRIOR TO THE CONFERENCE
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