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15th July 2019

Introduction

This document presents the Eudamed High Level Roadmap as agreed between R3 and D4, with the

main IT modules, milestones and the assumptions for a successful execution of the project.

OUT OF SCOPE

The High Level Roadmap is based on the current knowledge of complexity of the requirements of the
last modules to be released, namely, Vigilance, Market Surveillance, and Clinical Investigations.



"309[oud 2y}
IN0oy3noJy3 aNUIIUOD [|IM YdIYM pue 9TQg Ul PIMEIS SBM UdIYM Siuawalinbal ssauisng jo sisAjeue syl uo pawJioyad yiom ay3 109}424 30U saop dewpeod siyL

2507 104 - TEfE0fL uT TZ/50/6T 144~ TTfT0/2T Vo 0Z/TT/5 NUL- 0Z/20/4T un R
§ 35E3 |34 404 53X PUE JIPphY E 35EI3Y 40) S3xY pUB HPRY CAsE3|3Y 04 saxy pue 3ipny T Mmmw_u__mﬂﬂwn__._hmummw_wﬂwwﬁz{
22/50/0E uow tefsnfeuma 0E/TLA DZfE0/SE Pa M
TEOT AR 35R3|3Y Yt TZOT AR|4 3583 |3Y PUE 0ZOT AOM 3523|3Y pUT OZ0E YR 3al|-D5

L/ Vv v

LT UOly

£T uoi

Zr/50/02 vow
ysiuig
JAHERT PUZ

LT/ZTSET oL
HEls

*

AIHEND pUg AIUENT AILENT L3E ATHENT) g’ *

AIURADST ATHENT Y3 ATLENT g JIUEAT pUT BRI ST ATHERA Y fepo) : AFHERT pUT AILENTDST PEE T AIUERAT PAE ATHENTD pUT ATHERDST

TE/TOfTT uaw 0Z/£0/3 uay 6T/0T/5E uow
t 35E3 |3y 404 SIUALIAIINDAL £ 35E3|3y 404 SpuIwWanbay T 8583 |3y 04 sjuawalinbal
3|Qe3s 404 AUl|pRI] 3|qE35 404 3UL|pEA] 3|ge}s d04 aul|peag

‘9sea|ad Jejndiped e Jo ‘Aljjeuoiouny Jo swud) Ul ‘padojaAsp SSINPOW UleW 3y} 3 [|IM 3SI11SE UB 1M PasJew Ssajnpow ay|

dewpeoy [9A9] Y3IH



OUT OF SCOPE




Resources

e Both Units recognize that delivering the agreed Roadmap will require additional resources in
R3 from mid-2020, in particular for the delivery of releases 3 and 4. This planning brings the
final delivery date to May 2022, 6 months earlier than the planning proposed to the MDCG

(Medical Device Coordination Group) recently
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