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Key topics

➢ Overview of new Medical Device Regulations

➢ Traceability requirements

➢ Supply chain – recalls – implant cards 
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New medical device regulations 
Two EU Regulations 

Medical Devices 

Regulations

in-Vitro Diagnostic 

Devices Regulations

UDI assignment and submission of UDI core data elements to the European database by 26  

May 2020 (medical devices) or 26 May 2022 (IVDs)  

//upload.wikimedia.org/wikipedia/commons/d/d3/EU27-2007_European_Union_map.svg
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New European Regulations: major upgrade

Council Directive 
93/42/EEC - 14 

June 1993

23 Articles

12 Annexes

60 pages

Regulation (EU) 
2017/745 – 5 May 

2017 

175 pages 

123 Articles 

17 Annexes 
UDI is one small(!) part of  a complete 

revamp of the European Medical Device 

(MDR) and IVD (IVDR) regulations
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UDIs enhance traceability and improve post-market safety 

Using a Unique Device Identification (UDI) system based on 
international guidance should significantly enhance the post-
market safety of medical devices by:  

improving incident reporting

better targeting of  recalls 

better monitoring by competent authorities 

reducing medical errors 

fighting  against counterfeit devices

improving  purchase-policy and stock-management by hospitals

Regulation (EU) 2017/745: Recital 41
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GS1 = UDI
(though other UDI systems may also be acceptable!) 
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Requirements of the European UDI system 

UDI system should allow the identification and traceability of  medical 
devices (excludes custom-made and clinical trial devices) and IVDs

UDIs should be in two parts:

- device identifier (UDI-DI) – static

- production identifier (UDI-PI) – dynamic

UDIs should be placed on device labels (machine readable + plain text) 

UDIs should  be stored by  manufacturers, importers, distributors  and 
hospitals (using electronic means)

Centralised European UDI database (part of Eudamed) 
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How UDIs should be used 

UDI should be placed on the labels of  devices 
and must:

be used for reporting serious incidents and field safety 
corrective actions (recalls) 

be referenced in information provided to patients who 
have received  implants (implant cards or electronic) 

be included in technical /  regulatory  documentation
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Traceability throughout the supply chain

Manufacturer → importer/distributor → hospital → patient
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Recording of UDIs 

Manufacturers, importers, distributors and hospitals must 

store and keep UDIs (both device identifier and  

production identifiers) by electronic means

Manufacturers, importers, distributors and hospitals must store and 
keep UDIs (both device identifier and  production identifiers) by 
electronic means
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Using  UDI / GS1 standards improves patient safety –

implant tracking and surveillance

• Implant / patient

track-&-trace

• Post-market 

safety monitoring 
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MHRA Medical Device Alerts 
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Field Safety Corrective Actions and Recalls 

Manufacturers should:

➢ Reference UDIs in their Field Safety Notices 

(FSNs)

➢ Send customers and distributors electronic lists of 

all products affected by a FSCA in an Excel 

spreadsheet 
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European implant cards
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Thank you

andy.crosbie@mhra.gov.uk


