
Classified as public by the European Medicines Agency 

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.
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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
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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 For Questions: www.slido.com  code: #5882317  

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

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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Increase Awareness of OMS activities

Show how OMS is addressing customer feedback

Share planned activities
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Goals of the session



Classified as public by the European Medicines Agency 

5

1

2

3

4

5

6

Welcome 

14:00 – 14:05

Introduction to OMS

OMS processes

OMS Change request process

7

8

9

10

11OMS Data Quality Management

OMS Statistics

OMS Documentation & Help

OMS in Projects/Systems

Planned OMS Activities

Q&A Session

15:45 – 16:00

Key takeaways & Conclusions

Agenda

For Questions: www.slido.com  code: #5882317  
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Introduction to OMS
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OMS Dictionary provides a central source of organisation data 

hosted by EMA, accessible to and used throughout EMA and by 

external stakeholders

An organisation, as a legal entity, groups all its 

physical locations within a country
Roles (MAH vs Manufacture), context (H vs V) and details 

of Departments are not managed in OMS

OMS Introduction - Key Principles (1/4) 
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OMS Dictionary provides a central source of organisation data 

hosted by EMA, accessible to and used throughout EMA and by 

external stakeholders

An organisation, as a legal entity, groups all its 

physical locations within a country
Roles (MAH vs Manufacture), context (H vs V) and details 

of Departments are not managed in OMS

Organisation data structured with unique IDs 

(Organisation_ID and Location_ID) and 

mapped to records loaded from source systems 

(e.g. EudraGMDP site reference code)

OMS Introduction - Key Principles (2/4) 
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OMS Dictionary provides a central source of organisation data 

hosted by EMA, accessible to and used throughout EMA and by 

external stakeholders

An organisation, as a legal entity, groups all its 

physical locations within a country
Roles (MAH vs Manufacture), context (H vs V) and details 

of Departments are not managed in OMS

Organisation data structured with unique IDs 

(Organisation_ID and Location_ID) and 

mapped to records loaded from source systems 

(e.g. EudraGMDP site reference code)

The Location_ID will be unique and will not change 

OMS publish the latest information available and maintain all 

versions in a date format (version timestamp)

OMS Introduction - Key Principles (3/4) 
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OMS does not have individuals. If individuals 

are required in a certain regulatory procedure, 

this needs to be dealt directly by each system.

OMS Dictionary provides a central source of organisation data 

hosted by EMA, accessible to and used throughout EMA and by 

external stakeholders

An organisation, as a legal entity, groups all its 

physical locations within a country
Roles (MAH vs Manufacture), context (H vs V) and details 

of Departments are not managed in OMS

Organisation data structured with unique IDs 

(Organisation_ID and Location_ID) and 

mapped to records loaded from source systems 

(e.g. EudraGMDP site reference code)

The Location_ID will be unique and will not change 

OMS publish the latest information available and maintain all 

versions in a date format (version timestamp)

OMS Introduction - Key Principles (4/4) 
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Who can change OMS data?

For Questions: www.slido.com  code: #5882317  11

SPOR NCA/Industry

Super User

Anyone can submit 

a Change Request to 

any organisation 

and/or location

published in the 

OMS Dictionary, as 

long as they submit 

supporting 

documentation

Validation of data as per 

date of the Change RequestSPOR NCA/Industry

User

Hospitals, University

Manufactures

MAH, Sponsor

NCA

OMS Introduction - Key Principles on the Process 
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OMS data reflects 

reality:

• correct 

organisation/legal 

entity

• correct relationship 

with its address

• correct address

OMS reflects consistent 

information i.e. OMS 

will apply/standardise

the Organisation/address 

information according to 

the agreed DQ rules

OMS reflects equivalent 

information as the Trade 

registry (or other 

documents/sources) but 

it is not meant to be 

the same/“copy” of 

Trade registry (or other 

documents/sources)

OMS is a standardised list of Organisations/Locations

For Questions: www.slido.com  code: #5882317  

OMS uses Reference 

sources of information 

(Trade registry, DUNS, 

other 

documents/sources) to 

ensure data 

correctness/accuracy

OMS Introduction – Data vs Reference Sources
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Organisation name

Business registry, 

DUNS

OMS Data Quality 

Standards

Relationship

National Postal ServiceDQ Standards

2.

Standardisation

1.

Validation

Location data

Business registry, 

DUNS

National Postal 

Service 

(AddressDoctor)

If loc is not 

recognised by AD, 

data will follow OMS 

DQ Standards

OMS Introduction – Data & Data Management Process
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AddressDoctor is an address library used for address validation, correction and standardisation

• AddressDoctor’s validation service is 
delivered in combination with 
reference data for more than 240 
countries and territories

• The service combines in one engine 
postal certifications from all five 
global postal organisations

World-wide & Certified

• Addresses are formatted according to 
local postal standards

• Validation service can parse, analyse, 
verify, correct and format addresses 
according to local postal standards -
ensuring that correct elements appear 
in the appropriate hierarchical alignment

Standardised

• The reference database is 
updated throughout the 
year

Up-to-date 

• AddressDoctor’s validation 
service allows to enrich 
address data with geocodes

Enriched

• Address Verification supports 40 different 
character sets and transliterates 
addresses into Latin characters from 
six different writing systems

• When available in the reference files 
addresses can be automatically 
transliterated – address localised will be 
generated

Character set & 
transliteration

OMS Introduction – What is AddressDoctor?
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OMS processes: Data Stewardship
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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 Org/Loc

− New Loc

− Update Org

− Update Loc

− Delete Org/Loc

Data services

Service lead data curation

− Mappings

− Simple cleansing

− Deltas (SAP/EV/...)

− Enrichments (geocodes, 

postcodes, district, ...)

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 elaborated in individual webinars this week

Data profiling

Monitoring 

& investigation 

across entire data

EMA Data Steward

Customer Service

SPOR Data Management Processes

For Questions: www.slido.com  code: #5882317  
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OMS Change Request process
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Organisation data owner

EMA 

EMA Data 

Stewards

Data Stewards validate all OMS CRs using guidance/ 

references & tools (OMS DQ standard, Business 

registry, AddressDoctor validation service)

18

Submission Validation/ Standardisation Approval/ Rejection

Requestor

Submit OMS CR with 

supporting document 

• 5-10 WD SLA

• CR Approved or 

Rejected

• If disagreement, raise 

ticket in Service Desk, 

indicating CR number

Guidance/ 

references & tools

EMA Data Stewards

EMA is OMS Data Owner

For Questions: www.slido.com  code: #5882317

OMS Change Request process at a glance
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Service-level 

agreement (SLA)

OMS data services team aims to answer to the majority of requests within the defined timeframes 
depending on the operation requested:

• New organisation

• New location

• Update or Deactivate organisation and/or location

Requestor

SLA by type of Change Request
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RequestorNew Request

Change Requests Submission (1/2)
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RequestorUpdate Request

Change Requests Submission (2/2)
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EEA organisation

1. Extract from the National Business Registry

Non-EEA organisation

1. Document stating the DUNS or GS1 identifier number

2. Extract from the National Business Registry

3. GMP certificates until January 28th 2022 – hereafter EudraGMDP will use 

OMS data

4. Headed letter with organisation and location details – signed and dated

Hospital, University & Public entities

1. Headed letter with organisation and location details – signed and dated

2. GMP certificates until January 28th 2022 – hereafter EudraGMDP will use 

OMS data

*The numbering indicates the order of documentation preference for each organisation/jurisdiction

Supporting documentation for Change Requests
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Midatech Limited

Standardisation

Validation

OMS IDD - Change Request Process Organisation validation & standardisation
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Validation

Standardisation

National Postal Service

OMS IDD - Change Request Process Location validation & standardisation
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• Reject Reason code

• Comment providing the user with justification and further guidance

For Questions: www.slido.com  code: #5882317  25

If the user did not submit supporting documentation or forgot to update the relevant data,

a new change request needs to be created in the system

• For new ORG/LOC – create new change request

• For updates – 1 change at a time – the first change request needs to be rejected, only after 

the user will be able to submit the new change request

Rejected change requests:

OMS does not have change request return option: 

OMS IDD - Change Request Process
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EMA 

Data Steward

Approves change request

Ensures the data is available 

on SPOR and is showing the 

correct information

Check the organisation and location 

record on the OMS web portal -

https://spor.ema.europa.eu/omswi/#/

OMS IDD - Change Request Process

https://spor.ema.europa.eu/omswi/#/
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OMS Data Quality Management
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Data Monitoring

Activity Monitoring

Data Quality is ACCEPTABLE if:

<10% major errors (duplicates, incorrect 
approval/rejection incorrect merges)

AND

<20% minor errors (inconsistent details)

28

Data mgmt

Task
• Tasks are routinely sampled (~20%) 
and inspected to detect errors

• Sampled tasks are re-inspected by 
EMA to calibrate QC results

Quality Control

Data

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

• KPIs are developed

Data Profiling

Quality Assurance

• Defects/errors are classified 
into Major/Minor

DQ Defects

• Issues reported to Service 
Desk on DQ of Orgs/Locs 

Issues

Data services

Identified defects/errors 

are corrected in OMS

ReactiveProactive

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

• Process improvements

Customer 

Services

For Questions: www.slido.com  code: #5882317  

SPOR Data Quality Management at a glance
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OMS Data Quality Management - 2022

Activity Based Monitoring

Quality ControlTasks

When related with existing rules 
(not process breach) discussions 
with KUG, possible new business 

rules

DQ Defects

135 incidents

Issues

ReactiveProactive

Change Request
total 17.654 tasks

Data Services  
total 37.376 tasks

Audited 6.618 tasks
- 2 Major
- 51 Minor

SPOR KUG

Service Desk

total 1.627 calls

Audited 378 calls
- 2 Major
- 1 Minor

Proactive checking: among samples few errors were found 

→ data quality is expected to be good also in non-sampled 

data services and change requests

Audited 3.414 tasks
- 10 Major
- 39 Minor
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Minor

•Update 

inconsistent with 

DQ Standards

•Deduplication 

not performed

Minor

•Process breached

•Task not performed

Major

• Incorrect merge

•Duplicate created

• Incorrect legal entity

•Deduplication 

not performed of 

ACTIVE records

Major

• Incorrect merge

•Duplicate created

• Incorrect legal entity

•Deduplication 

not performed of 

ACTIVE records

Major

• Incorrectly 

rejected/approved

• Incomplete 

rejection/approval

D
a
ta

 s
e
r
v
ic

e
s

C
h

a
n

g
e
 r

e
q

u
e
s
t

Minor

•Update 

inconsistent with 

DQ Standards

•Deduplication 

not performed

Minor

•Process breached

•Task not performed

Major

• Incorrectly rejected 

task

OMS Data Quality Management

Data Quality Errors Processing Errors
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OMS Data Quality Management

Data 

Profiling
DQ DefectsData

SPOR 

KUG

Data Based monitoring

Discussions with KUG, 
possible new business rules

• Profiles are built (data vs business rules) to identify data 
that does not follow the DQ requirements

• Constant monitoring and development

• Priority given following color indicators and type of error 
(major vs minor):

1. Red – outside acceptable thresholds 
2. Yellow
3. Green – close to acceptable threshold, non-

100% scores

New DQ standards published and new profiles 

to assure we maintain a good quality



Classified as public by the European Medicines Agency 

For Questions: www.slido.com  code: #5882317  32

Completeness
Details missing?

Consistency
Conflicting information?

Conformity
Data standardised?

Uniqueness
Only instance?

Accuracy
Reflects reality?

Data Quality 

attributes

OMS Data Quality Management
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OMS Statistics
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The increase in organisations (>5k) and locations (>7k) in 2022 was 

mainly due to the mandatory use of OMS in UPD, EudraGMDP and CTIS

OMS Statistics - Volume
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In 2022 change requests increase of 295% (nearly 4 

times more) due to mandatory use of OMS for UPD, 

CTIS and EudraGMDP

• In 2022 ~100% of CRs were 

resolved within SLA

• Despite the significant increase, we 

were able to address requests within 

the agreed deadline

2946
1621

4615

17654

0

5000

10000

15000

20000

2019 2020 2021 2022

Number of Change Requests Overall Compliance

AVERAGE SLA COMPLIANCE - 75%

OMS Statistics – Change Request (1/2)

For Questions: www.slido.com  code: #5882317  
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1621 4615
1765414283

49052

71346

408

550

1627

0

20000

40000

60000

80000

100000

2020 2021 2022

OMS Activities

Change Request Data Services Service Desk

27%

48%

25%

Incorrect Data Provided in CR

Missing/Insufficient supporting information

Org/Loc already exists

Despite CRs increase of nearly 4 times, 

rejections decreased by 6%

• Most common reason for rejection continues to be 

Missing/Insufficient information (48%)

• Rejections decreased 6% compared to 2021 due to 

implementation of a warning message whenever a CR is 

submitted without any supporting documentation

• To further reduce rejections, we plan to have a return 

CR functionality, instead of rejecting CRs

0%

39%

61%

CRs by status 2022

Submitted Rejected Approved

OMS Statistics – Change Request (2/2)
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14283

49052

71346

0

20000

40000

60000

80000

Data Services

Data Services

2020 2021 2022

In 2022 Data Services increase of 45% (nearly 2 times more):

• Conclusion of EudraGMDP integration – ~63.000 records cleansed in 7 months throughout 2021-2022

• Daily SME and SAP integration

• Currency check (organisations not updated over the past 2 years) – 24.000 records checked, 

resulting in Deactivation of 22% of the records

• Data profiling - reviewing data and standardising it as per latest DQ rules

OMS Statistics – Data Services
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408
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1627

0

500

1000

1500
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Service Desk

Service Desk Tickets

2020 2021 2022

In 2022 Service Desk increase of 196% (nearly 3 times more):

• Mandatory use of OMS for UPD, CTIS and EudraGMDP

• For Q3&Q4 ~40% where wrongly created in ServiceNow and therefore appear twice in statistics

• Significant increase of Data Quality questions (nearly 4x) and Operational/system related questions (nearly 3x) 

In 2022 ~84% of Service desk tickets were resolved within SLA:

• This is 8% improvement when compared to 2021

• The SLA compliance was impacted by the number of IT incidents which required investigation and prevented 

the team from quick resolution. This affects less than 1336 total of tickets and represents only 2% of the 90k 

records in OMS

Overall Compliance

OMS Statistics – Service Desk
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2%
5%

18%

47%

29%

10%
6%

20%

47%

29%

0%

5%

10%

15%

20%

25%

30%

35%

40%

45%

50%

Very Poor Poor Average Good Excellent

Customer Satisfaction

Data services Data Quality

Data Services and Data Quality in OMS were

positively rated overall by users with 

over 76% as "Good" or "Excellent"

OMS Statistics – Customer Satisfaction

0,11% Incidents/volume

0,91% Incidents/users

135 Data Quality Incident

14 809 Users

45 304 Organisations

User Perspective

Customer Satisfaction Survey

76 734 Locations
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OMS Documentation & help 

For Questions: www.slido.com  code: #5882317  
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SPOR portal

• OMS web user manual – guidance on SPOR services, 

e.g. searching, exporting data, requesting CRs

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

• SPOR affiliation template (to register the first industry 

super user)

EMA Service Desk

• For any help needed and not found in docs e.g

• Service requests, issues, requests for technical 

support can be submitted through 

the ServiceNow Portal

EMA Account Management 

Portal

• Guidance on to obtain access to EMA 

systems (including SPOR) 

• Create a new EMA account and request 

SPOR user role

EMA corporate website

• SPOR vision and general introduction to 

SPOR projects

• SPOR related information and documents

Training opportunities

• @emainfo channel contains Videos of 

SPOR webinars with tips/tricks and 

questions raised from users

Documents 

& Help

• Change Request Validation in OMS

• Organisation data quality standards in OMS

• SPOR SLAs (SLA are indicative and will be 

reviewed in future)

• OMS FAQs

OMS Documentation & Help (I) 

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
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EMA Corporate website – OMS info

What:

• Background information

• Info on SPOR projects

• OMS vision & OMS project

EMA Account Management

What:

• General guidance on how to register users and use IAM tool

• Detailed instructions for OMS are in a ppt in SPOR portal 

and in videos on YouTube

For Questions: www.slido.com  code: #5882317  

OMS Documentation & Help (II) 

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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OMS Web UI (europa.eu)

OMS portal Documents:

• Link access to export 

the document 

• Short description of 

document content 

• Last update date

Performance: customer 

satisfaction surveys & SLAs

OMS service & Statistics

& quick initiation guidance

API access

Process guidance: 

Operating Model; DQ 

standards used, 

system/ CR guidance

Registration process 

& templates

OMS in consuming 

systems

OMS Documentation & Help (III) 

http://spor.ema.europa.eu/omswi/#/
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OMS Web UI (europa.eu)

Change request 

process
Before start Access Data Quality

OMS Documentation & Help (IV) 

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

What: 

• Videos of webinars, related PPTs can be found 

in SPOR portal

Service Now - SPOR Dashboard

What:

• For any help needed and not found in documentation

• Request support with an OMS CR that cannot be submitted via 

the OMS Portal

• Report a technical issue with the use of the OMS Portal

For Questions: www.slido.com  code: #5882317  

OMS Documentation & 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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OMS in Projects/Systems
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Scientific 

Advice
SOR

Phase 1-3 

Trials
SOR

PRIME
S

Eligibility
S

Phase 4 

Studies
SOR

Paediatric 

Program

Submission

MAA/NDA
SOR

Review
SOR

Approval
SOR

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

System Domain Process

EMA Account Management & EV registration H&V User registration, identity and access management

EudraCT & CTIS H Phase 1-4 Trials

IRIS
H&V – CAPs 
only

Scientific Advice + Orphan Designation + ITF + Marketing 
Status + Inspections + Parallel Distribution

eAF & DADI* H&V Submission MAA, Variations, Renewal

SIAMED via ECD 
H&V – CAPs 
only

Review, Approval

UPD V Approval

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

XEVMPD & EV vet H&V Safety reporting

Market SurveillanceRegistrationDevelopmentResearch

For Questions: www.slido.com  code: #5882317  47

Legend

Implemented

Planned

Not planned yet

CEPs
O

CPPs
O

OMS in Projects/ Systems
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IRIS

Applicants, MAHs 
and manufactures 

must be available in 
the OMS Dictionary 

before any 
submission

EudraGMDP

Manufactures and 
WS distributors – all 

sites and holders 
must be available in 
the OMS Dictionary 
so that NCAs can 
issue a certificate

CTIS

Sponsors and CT 
sites must be 

available in the 
OMS Dictionary 

before any 
submission

eAF for CAPs

MAH and 
manufactures must 
be available in the 

OMS Dictionary 
before any 
submission

UPD

MAH and 
manufactures must 
be available in the 

OMS Dictionary 
before any 
submission

For Questions: www.slido.com  code: #5882317  48

Mandatory use of Organisations and Locations details from OMS 

Data will not be a copy of supporting documentation, data used in each system will follow OMS standards e.g. 

manufacturing lines and/or department information will have to be maintained at consuming system level

How OMS data is used in these processes/systems is the BIGGEST challenge!

OMS & KUG are collecting relevant questions from users to prepare FAQs for each process in the hope to 

create clarity and also some standardisation - we have started with OMS mandatory in CAPs and its FAQs

OMS in EU Systems
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Planned OMS activities
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Modernise Data & 

Information Management

Deliver efficient and effective 
regulatory data services

Improve customer 

satisfaction and success

OMS - Data Management (Change requests & Data services)

OMS – Data Quality

OMS – Customer Services

Prioritised Epics (eAF, IRIS, ePI, shortages and other) 

Information Management Modernisation initiatives

OMS – Awareness & visibility

OMS – Documentation

SPOR webinars SPOR webinars SPOR Customer 

Satisfaction survey

Process improvement – Simplify Incident mgt

Q4 2023Q3 2023Q2 2023Q1 2023

Cleansing
• Big plots/Multiple doors review?

Enrichments
• NBRn
• DUNS?
• Notified Bodies + 

EudamedID

Mapping
• EV Backlog to support 

iSPOC

Increase QC/QA

New/updated DQ profiles

Currency checkEV Currency check- MAH

(New) How to read our docs

Review & condense OMS docs

OMS in CP – eCPP and others extension

(New) Data management (to include merges)

ServiceNow experience > collect user histories and how can we improve based on the same

OMS planned improvements – Bug fixes, Return CR functionality, New flag to identify HQ 

locations, Display NBRn in WebUI/OMS portal and allow its maintenance through CR

Review Serv Desk Q&A

OMS Data protection notice

Revise DQ targets

Implementation – EV Deltas to OMS

Process improvement – SAP (Manual) Deltas

Infrastructure/technical improvements

For Questions: www.slido.com  code: #5882317  

Upgrade Unaffiliated role

Planned OMS Activities

1

2

3
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Organisation currency

~24k*

22% Deactivated

Organisation currency

~12k*

on-going…

*records not updated for the last 2 years

We encourage companies to perform a currency check not only at organisation level but mainly at 

locations level – most of the locations are not available in the national business registry and EMA needs 

the support from companies to ensure all locations available in OMS Dictionary are still being owned/used by 

organisations

2022 2023

Currency Check1

WHY HOW & WHEN IMPACT to users

• Ensure information in OMS is current

• Prevent Inactive Organisations of being 
incorrectly used in applications/regulatory 
processes

• Simplify processes that rely on current 
information, such as fee collection

• Review any record not updated 
for more than 2 years - Still 
Active?

Help us ensure that OMS has current data using 
change request functionality:
• Deactivate an organisation if it ceased to exist as 

legal entity in the National Business registry – no 
changes necessary if no longer used in a given 
context 

• Deactivate a Location if the address does not 
"belong" i.e. is no longer owned by the organisation
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Data Quality is ACCEPTABLE if:

• <10% major errors (duplicates, incorrect approval/rejection incorrect merges)

• <20% minor errors (inconsistent details)

Data Quality is ACCEPTABLE if:

• <5% major errors (duplicates, incorrect approval/ 
rejection incorrect merges)

• <10% minor errors (inconsistent details)

We are halving major 

and minor targets

For the past 4 years we have been performing consistently under the defined thresholds

0%

5%

10%

15%

20%

25%

2019 2020 2021 2022

Overall Quality: Minor Errors

Minor Threshold

Minor errors for data services (%)

Minor errors for Change Requests (%)

0%

2%

4%

6%

8%

10%

12%

2019 2020 2021 2022

Overall Quality: Major Errors

Major Threshold

Major errors for data services (%)

Major errors for Change Requests (%)

Background

OMS Services

over time

Conclusions

Next steps

Revised Data Quality Targets2
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Guest

• Search

• Content view

• Automatically assigned to 

every EMA account

• Export information

• Create/Update ANY record 

– no need to be affiliated 

to that same company

SPOR Unaffiliated

• Require to request role in EMA AM

• Approved by EMA – affiliation letter 

needed

• At least 2 Super Users per organisation

• Export information

• Create/Update ANY record – no need to 

be affiliated to that same company

• Require to request role in EMA AM

• Approved by Super User

• Export information

• Create/Update ANY record – no 

need to be affiliated to that same 

company

SPOR Industry/NCA 

User

SPOR Industry/NCA 

Super User

Unaffiliated role upgrade3

• Simplify access requirements to new OMS 
users

• SPOR Unaffiliated users had limited access to 
change request functionality – limited to 1 
pending Created Organisation CR at a time 
and unable to update any record

• Any OMS user that has an EMA account 
has the SPOR Unaffiliated role 
assigned automatically and can
create/updated any of the OMS 
records

• No changes to other roles – Guest, 
SPOR Super user or SPOR User

• In OMS SPOR Unaffiliated role now has the 
same permissions i.e. can perform the 
same activities as SPOR User role

• SPOR Super User role is still required to 
manage users of a certain organisation

WHY HOW & WHEN IMPACT to users

≠ ≠~
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Key takeways and conclusions
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Increase Awareness of OMS activities

• Provided background information: introduction to OMS, OMS processes (CR, DQ)

• Provided key updates: revised statistics, integration in business processes

Show how OMS is addressing customer feedback

• Continue to improve OMS Documentation e.g. (new) News Items

• Change OMS access – upgrade Unaffiliated role

Share planned activities

• EV to OMS Deltas

• Revised and shortened data quality targets  

• Planned user experience improvements (UI and API) and data quality

• First 2 quarters of 2023 dedicated to Infrastructure/technical improvements

55 For Questions: www.slido.com  code: #5882317  

Takeaways & Conclusions
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Any questions on the webinar?

For Questions: www.slido.com  code: #5882317  
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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

57 For Questions: www.slido.com  code: #5882317  

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

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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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/

