Annex

Summary of actions that must be completed by the date of application

Set A — essential actions
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No Topic | Action Timeline Status

1 Contingency planning and monitoring B 2R GETH & Bt

1.1 MDCG-level forum for Member States to discuss | Regular, from Q4 Ongoing
risks to product availability and work on proposed | 2020 HELTH
solutions HE . 2020 FH
R E G O AFAREMEICH 32 U 227 1cD> | TR 5
WCaKam L PR X N7 RIS ICHL Y A s 72 8
@O MDCG v _XLVD7 %+ —7 A

1.2 Market monitoring exercise (including Regular, from Q4 Ongoing
quantitative information on stakeholder 2020 HETH
readiness, barriers to designation and to . 2020 F5H
certification of devices) P2 &
MG EH O TN (FIEBERE OMEMRIRIL. Hds
DIFE I K CREREICH 3 5 [REEICB 3 5 E B/
HHRz&D)

1.3 Analyse the IVDR in context of hypothetical Q22021 Ongoing
scenarios of an urgent response to a health crisis LT
TR~ DB 2SO > F ) Al s L
T IVDR %4473 %

No Topic | Action Timeline Status

2 Availability of notified bodies notified body O | rJREM:

2.1 MS to provide experts for joint assessments Continuous Ongoing
IR EE 3 S [FRFT 0 72 0 O B FIR & 23 2 ke ETH

2.2 Consider how notified bodies can perform Until the end of the | Notice published
conformity assessment activities in COVID-19 pandemic Monitoring
circumstances SNV T Iy 7 0HEE | ongoing
notified body 5 COVID-19 R CHEATERE | $5%CT NERK =X
iy 8 % FAT3 2 ke 5 U v ki

No Topic | Action Timeline Status

3 EURLs EUVYZ77L v RA7HK

3.1 Discussion with Member States on practical Q12021 Ongoing




issues related to EU reference laboratories
EU V7 7L v R JRICER#ET 3 ER0 7 R
BT 2 INRE & oiEam

3.2 Implementing acts on tasks and criteria and on Q32021 COM internal
fees review ongoing
RZA 7 LHME S B XOFERHCE S 2 EH 0% COM WHfL B 2 —
fitd T

3.3 Survey on expected EURL demand Q12021 Processing results
TIN5 EURL REICBH T 2 30#E QLT B

3.4 Issue call for application Q32021 Draft in revision
HGh & DFEAT EIESE

35 Complete assessment and designate the EURLs Q1-2 2022 Not yet started
%5 T L, EURL %#{8E 7 % NG

3.6 Investigate Union contribution for tasks not 0Q3-4 2021 Ongoing
covered by fees HEAFTH
Bech N —3InhnwrRzicidsa2=4v
DHEMZFET S
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No Topic | Action Timeline Status

4 Common specifications  Fi@ Ak

4.1 Propose which sets of CS will form part of the Q12021 Completed
first adoption round 7T
BYIOWM 7V v Fo—fi% k325 CS D+
v P ERET S

4.2 Discuss the text to be adopted in the first Q1-2 2021 Processing results of
adoption round stakeholder
BYIOMZ v v FCREINSE T F A MicD consultation
WCELA D AT — 7 RN E—1

Rk o D AL

4.3 Adoption procedure of the first implementing act | Q2-3 2021 In COM internal
on common specifications review
@ ERRSS — FE Nk O BN F#e COM ML & 2 —
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No Topic | Action Timeline Status

5 Guidance for notified bodies  notified body ~D 44 & v X

5.1 Explanatory note on notified body designation Q22021 Endorsement in

codes

notified body 57 2 — I D f##t

progress by NBO and
IVD WG
NBO XU IVD
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5.2 Guidance for notified bodies on batch testing Q32021 Processing outcome
Ny FlBRICES 3 % notified bod ~D 4 A4 X v & of stakeholder
consultation
AT — 7 FINKX—1
A o D UL
No Topic | Action Timeline Status
6 Performance evaluation and expert panels ZEfg il & FLFIZ ¥4 L
6.1 Guidance on performance evaluation 022021 Processing outcome of
PERESTAT D F- 5] % stakeholder
consultation
AT — 7 BN X~k
it S D LEE
6.2 Clarification on what constitutes a “type of Q22021 Draft under
device” and on process to be followed by NBs in consultation
context of views of expert panel ko ¥ 7 7 b
[FTARAZRDRAT] ZERT b0 L, HY
KAAXNDRRED 2 5 F 2 FCNBBRES R
% 70 & 2 DHRE(L
6.3 Template for summary of safety and performance | Q2 2021 Template in
Ltk O E D T v 7L — b preparation
7V 71—
No Topic | Action Timeline Status
7 Standards Fif%
7.1 Adopt the implementing act on the MDR/IVDR | Q2 2021 Adopted by COM and
standardisation request accepted by
MDR/IVDR #E#E{L Hixk o F it ik % £747 CEN/Cenelec
COM IZ A,
CEN/Cenelec IZEH
7.2 Adopt the implementing act on the publication in | Q2 2021 Ongoing
the OJEU of references to harmonised European T
standards
T nz=a—my Hig~oSEo OJEU T
DB S 2 ik & RIS 2
No Topic | Action Timeline Status




Companion diagnostics 2 ¥ ¥ =54 V2

8.1 Regarding the consultation of medicinal product | In 2021 Ongoing
authorities, accompany the work of the EMA and HEfTH
stakeholders, notably on procedural elements
EEE AR & DffakicBI L C. FRIC T 2 258
ICBi3 % EMA b X CFIEBIRE O ICFLT
ERRA)
No Topic | Action Timeline Status
9 In-house devices fLN#ER
9.1 Guidance on in-house device 032021 Draft under discussion
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