Timeline Regulation (EU) 2017/746 (IVDR)

in consideration of
Regulation (EU) 2022/112

Regulation (EU) 2024/1860
& Q&A on practical aspects

Publication

Entry into force

Requirements acc. to VO (EU) 2024/1860:

. Compliance of the products acc. to Directive 98/79/EC
. No significant changes of the products (MDCG 2022-06)
e No “unacceptable risks to health and safety”

Agreement for Establishment of a QMS in accordance with Article 10(8) of the IVDR until
legacy devices 26 May 2025
on valid . Implementation of the requirements relating to post-market surveillance,
IVDD certificates market surveillance, vigilance, registration of economic operators and of
OR devices

. Formal application in accordance with Annex VII, Section 4.3, of the IVDR

if applicable expiry for conformity assessment in respect of the “legacy device” timely per

certificates IVDD product classification
atthelatest *  Written agreement between the manufacturer and the NB within four
26-65-2025 months thereafter
+
ex-Other ex-Other ex-Other
Class D Class C Class B+A

steril

26.05.2025 26.05.2026  26.05.2027

Max. validity of
IVDD certificates
31.12.2027

JA & Notifications of NB

© mdc medical device certification GmbH

ttto!

Date of Application
of the IVDR for

ex-Other ex-Other ex-Other in-house

Class D Class C Class B+A products”

steril

31.12.2027  31.12.2028 31.12.2029 31.12.2030

Application
Application
Agreement

Application
Agreement

o

Agreement



https://eur-lex.europa.eu/legal-content/DE/TXT/?uri=OJ:L_202401860
https://health.ec.europa.eu/document/download/dfd7a1c6-f319-4682-9bac-77bef1165818_en?filename=mdr_qna-ext-ivdr.pdf

