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Case Study: Ferrer | Building a
Master Data Strategy for EU
FMD

As a large and diverse international pharmaceutical manufacturer, Ferrer
recognized that it would need a multidisciplinary approach to prepare its master
data for EU FMD compliance. Learn how TraceLink played a role in ensuring their
master data was correctly updated to the EU hub, a key component of their
successful serialization implementation. Ferrer’s poster, “Master Product Data
Strategy for EU FMD Implementation,” was one of 11 featured during FutureLink

Barcelona’s interactive Poster Sessions.

© TracelLink Inc. 2009 - 2025 All Rights Reserved


https://www.tracelink.com/
https://www.tracelink.com/resources/resource-center
https://www.tracelink.com/resources/resource-center

tracelink

NETWORK FOR GREATER GOOD

Master Product Data Strategy for EU-FMD implementation:
the key of success in serialization

(2 ferrer

Ferrer Internacional, $.A.

Business Challenge & Solution

Ferrer was founded in 1959, Ferrer is a privately-held international pharmaceutical
company in It is active the full value chain,
from R&D to international distribution. Present in more than 110 countries, with 19
international affiliates, Ferrer is active in the pharmaceutical, health, fine chemical
and food sectors, key areas for contributing to people’s health and wellbeing.

In such a big and company, the of master data is already
a challenge, but even mere if the master data must be used to meet a regulation
like the Directive 2011/62/EU to fight falsified medicines and the EMVS Master
Data Guide (invelving about 25 variables to complete for each product).

The upload to the EMVO of the company master data can be
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Objectives

Qur final goal, to upload cur master data preduct to the EMVO, required several

steps:

= Obtain a deep knowledge of the EMVS Master Data Guide and Tracelink Master
Preduct Data management.

= Gather all the required information to compile a unique database.

= Upload the right master data preduct to Tracelink,

* Meet the 9 February 2019 deadline to upload the Master Product Data to the EMVO
and ts distribution in the NMVSs.

And do not farget
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Organizing data

- Product Group code has a big impact in the
organization of the data in Tracelink.

* In this case, scenario coding scheme was used
50 that the connection used for the product could
be identified easdy by anyone.

Example
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Recommendations

Advice

* Use the most ftrusiful source in your
company which gathers the maximum of
fields required.

+ Have a clear scenario for each product
{manufactured in-house, CMOs, is a
customers’ product...).

+ Creale Master Dala Pariner for CMOs,
Customers, and Annex § (distribulors or
local representatives) before uploading the
Master Product Data

+ Align your systems at the same time as
Tracelink, do not leave it! Otherwise
information won't match.

Author(s): Cristina Bonache (Corporate QA), Laia Gallego, PhD (Corporate QA), and Blanca Sanchez (Global RA)

What de you noed 1o creats a preduct in Tracelink fer EU?
Where did we ebtain the infermation from?

Caodifying and updating systems MD

= Work with the “Coding requirements guide” of the
EMVS is a MUST. Otherwise there will be issues
with NMVS,

+ Attention to multimarket clusters. Not all countries
coding schemes’ are compatible.

+ Tracelink information must be the same as in other
systems: SAP (ERP) or systems gathering
infarmation to print serialized data in lines.

Lessons Learned

« The list of products under the scope of EU-FMD is
the first thing to do in the serialization project.

« Master Product Data compilation is an undervalued
and underestimated work despite its complexity and
critical role in the serialization, For instance, a single
mistake can lead 2 batch into destruction, Companies
need lo assign appropriated resources lo cover this
side of serialization.

* Assessment of artworks is needed for multimarket
clusters,

» Do not leave the signing of NMVS contracts as a
“secendary” task. In Germany, if the contract is not
signed, it is not possible lo commercialize serialized
preducts (master preduct data can't be uploaded).
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Critical Success Factors

* An expert in Excel lookup and data cleansing.
« An expert in SAP and master data product

codification.

* Reliable information of preducts (RA),

Results & Feedback
+ 803 Master Product Data were uploaded comectly

to the EU-HUB.

+ 282 Master Product Data from Customers were

ereated in Tracelink 1o serialize

+ 197 SKUs involve a VCMO scenario (extra effort
on aligning MD).

Mext Stepsiimprovements

* A new RA database is being built using the
infermation gathered for serialization.

- Master Preduct Data is @ never ending story. It
needs changes, new products, deactivation of
SKUs..

FIRST SERIALIZED UNIT!

Master Product Data
veas one of the
oy ingrodients!

Union Falsified Medicines Directive</a><a href="/category/global-compliance"
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Subscribe to Agile Supply Chain Insights
Subscribe to stay informed with the latest patient-centric agile supply chain thought

leadership content.
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How Much Will Serialization Really Cost?

Get insights into how much serialization will really cost your company. Proven serialization
solution providers can help identify additional costs.
View More
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Serialization, Onboarding Partnerships & the Hub under EU FMD

Learn from use cases that explore hub connectivity, onboarding & implementation timelines
to meet compliance by February 2019.
View More
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Leading India Pharma Co. Gains Edge in Operational Efficiency, Compliance

Download this PDF to learn how an Edge solution can improve your operational efficiency.
View More
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Aggregation 101: What It Means for Your Supply Chain

Serialization aggregation has the potential to add both complexity and cost for life sciences
supply chain businesses. Understand the basics
View More
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CMO Line Upgrades: Who Will Pay?

Pharma companies and CMOs must work together closely to be ready for serialization, yet
there is no established commercial model. Learn about the dynamics.
View More
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Poll: Validation Has Huge Time and Cost Impact

Find out how many internal resources companies are dedicating to, and how much they're
spending on track and trace system validation.
View More
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