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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
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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)

OMS publish the latest information available 

and maintain all versions in a date format 

(version timestamp)
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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 Data Quality 

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

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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OMS Change Request process

Organisation Management Services (OMS)
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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 Request

SPOR NCA/Industry

User

Hospitals, University

Manufactures

MAH, Sponsor

NCA

OMS Change request process – Who can change OMS data?

Organisation Management Services (OMS)

SPOR Unaffiliated

User
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Organisation data owner

EMA 

EMA Data 

Stewards

Data Stewards validate all OMS CRs using guidance/ 

references & tools:

• Validation: Supporting documentation and/or 

National Business registry

• Standardisation: OMS Data Quality standards 

and/or AddressDoctor validation service
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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

OMS Change Request process at a glance

Organisation Management Services (OMS)
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EEA organisation

1. Extract from the National Business Registry

Non-EEA organisation

1. Extract from the National Business Registry

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

OMS data

3. 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

Organisation Management Services (OMS)
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Midatech Limited

Standardisation

Validation

Example - CR Process Organisation validation & standardisation

Organisation Management Services (OMS)
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Validation

Standardisation

National Postal Service

Example - CR Process Location validation & standardisation

Organisation Management Services (OMS)



Classified as internal/staff & contractors by the European Medicines Agency 

12

CTIS portal vs OMS portal

Change request process – add/update OMS data

Organisation Management Services (OMS)

- Add organisations

- Add Location

- Add organisations

- Update Organisation

- Add Location

- Update Location

- Update Organisation & 

Location

Organisations and locations need to be 

created/maintained directly in 

CTIS local repositorium 

Organisations and locations will be published and maintained in 

the OMS Dictionary

OMS PortalCTIS Portal

Change Request process

Change Request will be APPROVED, to:

• Legal entities present in the National Business Registry (OMS Data Quality Standards defines 

respective official registry per county)

• Public entities (i.e. Ministry of health, ethics committee, hospital, university…)

• Sponsors (dedicated registration process for sponsors where the above doesn’t apply)

Change Request will be REJECTED, to:

• Legal entities NOT present in the National Business 

Registry (OMS Data Quality Standards defines respective official registry 

per county – i.e. private clinics, entrepreneurs…
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OMS Documentation & help 

Organisation Management Services (OMS)
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Update/add organisation 

locations to OMS Dictionary 

Organisation Management Services (OMS)14

How to reach OMS team?

OMS portal

Change Request functionality to 
update/add organisation 

locations to OMS Dictionary 

ServiceNow

Questions (data or system 
related), report an incident or 
follow-up on Change request

OMS Web UI (europa.eu) Employee Topic - Employee Center (europa.eu)

https://spor.ema.europa.eu/omswi/#/
https://support.ema.europa.eu/esc?id=emp_taxonomy_topic&topic_id=bc9e83d2c3195d10e68bf1f4e4013187
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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) 

Organisation Management Services (OMS)

http://spor.ema.europa.eu/
https://support.ema.europa.eu/esc
https://register.ema.europa.eu/
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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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 (II) 

Organisation Management Services (OMS)

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 (III) 

Organisation Management Services (OMS)

http://spor.ema.europa.eu/omswi/#/
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Any questions?

Employee Topic - Employee Center (europa.eu)

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

Telephone +31 (0)88 781 6000

Send us a question  Go to www.ema.europa.eu/contact

Further information

Follow us on    @EMA_News

https://support.ema.europa.eu/esc?id=emp_taxonomy_topic&topic_id=bc9e83d2c3195d10e68bf1f4e4013187
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