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Case Study: IBSA | Using
Serialization to Ensure Product

Integrity

When counterfeiters and tampering threatened IBSA Italy’'s brand and reputation, they
turned to their EU FMD serialization team to protect the quality and authenticity of their
products. Learn how they used serialization to regain control of their image and ensure
the integrity of their product. IBSA’s poster, “Unique Identification Code for
Dermoaesthetic Products,” was one of two winning posters out of 11 featured during

FutureLink Barcelona’s interactive Poster Sessions.


https://www.tracelink.com/

Business Challenge & Solution

UNIQUE IDENTIFICATION CODE FOR DERMOAESTHETIC PRODUCTS

IBSA’s Internal Serialization Procedure for Medical Device Products
Authors: Maddalena Rizzi, Production Manager in IBSA ltaly,
Carmen Vigorelli, Sr. Sales Manager, IBSA Switzerland

+ IBSA Raly manutactures and datrbutes workdwide a medical device ciass Il in the Dermoaesthetic

Therapeutc Area.

+ Afer an impressive groweh trand in many markats, especial in Eutope, we Bagan facing an important image

problen Gue £ non authorized saes of s product Garied oot by non authorized distiuicrs, sub-
istriutors 3 cross-seEng in many Eurepean countres

+ The product s being TAMPERED with, thereore causing foar of scountesteits and squally issues.. The
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+ IBSA Haly therofors needed 1o find a wary 1o 3top tis by lrying ko-conred its product. The experience and al
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Objectives

The main ciectives of the project were:

T prevvent the oas of control of the Siatribution of o of our main and most st Geowing products in Ewoge.
This produst has practically coubled its tumovar during the past three years thenwlore bacoming very
e

2. To prevent a rducton in saies dun to this important Image Problem caused by the stamperings of our
ot

3. Protect the qualty and suthenticity of our PRODUCT.

4 To enhance relationships with exciusive disticulors and Alow Them 1o maintain their market share and

saes

Ancner idea has Boan 10 Use (he investr
For axample, 600 of ouf pharmaceutal
During an impcetant urology

Key Ac es Resources

How it works
+ The project is inspired by the EU FMD (Falsifed Medcinal
Dicecive) 201162, in the pant of amendrment 1o the 200183 an. 54
and the new MO Reguiaton, am 24 of e Annex V pan G
conceming the UDI {Unique Device Kdentiéicason)
- The aim of packaging of our D
compiant race concepts:
Authenticity, Identification and Traceability

LABEL

1 leval: compiete Label appled o the package

2 level: part containing variable 4t in Inear barcods formal that
alous the reading data also 1o the devices not able to read 20;

3 lovel: tirnpar évident kel consisting of

@ permanent part thal remains impressed on the packege (VOI0 +
Beand)

i S-SV DAt 1adi-proot Shirwing the variabie dath in céar and
i 20 Datanatsix format, remarvnbie onty wih [oots that causse the
Beeakage of (he surlac of the £atoabon . whith visbly make the
Packaga tampered with (cuts , abrasions)

Success Metrics — Results & Feedback

+ 10 o most important market, UK, we were able to entty
TWO main compansss and agaast whorm we have aken
legal acticn. We gained back consrel of nsost of our markets
and were able to lmdt [BSA's image da

+ Having ganed back contol of cur IMAGE allowsd our
Gyt 16 Mot INeY requrements and Marefors
o us. 1o meet the goals estackshed for Tus partcutar
produtt

Recommendations

Tha investmant made ke the EUFM
Fmore than 15. W needed to find 2

Next Steps - Improvements
* D 1o the very pasithve results obtained, wo ace cumonty analysing this possibity aisa for olher medical devices which curm

9 ok requere sarialzation.
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YOUR MISTAKES.
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The Expertise 3nd Knowhow of the already exesng

Sedalization Team

The akeacy exitng PIckagng e 403 0w wheth Rad

boen upgraded in order 1o

comply with the Eucopean

Fabnuary 2019 deading for Phammaceutical Products.

g exira costs imvotved
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Subscribe to stay informed with the latest patient-centric agile supply chain thought leadership
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