
WORKSHOP DAY
TUESDAY 23RD APRIL 2019

At the 2019 forum you can tailor your workshop agenda to best suit your specific needs! For the morning you can 
choose between two different workshops – the UDI Bootcamp if you’re new to UDIs or need a ‘fundamentals’ 
refresher, or the Commercial Requirements and Emerging Regulations for those looking to focus on the next 
stages. Then in the afternoon, both groups come together to deep-dive into Master Data Management! 

09:00 WORKSHOP A1 

UDI Boot Camp: The Fundamentals of 
UDI Compliance and Implementation

Who’s it for? Those new to UDI or looking for a 
refresher

Required/Prerequisite Knowledge: none

What do I need to bring? Nothing

Introduction 
This workshop will cover UDI basics including tactical 
information needed to prepare your organisation for 
global UDI compliance.   

Session Objective(s) 
To leave with clear understanding of global 
UDI requirements to aid in development and 
implementation of a sustainable UDI programme.

What Will be Covered? 
• What UDI is and what compels compliance

•  Barcode basics -  understanding of  systems,
carrier types, validation and verification

• Direct marking

• Database (GUDID, GDSN/NHS) basics

• Designing for readiness

• UDI program implementation case studies

Key Take-Homes

• UDI basic rules and requirements

•  Understanding of barcodes – data breakdown,
types, placement

•  Understanding of FDA and EU MDR requirements
for UDI

• Knowledge surrounding UDI databases

•  Strategy, planning and implementation of a UDI
program

Workshop Leader: Dawn Fowler

About Dawn Fowler

Dawn Fowler has more than 30 years of 
experience in both pharmaceutical and 
medical device industries.  She is a subject 
matter expert in global labeling processes, 
technologies and standards, as well as 
broad expertise in UDI & Master Data management.  She 
has served as the business process owner for labelling 
and UDI & Master Data, responsible for development and 
management of corporate strategy and governance. Dawn 
participates in several groups focused on technology, 
product standards development and implementation such 
as AdvaMed, Eucomed, Joint EUDAMED UDI Task Force, 
GS1US, GS1 Global, HL7 and MEDSC.

WORKSHOP A2 

What Comes Next?  Meeting 
Commercial UDI Requirements and 
Preparing for Emerging UDI Regulations 

Who’s it for? Open to all levels. Designed for 
participants that have already mastered the UDI basics 
and/or are meeting the existing FDA UDI regulations.  

Required/Prerequisite Knowledge: Basic understanding 
of UDI

What do I need to bring? Knowledge of your 
company’s strategy for meeting commercial UDI 
Requirements and emerging UDI regulations. 

Introduction 
Many device manufacturers are successfully moving 
towards complying with FDA UDI regulations and are 
on their way to complying with EU MDR/IVDR UDI 
requirements.  In addition, there are several commercial 
UDI requests/requirements that need to be considered.   
There are also several other countries that are moving 
UDI regulations.  With the recognition of emerging UDI 
regulations and new market requirements, UDI is no 
longer a project but a long term process.  

Session Objective(s) 
This session will focus on commercial UDI 
requirements.  It will include the expectations on 
labeling, associated data, and where applicable, 
commercial expectations.  It will also highlight the 
emerging market requirements.  The session will also 
include lessons learned from Healthcare Providers 
during the initial FDA UDI implementation efforts.  

What Will be Covered? 
• NHS Scan4Safety overview

• AHRMM UDI Learning Community

•  Commercial requirements that exceed or differ from
regulator requirements

• Emerging UDI regulations

• Implementation lessons learned to date

Workshop Leader: Dennis Black

About Dennis Black

Dennis Black has over 25 years of experience 
in the medical device industry and has worked 
in a variety of different roles.  He joined BD, a 
leading medical technology company, in 1998 and currently 
works within the Global Regulatory Operations team as the 
UDI Program Director.  Dennis is focused on implementing 
Unique Device Identification (UDI) regulations in the U.S. 
and globally.  This responsibility includes ensuring that BD’s 
device identification strategy serves healthcare provider needs 
and internal supply chain requirements.  Dennis currently 
serves on the GS1 Healthcare Global Leadership Team; the 
GS1 US Executive Leadership Committee; and the Strategic 
MarketPlace Initiatives (SMI) Board of Directors.  He actively 
participates in various industry work groups within SMI, Global 
Healthcare Exchange (GHX), AdvaMed, and the Association for 
Healthcare Resource & Materials Management (AHRMM) to 
help solve a variety of healthcare challenges.
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WORKSHOP DAY
TUESDAY 23RD APRIL 2019

14:00

13:00 

17:00 

WORKSHOP B 

Master Data Management and Beyond 

Who’s it for? Open to all levels

Required/Prerequisite Knowledge: Basic understanding and/or previous experience with UDI

What do I need to bring? Nothing

Introduction 
Although many manufacturers have finished, or are finishing, compliance with the US FDA regulations, there 
are new UDI requirements developing internationally. With global recognition and development of international 
requirements, UDI is no longer a single project, but a long-term process.  

Session Objective(s) 
This session will focus on UDI/Master Data Management processes, systems and standardisation to gain global 
UDI compliance.   It is targeted towards those with prior UDI experience, or beginners continuing from Workshop 
A1.

What Will be Covered? 
• Development of governance and  strategy building on  “Source of Truth”

• Implementation of an Internal/External centralised data source

• Integration strategies for new regulatory data mandates

• Lessons learned to date

Key Take-Homes

• Understanding of new global UDI & Master Data requirements

• Current understanding of FDA and EU MDR requirements for UDI

• Leveraging UDI data internally

Workshop Leader: Dawn Fowler & Dennis Black

About Dawn Fowler 
Dawn Fowler has more than 30 years of experience in both pharmaceutical and medical device 
industries.  She is a subject matter expert in global labelling processes, technologies and standards, 
as well as broad expertise in UDI & Master Data management.  She has served as the business 
process owner for labelling and UDI & Master Data, responsible for development and management 
of corporate strategy and governance. Dawn participates in several groups focused on technology, product 
standards development and implementation such as AdvaMed, Eucomed, Joint EUDAMED UDI Task Force, 
GS1US, GS1 Global, HL7 and MEDSC. 

About Dennis Black 

Dennis Black has over 25 years of experience in the medical device industry and has worked in 
a variety of different roles.  He joined BD, a leading medical technology company, in 1998 and 
currently works within the Global Regulatory Operations team as the UDI Program Director.  
Dennis is focused on implementing Unique Device Identification (UDI) regulations in the U.S. 
and globally.  This responsibility includes ensuring that BD’s device identification strategy serves 
healthcare provider needs and internal supply chain requirements.  Dennis currently serves on the GS1 Healthcare 
Global Leadership Team; the GS1 US Executive Leadership Committee; and the Strategic MarketPlace Initiatives 
(SMI) Board of Directors.  He actively participates in various industry work groups within SMI, Global Healthcare 
Exchange (GHX), AdvaMed, and the Association for Healthcare Resource & Materials Management (AHRMM) to 
help solve a variety of healthcare challenges.

Networking Lunch Break 

End of Workshop Day

“Good use of many 
different view points” 
BD

“Very highly qualified 
speakers” 
HTL-Strefa
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CONFERENCE DAY ONE 
WEDNESDAY 24TH APRIL 2019

08:45 Pharma IQ Welcome

08:50 Chair’s Opening Address 
Tom Jones, Program Director - UDI, Supply Chain 
Visibility, Johnson & Johnson

AN EVOLVING GLOBAL LANDSCAPE – UDI 
REGULATIONS AROUND THE WORLD

09:00 UDI’s: Change is Happening Across the World
•  Why and how these changes are occurring
• Experiences and learnings from global compliance
•  Developments across the world – what’s

happening, and where?
• Embracing change – this benefits us all!
Ulrike Kreysa, Vice President Healthcare, GS1

09:40  Update on the Saudi FDA UDI Regulatory 
Framework
•  Harmonisation with international UDI standards

and guidance
• Saudi UDI requirements & data elements
•  Enforcement timeline & submissions process
 Azzam Al Othman, Director of Quality and Risk - 
Medical Device Sector, Saudi FDA

10:20  Panel Discussion: UDI Harmonisation and 
Compliance in an Evolving International Landscape
•  What progress has been made with regulatory and

manufacturer international harmonisation?
•  What challenges do manufacturers (and others)

face due to lack of harmonisation
•  What is the value of close communication

between regulators, manufacturers, healthcare
providers and standards bodies

Moderated by:
 Dennis Black, Director, Global Regulatory 
Operations, BD

Panelists:
 Tom Jones, Program Director - UDI, Supply Chain 
Visibility, Johnson & Johnson

Tania Pearson, Senior Program Manager, Medtronic

Vincent Callan, Director of Facilities Management, 
St. James Hospital

11:00 Networking Coffee Break

11:30  UDI Case Study: Lessons Learned and the Value of 
Harmonisation
•  Key learnings from our implementation of the US

FDA’s UDI regulation
• Points of leverage with the EU MDR
• Opportunities for harmonisation
•  Benefits of harmonisation for patients and

healthcare professionals
 Tom Jones, Program Director – UDI, Supply Chain 
Visibility, Johnson & Johnson

12:10  Beyond Regulatory Compliance: How UDI Can 
Improve Manufacturer and Provider Relationships
•  Understanding the differences between regulatory

and commercial UDI and product standards
requirements

•  Why understanding how UDIs will be used in the
healthcare delivery environment can deliver both
regulatory and commercial value

•  Strategies to maximize value beyond regulatory
compliance to meet the growing trend toward
value-based healthcare

 Karen Conway, Vice President, Healthcare Value, 
GHX

12:40  How Hospitals Use UDI’s and Why Manufacturers 
Should Care
•  How St. James’s Hospital Scan for Surgery

programme leverages UDI to improve patient
safety, improve cost and understand patient and
procedure level costing

•  How better data on product performance and
costs impacts product sourcing, purchasing and
utilisation

•  What manufacturers need to do to support
provider UDI data capture and why

 Vincent Callan, Director of Facilities Management, 
St. James Hospital

13:20 Networking Lunch

14:20  The Pursuit of Data Quality: How Stakeholder 
Engagement is Driving Improvements in the Quality 
and Usability of Data in the US FDA Global UDI 
Database
• Stakeholder engagement to increase value
•  How collaborative work has helped guide the U.S.

FDA
• Applicability for other UDI regulatory initiatives
• Next Steps: future directions and timelines
Terrie Reed, Senior Advisor for UDI Adoption, FDA  
Behnaz Minaei, CDRH-Informatics Team, FDA

15:00 How the GMDN Will Support the MDR/IVDR 
• Why consistency in naming devices is important
•  How the GMDN groups devices to support better

analysis
• Will global harmonisation be realised soon?
Mark Wasmuth, CEO, GMDN Agency

15:40 Networking Coffee Break

16:20 UDI as a Trigger for Standards Interoperability
•  Interrelationships between the issuing agencies

and the classification schemes
•  How to deploy SNOMED, IHE and HL7 to enhance

the value of UDI
•  Item identification – boundaries between UDI and

medicinal products (IDMP)
Christian Hay, Senior Consultant Healthcare, GS1

17:00  Panel Discussion: How Data Standards 
Interoperability Supports Multiple Needs 
•  Discussing the role of the different standards and

how they can interplay effectively
•  The benefits and limitations of each - giving rising

to contextual deployment
•  Clinical vs. regulatory classification systems- where

are the real-world hurdles?
•  How UDIs present an opportunity to catalyse

change
Christian Hay, Senior Consultant Healthcare, GS1

Mark Wasmuth, CEO, GMDN Agency

Paul Ashford, Executive Director, ICCBBA 

17:40 Summary of Day One and Preview of Day Two 
Tom Jones, Program Director - UDI, Supply Chain 
Visibility, Johnson & Johnson

17:45 Networking Drinks Reception 
 After a jam-packed day of case studies and 
interactive discussions, enjoy some well earned 
drinks while making the most of this opportunity to 
get acquainted with the people who are going to 
continue to be the driving force behind the industry’s 
developments.
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CONFERENCE DAY TWO 
THURSDAY 25TH APRIL 2019

09:00 Chair’s Recap of Day One and Opening Comments 
Tom Jones, Program Director - UDI, Supply Chain 
Visibility, Johnson & Johnson

09:10  Case Study: Leveraging UDI Compliance to 
Springboard Wider Process Improvement and 
Regulatory Data Integrity
•  Background context: lessons learned from FDA

UDI project implementation
•  Gap analysis: working out the differences with

MDR UDI requirements to build an EU-compliant
implementation strategy

• Lessons learned from the EU requirements
•  Leveraging the UDI compliance projects to

improve wider internal processes and data integrity
for greater business benefit

 Tommy Røsholt, Contracting Project Manager, Oticon

09:50  Case Study: UDI Practical Implementation and its 
Place in Broader MDR Challenges
•  How UDIs fit into the broader picture of MDR

compliance
• Interpreting the requirements on labelling correctly
•  Identifying what you also need to do from a master

data perspective
•  Opportunities to tackle other complimentary MDR

compliance matters while implementing UDIs
 Jenny Young, Contract Project Manager MDR, 
ConvaTec

10:30  Creating a Sustainable Global UDI Compliance Strategy
•  What manufacturers did to comply with the US

FDA UDI rule and should do again
•  What manufacturers did to comply with the US

FDA UDI rule and should never do again
•  How to build systems, structures and processes

to manage for future variation and expanded
requirements beyond post market surveillance

Jay Crowley, Vice President and Practice Lead, UDI 
Services and Solutions, USDM Life Sciences

11:00 Networking Coffee Break

MASTER DATA MANAGEMENT

11:30  Keeping the End in Mind: The Advantages, 
Challenges and Future of UDIs and MDM in Hospitals 
•  Background: providing context for our UDI

implementation project in the hospital
•  Outlining the areas of application for UDIs and the

benefits they bring
•  Highlighting the real challenges that have come up

with UDIs in the hospital
•  Discussing how manufacturers can help solve or

prevent these challenges
•  Our future plans to leverage end-to-end data

throughout the hospital to enhance hospital
administration and improve patient care

 Dr. Hajo Reißmann, Head of Medical Supply  
Controlling, University Medical Center Schleswig 
Holstein

12:10  The Data of UDIs: MDM Challenges and Strategies 
for Integrating Developing Global Requirements
•  Current understanding of FDA and EU MDR

requirements for UDI
•  Ensuring clean and validated data for UDI

submissions and beyond
•  Integration strategies for new regulatory data mandates
•  Leveraging UDI data internally – achieving benefits

beyond just compliance
Dennis Black, Director, Global Regulatory 
Operations, BD Biosciences

12:40 Networking Lunch

13:30  Maximising Master Data Management in Your Organisation
• Building a scalable, sustainable MDM program
• Leveraging MDM data internally
• Who is tracking your data?  And why?
• What’s coming next and how to prepare for it
Dawn Fowler, Director, UDI & Master Data 
Management, Masimo

14:10  From GUDID to EUDAMED: Applying Lessons from 
FDA UDI Implementation to International Compliance
•  Providing context on how we’ve structured our UDI

project teams & responsibilities internally and why
•  Building a data platform for FDA UDIs – key

challenges and lessons learned
•  How we plan to adapt the platform for EUDAMED

and beyond – challenges due to differences from
the FDA expectations

• Cleansing and validating data
Tania Pearson, Senior Program Manager, Medtronic

14:50  Panel Discussion: Leveraging Master Data for 
Compliance and Beyond
 We’ve heard over the past few sessions about the 
challenges that arise with data management and 
validation when it comes to compliance – particularly 
in such a varied global requirements landscape – and 
also how this may be an opportunity to leverage this 
data for wider business goals. On this panel we will:
•  Tie up and bring together the various perspectives on

best practices for MDM we’ve heard this morning
•  Discuss as a group where we see the industry

heading towards
•  Brainstorm ideas for how all stakeholders within

the supply chain can work together for everyone’s
benefit – especially the patient

Moderator: Dawn Fowler, Director, UDI & Master  
Data Management, Masimo
Panellists:
Tania Pearson, Senior Program Manager, Medtronic

Dennis Black, Director, Global Regulatory 
Operations, BD Biosciences

Christian Hay, Senior Consultant Healthcare, GS1

 Hajo Reißmann, Head of Medical Supply Controlling, 
University Medical Center Schleswig Holstein

15:20 Networking Coffee Break

15:50 Interactive Roundtable Discussions
 Informal group conversations to share experiences 
between peers – choose your topic!

16:50 Chair’s Wrap-Up 
Tom Jones, Program Director - UDI, Supply Chain 
Visibility, Johnson & Johnson

17:00 Close of Conference 

Master Data 
Management 
Discussion 
Group
Tips and 
discussion on 
building and 
maintaining an 
effective globally-
compliant data 
platform
Tania Pearson, 
Senior Program 
Manager, 
Medtronic 

EU UDI 
Compliance: 
Challenges and 
Best Practice
Sharing practical 
experiences 
on EU UDI 
compliance 
challenges, and 
their part in wider 
MDR compliance
Kevin Taylor, 
Project Manager, 
UDI & Supply 
Chain Visibility, 
Johnson & 
Johnson 

Maximising Value 
for Providers
Discussing how 
manufacturers 
can help 
healthcare 
providers during 
UDI 
implementation 
and beyond
Hajo Reißmann, 
Head of 
Medical Supply 
Controlling, 
University 
Medical Center 
Schleswig 
Holstein
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