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Plan/ milestones for 2020 under review

UPD

Build and test Phase I (Common Messaging Platform, Data Migration Tool, IAM, BI for the public only)
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OMS & RMS*

eCTD v.3.2, eAF, Common and PSUR Rep.*

eCTD v.4.0 (on hold)

VNeeS
Mandatory use of VNeeS for 

all submissions in CP, DCP, MRP and NP

CESP Dataset Module & eAF (Single Submission Portal)

Build and test of incremental releases PMS** & SMS

EV Vet3

Publication of guides or legal requirement dates System go live
Project milestones

Tentative 
milestonesKey Pre-go live milestones

European medicines web portal (on hold) 

NtA changes and changes 
to variations form

* Regular maintenance releases (plans dependent 
on IT maintenance capacity at EMA in 2020)

Extended Telematics Implementation Roadmap 2019-2020

Support for non-EU 
PSURs

OMS Manufacturers (H+V) NAPs

Mandatory use of eCTD 
for all submissions in NP

EMA Brexit preparedness Business Continuity Plan may affect programmes planning as a result of anticipated staff loss

S&PMS Phase 1
EUTCT&EV S migration to SMS
SMS feedback loop to EUTCT&EV 
S Data Management in MDM

Draft  PMS EU IG (V1) published

Draft HL7 API Specifications Published
EU-SRS Initiate Proof of Concept  (PoC)                                                                          Execute PoCOn-boarding Substance Validation 

Group and Project Team
Next steps adopted 

at HMA Execute HMA endorsed plan

Project initiation                                                                                         

NVR programme

EC mandate received
Expert Group drafting  recommendation to EC

Improvements to the UI and API for 
country specific searches

Implementation Phase II; pending budget allocation

Rev. Nov 2019

IAM BI Platform

PMS EU IG (V2) published

Start of agile development (only components not covered by S/PMS; pending budget)

Operational PSUR Repository 
improvementsOperational PSUR 

Repository improvements
Operational 
Common 
Repository 
improvements

Establish programme governance

** PMS Phase 2 is integrated in UPD

Programme delivery; & support drafting IA/DA recommendations

AM sales & use

CTIS

Project initiationExpert Group drafting 1st (methods) recommendation to EC Expert Group drafting 2nd (format) recommendation to EC
EC mandate received EC mandate received

Safety Reporting 0.9 

Pre-UAT Bugs
Audit and Go-live 

Readiness Assessment

Iterative Delivery Kick-off

Product vision 

1st Monitoring period 2nd Monitoring period

Release 10 Release 11 Release 12 Release 13 Release 14 Release 15

RV10 RV11 RV12 RV13 RV14 RV15

Technical changes to eAF 
Improvements and 
technical changes to eAF 

CESSP phase 1 - Integration of H & V MAA eAFs 
into CESP Dataset Module (CESSP phase 1), tbc

CESP Phase 2: Project Kick-Off, tbc

Mandatory use of OMS in eAF

Development and maintenanceISO IDMP/ ICSR/ HL7 Standards

SPOR API EV Vet P migration
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