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Please note that this session is being recorded and will be made available through EMA 

Corporate Website and YouTube channel. 

Throughout the session, participants will be able to ask questions or give their input via the audience 

interaction tool Slido.

Interaction via Slido is voluntary, and you may opt to remain anonymous. If you chose to use 

Slido, you consent to the processing of your personal data as explained in the EMA Data Privacy 

Statement for Slido.

For Questions: www.slido.com code: #32270060

Welcome and housekeeping notes

https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-privacy-statement-use-audience-interaction-tool-slido_en.pdf
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Join via QR code or slido.com 2 Send or upvote the questions 

you want to hear answered

3 4Questions will be shown on the screen 

and managed live in the Q&A session

Questions not addressed during 

this session may be addressed in

subsequent webinars and/or in 

FAQ document in SPOR Portal

For Questions: www.slido.com code: #3227006

Welcome and housekeeping notes
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Webinar title Date Time

SPOR and XEVMPD Data Governance 17 April 2023 10:00-12:00 CET

Service Desk for SPOR and XEVMPD 17 April 2023 14:00-16:00 CET

Referentials Management Service 
(RMS)

18 April 2023 10:00-12:00 CET

Organisation Management Service 
(OMS)

18 April 2023 14:00-16:00 CET

Substance Management Service (SMS) 19 April 2023 10:00-12:00 CET

Product Management Service 
(XEVMPD)

19 April 2023 14:00-16:00 CET

Substance, product, organisation and 
referential (SPOR) application 

programming interface (API) - SPOR 
API

20 April 2023 10:00-12:00 CET

EMA Account Management 20 April 2023 14:00-16:00 CET

3

SPOR week is a full week of webinars during which EMA's Regulatory Data Management Service team 

talks about all aspects of regulatory data management and how it works today.

For Questions: www.slido.com code: #3227006

SPOR Week webinars

https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/5fa14eb22f9d4e699591d24ca4d7ec0a?ticket=4832534b00000006b2c1c24d969e176c6efa4b50efeffd5fb5909ecce1c622be366f558d59f7e2bf&timestamp=1678630131468&RGID=r9ca0c1044ed05282d0fe236251c99a9c
https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/461a7d1dfb9342bbbdd77f9d1aa0d34a?ticket=4832534b00000006d785b2421a3b37703d53cf0f6501d69000ca41ae834a72d8917a506c7cb540bb&timestamp=1676630875340&RGID=r1552802c0646096c101b5e62b25dfa5d
https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/8bfff1ef8d3e419d872f7b472ac2b7d4?ticket=4832534b000000065ed1defdd779b2f5cb73eeaff9308302d38d05be37abd1d34e5ec85a97065d8f&timestamp=1676630926408&RGID=r46516995ff51d5f4383d95f05cac8e38
https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/480cb6ee308544fdaacae8789f51799e?ticket=4832534b00000006e519454bed789632633f0117ae30bf565c45c8f677a9a37825e22d810f4c66f1&timestamp=1676631006511&RGID=r834ea26426a57529292e0dcffc96cb5a
https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/1748decde9de4fe9b40d594a4b5b2e5d?ticket=4832534b00000006bc0f564f0dcb35b4d7c57a92f0645f730fa8fc81057c5d1ba0c1c17441e6440d&timestamp=1676631064419&RGID=ra85e8fd6945484df2ff2df4f3117a19e
https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/69bde1b6b4a64e2ea06a24c8f7715ed3?ticket=4832534b00000006ea2f5cb66d55567f0a0fc3dad8078eac821bb210c750e3c82f95b217da96a150&timestamp=1676631103460&RGID=r84045da9fedf6fdec5fd69c8d24a2c3a
https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/08bb6c9b2dca431595ee76169d0ba796?ticket=4832534b000000067e234b0ff33bac9933f28fa37eb0c291544f2720a6355b6a19dc5e4f5832b294&timestamp=1676631150909&RGID=r00e936a4aeb9d8e1ed61fac53c879858
https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/f219f370232c48dcb47f75a8329976b0?ticket=4832534b0000000621259842bfa5d9f77ba5c4bfb428e6dacab82aa10938739cb91231fe356abac9&timestamp=1676632710337&RGID=r393a359debcd8d2cd14a974465c369e8
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For Questions: www.slido.com code: #32270064

Increase Awareness of RMS activities

Show how RMS is addressing customer feedback

Share current and planned activities

Goals of the session
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For Questions: www.slido.com code: #32270065
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Welcome 

10:00 – 10:05

Introduction to RMS

RMS processes

RMS Change request process

7

8

9

10

11RMS Data Quality Management

RMS Statistics

RMS Documentation & Help

RMS in Projects/Systems

Planned RMS Activities

Q&A Session

11:45 – 12:00

Agenda

Key takeaways & Conclusions
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Introduction to RMS
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RMS

RMS contains approximately 211 lists (and growing) from different maintenance 
organisations such as EDQM standard terms (dosage forms, routes of administration); 
WHO (ATC Human, ATC Vet); MSSO (MedDRA) as well as some internally managed lists 
(e.g. Age Range, Variation classification list, EU Territorial Authority, etc.)

Contains

RMS replaces EUTCT and provides a centralised and single source of referential 
data to be used across the EU Regulatory Network and Pharmaceutical industry to 
support regulatory processes

Provides

RMS went live in June 2017 and provides a backward compatible API that mimics 

EUTCTAvailable

RMS implements ISO IDMP 11239 and 11240 standards and provides Lists and Terms 
of Referentials – Dictionary of controlled vocabularies or lists

Implements

For Questions: www.slido.com code: #3227006

What is RMS
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As of April 2023, RMS contains 211 lists (and growing) from different maintenance organisations:

8

• ISO (Language)

• MSSO (MedDRA)

• WHO CC (ATC H & ATC V)

EDQM (16) Others (4)

• Pharmaceutical dose form

• Combined Term

• Routes and Methods of Admin.

• Patient friendly

• Administration method

• Etc.

• Lists migrated from EUTCT (e.g. 

Age Range, Application Legal basis, 

Target Species, Breeds, VedDRA

etc.)

• Lists required for OMS, PMS, EV 

Vet, Clinical Trials, Scientific Advice

• Etc…

EMA (191)

For Questions: www.slido.com code: #3227006

Lists and owners
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• EMA can process/validate all Change Requests (CRs), i.e. create provisional terms

• EMA can finalise/approve CRs for EMA-owned lists and will liaise with relevant List Owner 
to finalise CRs for externally managed lists

What EMA can do:

• Contains details on List Owner, this can also be seen in the List of Lists view (see below)

• Where EMA is identified as List Owner the list information will specify the Subject Matter 
experts that will be consulted

List Information 

Document:

For Questions: www.slido.com code: #3227006

RMS Business Particulars
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RMS List structure

Description Uses Domain Other names

List Owner 
List Object ID 

(OID)

Copyright & 
other 

disclaimers
List Hierarchy

List-specific 
extended 
attributes

Type of Change 
requests

Justification & 
Supporting 

documentation
Validation 
Process

Approval 
Process

10

• One document per list

• Located in the RMS portal

• Contains important practical information on the specific RMS list:

List Information 

Document:

For Questions: www.slido.com code: #3227006

List Information Document
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List Information 

Document

11 For Questions: www.slido.com code: #3227006

List Information Document
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RMS Functionalities

For Questions: www.slido.com code: #3227006

Search Browse/View Export Change Requests

• Simple Search

• Advanced Search

• Saved Searches

• List of lists

• Terms within lists

• Term details

• List Information 

Document

• Full lists/ selected 

terms/ translations.

• CSV or XML

• Search CR / View CR / 

Edit CR / Delete CR

• Submit CR: New/ 

update/ delete Term 

or New/ Update list

Tags Subscription Translation Documents

• Groupings of terms 

within a list or across 

lists for quick 

reference

• E-mail notifications of 

(major/ minor) 

changes within lists 

selected by the user

• Search/View

• Online

• Offline (bulk upload)

• General

• Technical

• NCA

RMS Functionalities
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For Questions: www.slido.com code: #322700613

RMS processes
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Quality Control

Sampling & checking 

performed activities

Quality Assurance

Root causes & 

process 

improvements

Service 

Coordination

With 

Data governance 

&

IT delivery

Performance 

management

- Invoicing

- KPI reporting

- Customer 

satisfaction

SPOR User

Change requests

− New/update 

Term

− Delete Term

− New/update List

Data services

− Mappings

− Enrichments

− Simple cleansing

− Deltas (EDQM, ATCH, ATCV, 

MedDRA, VedDRA...)

Incidents

(Issues)

Requests 

Information 

(Questions)

Requests 

Services

Data Quality 

Management

Service 

Management

Data Stewardship

Bus lead/ Product Owner

Data management processes are defined, operational and are monitored/reported on

Details for each SPOR domain are elaborated in individual webinars this week.

Data profiling

Monitoring 

& investigation 

across entire data

EMA Data Steward

Customer Service

RMS Data Management Processes

For Questions: www.slido.com code: #3227006
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For Questions: www.slido.com code: #322700615

RMS Change Request process
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EMA Data 

Stewards

Data Stewards validate all RMS CRs using guidance/ references

& tools

2 – 5 Working days SLA (terms)

5 – 20 Working days SLA (lists)

• RMS returned = questions asked to requestor

• RMS CR valid = provisional Term published/ 

created(*) For list CRs, list preparation will start.

• RMS CR invalid= reasons in notification

If disagreement, raise ticket in ServiceNow.

16

Submission Validation Approval/ Rejection

Requestor

Submit RMS CR:

- Add Term*

- Update Term!

- Delete Term!

- Add List

- Update List!

Also include supporting doc

umentation.

Guidance/ 

references & tools

For Questions: www.slido.com code: #3227006

(List Owners as per List Information)

EDQM, ISO, MSSO, WHO, EMA, etc

Referential 

data owners

EMA Data Stewards

in consultation with

List Owner

1 - 2 months SLA (terms)

2 - 6 months SLA (lists)

• RMS CR approved = term updated(*!)

in the RMS dictionary

List created/updated(!) in the RMS dictionary

• RMS CR rejected = reasons in notification

If disagreement, raise ticket in ServiceNow.

SPOR Change Request process at a glance
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Change Request 

Information

Change Request

For Questions: www.slido.com code: #3227006

Creating a Change Request
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Term Information

For Questions: www.slido.com code: #3227006

Creating a Change Request
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View Change 

Requests

Search 

Change 

Request

Browsing your Change Requests
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For Questions: www.slido.com code: #322700620

Draft Provisional Current Non-Current

When a provisional 
term is rejected

Nullified

When a term is 

requested (CR), it is not 

yet published

When a term passes 

validation, it is published
When a provisional 

term is approved

If/When a term is

no longer recommended

Recommended use of RMS terms statuses in regulatory procedures:

• Industry should submit applications using PROVISIONAL or CURRENT terms

• In certain regulatory procedures Industry can submit applications using NON-CURRENT terms e.g. in variations

• Before finalising the assessment NCAs should check the Term status and should only approve applications using 

Terms which are CURRENT

Validation Approval/Rejection

Change Request Phases & Term Statuses
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For Questions: www.slido.com code: #322700621

RMS Data Quality Management
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Data Monitoring

Activity Monitoring

Data Quality is ACCEPTABLE if:

• <5% major errors (duplicates, terms in 
wrong lists)

• <10% minor errors (small typos, 
capitalisation, etc.)

For Questions: www.slido.com code: #322700622

Data mgmt

Task
• 100% of outsourced 
activities are inspected 
(4-eye principle)

Quality Control

Data

• Profiles are built to identify data not meeting 
the DQ rules

• KPIs being developed & Reports planned in 
Q2 23, continuous monitoring Q3 23

Data Profiling

Quality Assurance

• Defects/errors are 
classified into Major/ 
Minor

• Identified defects/errors 
are corrected

DQ Defects

• Data Quality Issues reported to 
Service Desk

Issues

Data services

ReactiveProactive

• Root causes 
are analysed and 
where possible 
preventive actions are 
identified/ implemented

• Process improvements

Customer 

Services

Deltas and CR Tasks

SPOR Data Quality Management at a glance
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Minor

• Incorrect standardisation

•Typos

•Capitalisation issues

• Issues with extended 

attributes

Minor

•Same as minor data 

quality errors for data 

services

Major

•Duplicates

•Terms created in 

the wrong list

•Essential 

information missing 

(e.g. ATC name with ATC 

code missing)

Major

•Duplicates

•Terms created in 

the wrong list

•Essential information missi

ng (e.g. ATC 

name with ATC code 

missing)

Major

•Same as major 

data quality errors for 

change requests

• Incorrect rejection/approv

al of a CR

D
a
ta

 s
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s

C
h
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n

g
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 r

e
q

u
e
s
t

Minor

• Incorrect standardisation

•Typos

•Capitalisation issues

• Issues with extended 

attributes

Minor

•Same as 

minor data quality errors

for change requests

Major

•Same as major 

data quality errors for 

data services

RMS Data Quality Management

Data Quality Errors Processing Errors

For Questions: www.slido.com code: #3227006
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RMS Statistics
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2020 2021 2022

No of Terms

131
148 153

193

0

50

100

150

200

250

2019 2020 2021 2022

No of Lists

Milestone: 200th RMS list reached in January 2023!

• The increase in terms (~+2800) in 2022 was mainly linked to the creation of new lists for EMA projects and other

maintenance activities (e.g. mapping activities for PMS implementation).

• The big increase in lists (+40) in 2022 concerned mainly new lists required for several projects including PMS, IRIS, eAF

and ASU, Real World Data, ePI and the ESMP (shortages) projects.

RMS Statistics - Volumes
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For Questions: www.slido.com code: #322700626
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702

599

0

100

200
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400

500

600

700

800

2019 2020 2021 2022

Change requests

Change requests decreased 14% in 2022 compared to 2021, 

mainly because of the exceptional peak of CRs in 2021 due to 

Art. 57 – RMS mapping activities, EVVET3 implementation and 

UPD implementation which were completed by 2022.

Overall Compliance 

RMS Statistics – Change Requests (I)

100% of CRs were resolved 

within SLA in 2022.
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For Questions: www.slido.com code: #322700627

138

190

529

284

31
0

132

234

2 4 17 209 19 7
53

1 10 17 8

0

100

200

300

400

500

600

2019 2020 2021 2022

CRs per Request Type

Add Term Upd Term Del Term Add List Upd List

General decrease in most types of CRs in 2022 is linked 

to the completion of Art. 57 – RMS mapping activities, as 

well as UPD & EVVET3 implementation which peaked in 

2021.

In 2022 the “approved” CRs continued to be the main status, 

and only 13 % of CRs were “rejected” which is a 17% 

decrease in comparison to 2021.

0% 3%

7%

10%

80%

CRs by status 2022 

Submitted Validated On Hold Rejected Approved

RMS Statistics – Change Requests (II)
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For Questions: www.slido.com code: #322700628
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Units of
Measurement

Pharmaceutical
Dose Form

Special
Precautions for

Storage

ATC H Manufacturing
Activity

Top Lists with CRs Rejected

• Rejection rate has significantly improved with time (12% in 2022 vs 22% overall since go live), combined with an increasingly

higher number of CRs received (480 CRs in 2022 vs 400 CRs in 2021 and 206 CRs in 2020).

• We continue to notice that some lists are popular and also cause many rejections:

• Units of Measurement list is the 2nd highest list in terms of CRs and the one with most rejected CRs; 

• Manufacturing Activity list ranks as the 10th highest list in numbers of CRs received and has a rejection rate of more than 60%

(27 CRs requested out of 43).

We remind users to familiarise themselves with List information for these particular lists.

RMS Statistics – Change Requests (III)
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The number of Serv desk tickets in 2022 were in the same 

order of magnitude of 2021, with most tickets concerning 

questions on mapping of referentials, term details, SPOR access, 

list updates, translations, export of lists, versioning in RMS, etc.

16

36

80

72

0

10

20

30

40

50

60

70

80

90

2019 2020 2021 2022

No of Service Desk calls

For Questions: www.slido.com code: #3227006

75% service desk tickets were resolved 

within the agreed SLAs.

*RMS has only 72 tickets, 13 of which could 

not be quicky resolved due to IT limitations 

which has impacted overall SLA calculations –

not many customers are impacted

Overall Compliance 

RMS Statistics – EMA Service Desk Tickets

Average SLA compliance: 75%
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0,00% Incidents/volume (terms)

0,006% Incidents/users

1 DQ Incident

14809 Users

128345 Terms

User Perspective

Customer Satisfaction Survey

Data Services and Data Quality in RMS were

positively rated overall:

• 78% of the users graded Data Services as "Good" 

or "Excellent“

• 86% of the users rated Data Quality in RMS 

Services as either "Good" or "Excellent".

RMS Statistics – Customer Satisfaction

0% 1%

21%

52%

26%

0% 1%

14%

53%

33%

0%

10%

20%

30%

40%

50%

60%

Very Poor Poor Average Good Excellent

Customer Satisfaction

Data services Data Quality
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RMS Documentation & Help



Classified as public by the European Medicines Agency 

For Questions: www.slido.com code: #322700632

Reference documents accessible from the SPOR portal

Main documentation required to successfully use RMS services:

• RMS web user manual – guidance on SPOR 
services, e.g. searching, exporting data, requesting CRs, 
translations, etc.

• SPOR user registration manual (how to register for SPOR)

• SPOR affiliation template (to register the first industry super user)

ServiceNow Portal

Service requests, issues, requests for technical support 

shall be submitted through the ServiceNow Portal.

For any help needed and not found in docs.

EMA Account Management Portal

• To create a new EMA account in order to obtain 

access to EMA systems (including SPOR). 

• To request SPOR user role.

Account Management Portal.

*Dedicated webinar scheduled for 

18 April, recording will be made available in 

due course.

EMA corporate website

• SPOR vision and general introduction to SPOR 

projects

• SPOR related information and documents

Training videos
• RMS & OMS training videos available to view on 

the @emainfo channel.

• Videos of RMS webinars with tips/tricks and 

questions raised from users (RMS Training modules)

Documents 

& Help

SPOR Documents & Help (I)

• RMS New List Template & Quick Reference 
Card for RMS Term Change Requests

• SPOR SLAs (SLA are indicative and may be 
reviewed in future)

• PPTs from RMS webinars

http://spor.ema.europa.eu/
https://support.ema.europa.eu/esc
https://register.ema.europa.eu/
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_001821.jsp&mid=WC0b01ac0580b84bd4
https://www.youtube.com/user/emainfo/videos
https://www.youtube.com/playlist?list=PL7K5dNgKnawbFnolRuWBpGRmQ0jW6bkY8
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EMA Corporate website – RMS info

What:

• Background information

• Info on SPOR projects

• RMS vision & RMS project

EMA Account Management

What: 

• General guidance on how to register users and use IAM 

tool

• Detailed instructions for RMS are in a ppt in SPOR 

portal and in videos on youtube

SPOR Documents & Help (II)

For Questions: www.slido.com code: #3227006

https://www.ema.europa.eu/en/human-regulatory/research-development/data-medicines-iso-idmp-standards/spor-master-data/referentials-management-service-rms
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SPOR - Documents

PPTs of RMS Webinars

Process Guidance

SPOR Info + Q&A

Performance

Recordings are on YouTube

Operating Model; Quick 

reference cards for CRs, 

SLAs; list template

Statistics & customer 

satisfaction surveys

For Questions: www.slido.com code: #322700634

SPOR Documents & Help (III) - SPOR Portal

http://spor.ema.europa.eu/rmswi/#/viewDocuments
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RMS Web UI (europa.eu)

Change request 

process
Before start Access API

F – RMS Web User Manual

V – SPOR Questions & 

Answers

A3 – RMS Introduction –

Webinar 21 September 

2022

Z – SPOR User Registration Manual

F – RMS Web User Manual

Z2 – SPOR User Affiliation Template 

Letter

A5 – SPOR API Access and Usage

Z3 – SPOR API Access – Q&A

Z4 – SPOR API Access – Webinar 10 

November 2021

F – RMS Web User Manual

C –RMS New List Template

G –Quick Reference Card for 

RMS Term CRs

A3 – RMS Introduction –

Webinar 21 September 2022

SPOR Documents & Help (IV) - SPOR Portal

For Questions: www.slido.com code: #3227006

http://spor.ema.europa.eu/rmswi/#/
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EMA YouTube Channel

What: 

• Videos of webinars, 

related PPTs can be found 

in SPOR portal

ServiceNow - SPOR Dashboard

What:

• For any help needed and not found in docs.

• Request support with an RMS CR that cannot be submitted 

via the RMS Portal.

• Report a technical issue with the use of the RMS Portal or 

Application Programming Interface (API) or to address 

concerns with the data in RMS.

For Questions: www.slido.com code: #3227006

SPOR Documents & Help (V)

https://www.youtube.com/@emainfo/search?query=rms
https://support.ema.europa.eu/esc?id=emp_taxonomy_topic&topic_id=bc9e83d2c3195d10e68bf1f4e4013187
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RMS in Projects/Systems
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System Domain Process

EudraCT & CTIS H Phase 1-4 Trials

IRIS H&V
Scientific Advice + Orphan Designation + Inspections + 
Parallel Distribution

eAF & PMS* & eAF & ePI* H&V Submission MAA, Variations, Renewal

SIAMED II H&V Review, Approval

UPD V Approval

CorpGXP H&V
Inspections + Manufacturing Import Authorisation + 
Wholesale Distribution Authorisation

EVVET3 & ESVAC V Safety reporting

PSUR repository & EU PAS & 
XEVMPD*

H Safety reporting

ASU V Antimicrobial sales and use

Real World Data (Healthcare Data) H Pharmacovigilance

38

Scientific 

Advice
SOR

Phase 1-3 

Trials
SR

PRIME
S

Eligibility
S

Phase 4 

Studies
SR

Paediatric 

Program

Submission

MAA/NDA
SOR

Review
SOR

Approval
SR

Variations
SOR

Safety 

Reporting
SPOR

Renewal
SOR

MAH 

Transfer

Withdrawal/

Suspension

Orphan 

Designation
SOR

ITF
SO

ATMP 

Certification
S

Parallel 

Distribution
SOR

New

Indication
SOR

Inspections
SO

Marketing 

Status
SOR

Market SurveillanceRegistrationDevelopmentResearch

AM 

Sales
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Integration completed

Integration planned
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RMS Integration in regulatory processes
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Planned RMS activities
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Modernise Data & 

Information Management

Deliver efficient and 
effective regulatory 

data services

Improve customer 

satisfaction and success

RMS - Data Management (Change requests & Data services)

RMS – Data Quality

RMS – Customer Services

Prioritised Epics (MedDRA API, harmonisation of SPOR access rights )

Information Management Modernisation initiatives

RMS – Awareness & visibility

RMS – Documentation

SPOR week
RMS 

webinar

SPOR Customer 

Satisfaction survey

Process improvement – Simplify Incident mgt

New service – Provision of translations by NCAs via List Update CR

Revised SLAs for list updates (including 

translations)

Deltas - Enrichments – New 
lists

Process improvement – data profiling & monitoring

RMS pipeline (tbc)

RMS – Bug fixes (failed generation of RMS exports, fixing of MedDRA SOC information, API 

improvements, formatting issues with csv exports)

RMS Master List Info review and publication in RMS portal

RMS - Outsourcing CR/Deltas/SD/List Information documents – Knowledge Transfer

RMS – Publication of missing List Info Documents and holistic review of all List Info Documents

New Lists for CTIS (tbc)

New Lists for Real World Data

New lists for IRISATC H&V 2023 MedDRA 26.0 MedDRA 26.1 + VedDRA 2023

STWP plenary
List Publication 

webinar

Translations

webinar

EMDN (tbc)

RMS – XEVMPD daily synchronisation

Q4 2023Q3 2023Q2 2023Q1 2023

40

DQ improvements – inc term description, & replacement terms for non-current terms

Infrastructure/technical improvements

For Questions: www.slido.com code: #3227006

Planned RMS activities

1

2

3

4

5
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Planned Service Process Improvements 2023 (I)

Required for successful PMS & 
eAF implementation - failure to follow 
this process may result in 
synchronisation issues with products 
and issues with the use of eAF.

As of Q2 2023

• NCA submits change request – list update 
+ attach Excel template with translations

• EMA team to upload translations on behalf 
of NCA

• All terms from the relevant XEVMPD lists 
are created in RMS and EudraVigilance –
Planned start Q2 2023

• Creation of proposed terms in XEVMPD to 
be blocked – date tbc (deltas will have to 
be considered until this is the case).

Get used to requesting terms 
to RMS first as this will be 
discontinued in XEVMPD

Facilitate & support NCAs with 
translations upon request as 
an alternative to bulk upload or 
provision of 
individual translations by NCAs.

Enhanced support to ensure 
speedy availability of 
translations in the RMS portal

RMS – XEVMPD 
daily 
synchronisation

Provision of 
translations by 
NCAs via List 
Update change 
request

WHY HOW & WHEN IMPACT to users:

1

2
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WHY HOW & WHEN IMPACT to users:

Data Quality -

Deltas
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Planned Service Process Improvements 2023 (II)

RMS Data 

profiling & 

monitoring

Documentation

Reacting to feedback from 
customer satisfaction 
survey where customers 
demanded more/better 
documentation

Lists will be updated within 1-2 
months of publication by list owner –
Q2 2023

• Master list information – document consolidating in 

one place the details/information for all lists in 

RMS (& subsequent updates) – Q2 2023

• What's new/News - information of 

topics/items under discussion or for 

implementation – Q3 2023

• Review/ of list information docs – 2023

Enhanced supporting 
documentation allowing 
improved awareness

Improve RMS Data Quality Data quality improvement –
users should see improved data 
quality in RMS

Increased RMS resources resulting in increased 
checks of data quality.

• Build reports of data quality aspects to look 
at (e.g. non-current terms without replacement; 
terms without descriptions, terms without 
translations, etc.) – Q2 2023

• Create process to monitor, inspect and 
correct weekly - Q3 2023

3

4

5

Faster publication of updates 
to external lists (ATCH, ATC 
V, MedDRA and VEDDRA) is 
required

Faster updates to external 
lists (ATCH, ATC V, MedDRA 
and VEDDRA) 
should minimise CRs 
& improve lists usage 
experience



Classified as public by the European Medicines Agency 

43 For Questions: www.slido.com code: #3227006

Planned Information Management Modernisation initiatives 2023

Enhancement of RMS API capabilities 
required to improve user experience 
and data availability

Improve data quality 
(currency of data)

Enable to retrieve 
historical/older term versions 
via API – tbc Q4 2023

Consume the MedDRA updates live from 

MedDRA API instead of MedDRA 6-monthly 

updates – assessment/feasibility Q2 2023; 

implementation tbc Q4 2023

WHY HOW & WHEN

RMS API 

versioning

MedDRA API
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Background
RMS Services 

over time
Conclusions Next steps

• RMS SLA for list updates is 2-

6 month after publication by 

list owner

• MedDRA is updated 2x/year

• ATC H, ATC V, VEDDRA, is 

updated 1x/year

• RMS team is committed to do 
these updates in 
a shorter period!

• See revised List update SLA in 
the next slide

60 60

21
30

60

3 1

30

0

20

40

60

80

ATC Human ATC Vet VedDRa

Days waiting for list publications

2020 2021 2022

• The RMS team is 

updating external lists within 

the agreed SLAs.

• Publication times have been 

improving over the years.

Revised SLAs for List Updates
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CURRENT LIST UPDATE SLAs

PROPOSED LIST UPDATE SLAs

Summary of improvements

• Faster validation throughout from 15-20 WD to 

5-10WD – informing foreseen SLA 

& giving predictability to users

• New service for uploading Translations – 1-2 

months

• Faster and more targeted resolution:

• Update List – by List Owner 

i.e Externally managed lists from 2-6 months to 

1-2 months

• Update list – not requiring List Owner/SME 

consultation - from 2-6 months to 1-2 months

• Update list requiring List Owner/ SME 

consultation – unchanged - still 2-6 months –

as this requires frequent/lengthy consultations

Revised SLAs for List Updates – planned improvements

For Questions: www.slido.com code: #3227006

Type of request 75% of requests 90% of requests Expected outcome

Update List - by List Owner 
(e.g. ATC H/ATC 
V/MedDRA/VedDRA)

Validated within 5 WD
Resolved within 1 month

Validated within 10 WD
Resolved within 2 months

The list is updated if the 
request is validated and 
approved.

Update List - translations (as 
provided by NCA translator)

Validated within 5 WD
Resolved within 1 month

Validated within 10 WD
Resolved within 2 months

The list is updated if the 
request is validated and 
approved.

Update List - not requiring 
List Owner/SME consultation 
(e.g. changes already 
endorsed by 
CVMP/CHMP/QRD)

Validated within 5 WD
Resolved within 2 months

Validated within 10 WD
Resolved within 2 months

The list is updated if the 
request is validated and 
approved.

Update List - requiring List 
Owner/SME consultation 
(e.g. major updates or 
structural changes to lists)

Validated within 5 WD
Resolved within 2 months

Validated within 10 WD
Resolved within 6 months

The list is updated if the 
request is validated and 
approved.
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Key Takeaways and Conclusions
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Takeaways & Conclusions

For Questions: www.slido.com code: #3227006

Increase Awareness of RMS activities

• For information/background: intro, RMS processes (CR, Serv Desk)

• Data stewardship (CRs) and customer services in place with excellent performance

• Updates: revised statistics, integration in business processes

Show how RMS is addressing customer feedback

• New DQ management process (data profiling & monitoring) in place

• Plan for updated/improved documentation

Share Current and planned activities

• RMS-EV daily sync

• New Translation upload service via CR

• Revised and shortened SLAs

• Planned user experience improvements (UI and API) and data quality
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Webinar title Date Time

SPOR and XEVMPD Data Governance 17 April 2023 10:00-12:00 CET

Service Desk for SPOR and XEVMPD 17 April 2023 14:00-16:00 CET

Referentials Management Service 
(RMS)

18 April 2023 10:00-12:00 CET

Organisation Management Service 
(OMS)

18 April 2023 14:00-16:00 CET

Substance Management Service (SMS) 19 April 2023 10:00-12:00 CET

Product Management Service 
(XEVMPD)

19 April 2023 14:00-16:00 CET

Substance, product, organisation and 
referential (SPOR) application 

programming interface (API) - SPOR 
API

20 April 2023 10:00-12:00 CET

EMA Account Management 20 April 2023 14:00-16:00 CET
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SPOR week is a full week of webinars during which EMA's Regulatory Data Management Service team 

talks about all aspects of regulatory data management and how it works today.

For Questions: www.slido.com code: #3227006

SPOR Week Webinars

https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/5fa14eb22f9d4e699591d24ca4d7ec0a?ticket=4832534b00000006b2c1c24d969e176c6efa4b50efeffd5fb5909ecce1c622be366f558d59f7e2bf&timestamp=1678630131468&RGID=r9ca0c1044ed05282d0fe236251c99a9c
https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/461a7d1dfb9342bbbdd77f9d1aa0d34a?ticket=4832534b00000006d785b2421a3b37703d53cf0f6501d69000ca41ae834a72d8917a506c7cb540bb&timestamp=1676630875340&RGID=r1552802c0646096c101b5e62b25dfa5d
https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/8bfff1ef8d3e419d872f7b472ac2b7d4?ticket=4832534b000000065ed1defdd779b2f5cb73eeaff9308302d38d05be37abd1d34e5ec85a97065d8f&timestamp=1676630926408&RGID=r46516995ff51d5f4383d95f05cac8e38
https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/480cb6ee308544fdaacae8789f51799e?ticket=4832534b00000006e519454bed789632633f0117ae30bf565c45c8f677a9a37825e22d810f4c66f1&timestamp=1676631006511&RGID=r834ea26426a57529292e0dcffc96cb5a
https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/1748decde9de4fe9b40d594a4b5b2e5d?ticket=4832534b00000006bc0f564f0dcb35b4d7c57a92f0645f730fa8fc81057c5d1ba0c1c17441e6440d&timestamp=1676631064419&RGID=ra85e8fd6945484df2ff2df4f3117a19e
https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/69bde1b6b4a64e2ea06a24c8f7715ed3?ticket=4832534b00000006ea2f5cb66d55567f0a0fc3dad8078eac821bb210c750e3c82f95b217da96a150&timestamp=1676631103460&RGID=r84045da9fedf6fdec5fd69c8d24a2c3a
https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/08bb6c9b2dca431595ee76169d0ba796?ticket=4832534b000000067e234b0ff33bac9933f28fa37eb0c291544f2720a6355b6a19dc5e4f5832b294&timestamp=1676631150909&RGID=r00e936a4aeb9d8e1ed61fac53c879858
https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/f219f370232c48dcb47f75a8329976b0?ticket=4832534b0000000621259842bfa5d9f77ba5c4bfb428e6dacab82aa10938739cb91231fe356abac9&timestamp=1676632710337&RGID=r393a359debcd8d2cd14a974465c369e8
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Any questions on the webinar?

For Questions: www.slido.com code: #3227006
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Contact us through ServiceNow @ https://support.ema.europa.eu/

Official address Domenico Scarlattilaan 6  ● 1083 HS Amsterdam  ● The Netherlands

Address for visits and deliveries Refer to www.ema.europa.eu/how-to-find-us

Send us a question  Go to www.ema.europa.eu/contact Telephone +31 (0)88 781 6000

Further information

Follow us on @EMA_News

https://support.ema.europa.eu/

