
Device products registered (at UDI-DI level) Totals from 01 Jan 
2021 to 31 October 
2022 

Active implantable medical devices (Directive 90/385/EEC only) 4,132 

Active implantable medical devices (UK MDR 2002, Part III) 2 

Class III medical devices (93/42/EEC) 157,286 

Class III medical devices (UK MDR 2002, Part II) 2,196 

Class III medical devices (EU MDR 2017/745) 11,898 

Class IIb implantable medical devices (93/42/EEC) 518,815 

Class IIb implantable medical devices (UK MDR 2002, Part II) 2,000 

Class IIb implantable medical devices  (EU MDR 2017/745) 22,396 

Class IIb non-implantable medical devices (93/42/EEC) 93,189 

Class IIb non-implantable medical devices (UK MDR 2002, Part II) 1,192 

Class IIb non-implantable medical devices (EU MDR 2017/745) 5,918 

Class IIa medical devices (93/42/EEC) 580,906 

Class IIa medical devices (UK MDR 2002, Part II) 32,481 

Class IIa medical devices (EU MDR 2017/745) 27,848 

Class I medical devices (93/42/EEC) 560,909 

Class I medical devices (UK MDR 2002, Part II) 56,914 

Class I medical devices (EU MDR 2017/745) 524,247 

Custom-made devices (93/42/EEC) 20,888 

Custom-made devices (UK MDR 2002, Part II) 8,385 

Custom-made devices (EU MDR 2017/745) 13,611 

Systems and procedure packs (93/42/EEC) 4116 

Systems and procedure packs (UK MDR 2002, Part II) 702 

Systems and procedure packs (EU MDR 2017/745) 1,404 

    

IVD List A products (98/79/EC) 1,140 

IVD List A products (UK MDR 2002, Part IV) 9 

IVD List B products (98/79/EC) 2,802 

IVD List B products (UK MDR 2002, Part IV) 0 

IVD Self-test (98/79/EC) 1,384 

IVD Self-test (UK MDR 2002, Part IV) 4 

IVD General (98/79/EC) 78,689 

IVD General (UK MDR 2002, Part IV) 3815 

IVDs undergoing performance evaluation (98/79/EC) 1566 

IVDs undergoing performance evaluation (UK MDR 2002, Part IV) 59 

IVD Class A – Sterile (EU MDR 2017/746) 362 

IVD Class A – Non sterile (EU MDR 2017/746) 4,346 

IVD Class B (EU MDR 2017/746) 1,315 

IVD Class B – Self testing Near Patient testing (EU MDR 2017/746) 28 

IVD Class C (EU MDR 2017/746) 893 

IVD Class C – Self Testing or Near Patient testing (EU MDR 
2017/746) 

17 

IVD Class C – Companion Diagnostics (EU MDR 2017/746) 0 



IVD Class D (EU MDR 2017/746) 0 

IVD Class D – Self testing or near patient testing (EU MDR 
2017/746) 

4 

IVD Class D - Companion Diagnostics (EU MDR 2017/746) 0 

IVDs undergoing performance evaluation (EU MDR 2017/746) 311 

TOTALS 2,748,179 

 


