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Authority Database Issuing Current state/next deadline Deadline
Agencies
GUDID Class | and devices that have not been classified
FDA (Food and (Global Unique GS1 HIBBC into class I, class Il or class Il must meet UDI
Drug Device ICbBBA ' | requirements by September 24, 2022. 2014 - 2022
Administration) Identification
Database) Sources
UDI/Device, NBs and Certificates modules
released in September 2021.
Playground available.
Since May 26, 2021: UDI-carriers must be placed
EUDAMED in the labels of devices Class Ill and Implantable.
European (European GS1, HIBBC, | Next steps on May 26, 2023: 2021 - 2027
Commission database on ICCBBA, IFA - UDI-carriers must be placed in the labels
medical devices) of devices Class lla and Class llb.
- Direct marking of the reusable devices for
Implantable and Class 1l devices.
- UDI-carriers must be placed in the labels
of devices Class D (IVDR)
Considered as a third country by the EU market
since May 26, 2021.
) . Swissmedic GS1, HIBCC, | Heavy and numerous consequences for
Swissmedic Database ICCBBA, IFA | manufacturers, importers, distributors. 2021 - 2027
Visit our articles on the topic and the dedicated
NMPA Since January 1, 2021, medical devices of this first
. MDUID (Medical . batch are required to bear UDI and data must be
(National Device Unique GS1 China, submitted
Medical ificati ZlloT, Com Iian(.:e steps will follow for the other 2021 - 2026
Products Identification AliHealth Ompl ep
Administration) Database) remaining devices.
Sources
By August 1, 2021, Class D (high-risk) products
must be marked, and data must be submitted.
. By February 2022 for Class B and C, and 2023 for
Food gfsusrlﬂ%' Saudi-DI GS1, HIBCC, | Class A (Low risk). . 2021 - 2024
Administration) ICCBBA As of January 1,2022, companies will have to
submit the Technical File (TFA).
Sources
Since July 2021, Class 2 (potential risk) devices
MFDS (Ministry Ih:ﬂ%l;cg?tsg\r/?égd must bear UDI.
of Food & drug Information GS1 Class 1 (lower risk) will be applicable in July 2022. | 2019 - 2022
Safety) System)
Sources.
TGA Implementation in progress.
(Thégi)%esut,c AusUDID Gséggg(A;c, UDI deadlines will be similar as in the EU. 2021-2027
Administration) Sources
. Implementation in progress.
MDALL (Medical | ~o; iscc. | Manufacturer are required to obtain a Medical
Health Canada [?ewces A.ct.lve IC,CBBA " | Device Establishment License (MDEL). 2023-2030
Licence Listing) Main current guidance here.
MHRA C_onsidered as a third country_by the EU m_arket
(Medicines & since May 26, 2021. CE marking and certificates
Healthcare are accepted for the UK market until June 30,
products MHRA Database GS1 2023. o . . 2021-2022
Regulatory MHRA Submission degdllnes are to flnd M-.
Agency) More info on our website: UDI compliance during

Brexit


https://www.fda.gov/media/110564/download
https://webgate.training.ec.europa.eu/eudamed-play/landing-page#/
https://www.europe-it-consulting.ch/index.php/2021/06/03/mra-between-switzerland-and-eu-no-longer-valid/?lang=en
https://www.swissmedic.ch/swissmedic/en/home/medical-devices/market-access.html
https://www.nmpa.gov.cn/directory/web/nmpa/images/1601455946691016481.doc
https://www.nmpa.gov.cn/directory/web/nmpa/images/1601455946691016481.doc
https://www.nmpa.gov.cn/xxgk/fgwj/flxzhfg/20210318084145148.html
https://www.sfda.gov.sa/sites/default/files/2020-09/MDS-G34e.pdf
https://www.mfds.go.kr/eng/brd/m_40/view.do?seq=72620&srchFr=&srchTo=&srchWord=&srchTp=&itm_seq_1=0&itm_seq_2=0&multi_itm_seq=0&company_cd=&company_nm=&page=1
https://www.tga.gov.au/medical-devices
https://www.canada.ca/en/health-canada/services/drugs-health-products/public-involvement-consultations/medical-devices/proposed-amendment-medical-device-regulations/document.html
https://www.gov.uk/guidance/register-medical-devices-to-place-on-the-market#when-register
https://www.europe-it-consulting.ch/index.php/2021/03/18/udi-compliance-during-brexit/?lang=en
https://www.europe-it-consulting.ch/index.php/2021/03/18/udi-compliance-during-brexit/?lang=en

