TRANSITIONAL PROVISIONS ANNEX XVI COMMON SPECIFICATIONS

Device falls in one of the 6 groups

NO

v

contained in Annex XVI to MDR

|

YES

!

Device was covered by an MDD CE
Certificate expired after 26 May 2021 and
before 20 March 2023 and that does not

Device is not regulated by Common
Specifications.

meet conditions of MDR Art.120(2) lett.a)
or b).

YES

Device was lawfully marketed in the Union before 22
June 2023 and continues to comply with the
requirements of Union and national law that were
applicable to it before 22 June 2023; and there are
no significant changes in the design and intended
purpose of the product.

d

v

Transitional periods of Art.2(3) Common
Specifications apply.

YES

|

Conformity assessment under MDR

i

No transitional periods. As of 22 June
2023, device must comply with MDR and
CS before being placed on the market.

T

requires intevervention of a Notified body

YES

!

data to demonstrate conformity

YES

Transitional periods of Art.2(1) Common
Specifications apply.

Manufacturers intends to perform clinical
investigation in the EU to collect clinical

Transitional periods of Art.2(2) Common
Specifications apply.

IMPORTANT: Dual-purpose devices (i.e. devices that have both a medical and a hon-medical intended purpose) must
fulfill cumulatively MDR and CS requirements. With regards to transitional provisions, both the ones set out in MDR Art.120
and those set out in the CS must be respected. In case the applicable transitional periods differ, the stricter one must be

respected.



