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Key SPOR milestones in 2017 

RMS external go-live 

Lists available 

 XEVMPD integration with 

RMS and OMS (*) 

eAF integration with 

OMS (*) 

OMS  

Manufacturers 

available 

S&PMS  

Start 

S&PMS  

Business Case 

S&PMS  

EU G-SRS installed 

RMS  

EMA internal  

UAT 

RMS  

external  

UAT 

OMS external go-live 

MAHs, MAAs and  

MRL Applicants available 

OMS  

EMA internal 

UAT 

OMS  

external  

UAT 

Approach and Scope Analysis and Design: Requirements, 

Process, Use cases, etc  

(*) – subject to XEVMPD and eAF planning 
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• At RMS and OMS go-live, R & O data submission processes will 

continue as before - no immediate process changes for 

stakeholders 

• Some changes in the current submission processes are being 

explored 

 consultation taking place with Art 57 IWG on Art 57 submission 

process (enforcement of R & O pre-registration) 

• More information will be provided through SPOR Change 

Liaison Network to explain any applicable process changes and 

timings 

• Any change requests submitted for R & O will be validated by  

EMA data stewards following the agreed process 
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Impacts at go live of RMS and OMS 
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2017 2018 

S&PMS phase 1  

external go-live 

RMS  

external go-live  

2019… 

RMS internal  

EMA release 1 live  

2016 

OMS internal  

EMA release 1 live 

 XEVMPD integration with 

RMS and OMS (*) 

eAF integration with OMS (*) 

CESSP (MAA) integration  

with RMS & OMS (*)  

  

Benefits will be realised incrementally through each iteration within SPOR and through integration with other EU Telematics 

programmes. First benefits are expected in 2017 

Regulatory compliance: 
ISO IDMP (11239 & 11240) 
compliant Referential data 

services 
 

Process improvement: 
RMS & OMS data entered once 

and available across 
Pharmacovigilance and MA 

process 
 

Organisation dictionary:  
list of organisations with 

associated physical locations 
to support EMA and EU-wide 

regulatory activities 
 

S&P subgroup  

meetings resumed 

 

SPOR high level timelines 2017 - 2019 

PMS & SMS 

integration with  

Art 57 

Publication of EU IGs 

to support S&PMS 

RMS  

external UAT 

(*) – subject to XEVMPD, eAF, CESSP planning 

OMS  

external go-live  

OMS  

external UAT 

S&PMS start 
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2017 2018 

PMS & SMS phase 1  

external go-live 

RMS & OMS  

external go-live 

2019… 2016 

SPOR Programme participation & Engagement via SPOR Change Liaisons 

Analyse / adapt process to keep data synchronised  

Analyse / adapt systems to support process changes  

RMS mapping   Post go live Industry should map against new Referential Lists 

 Synchronise local data with SPOR   

OMS product comparison 

Key SPOR milestones 

  Activities throughout  SPOR 

NCAs activities 

Industry activities 

NCAs and Industry involvement throughout SPOR 

 OMS mapping 

 Request new/updated data prior to regulatory submission 


