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1. Introduction to Chapter 1

This chapter outlines the steps to follow to be registered to the relevant systems enabling the
submission of veterinary medicinal product information into the UPD. It also explains the registration
requirements for the users to fulfil in order to be granted appropriate access to data on medicinal
products for veterinary use in the EEA. This chapter provides guidance on:

e SPOR on-boarding of users;

e UPD registration steps;

e Access management for different parts of the information held in UPD.

2. SPOR on-boarding of users

applicants,
developers;

d on the stakeholder's interests and needs as well as the requirement to comply
i protection legislation (Regulation (EU) 2018/1725 of the European Parliament

0 of 23 October 2018 on the protection of natural persons with regard to the
processing of personal data by the Union institutions, bodies, offices and agencies and on the free
movement of such data, and repealing Regulation (EC) No 45/2001 and Decision No 1247/2002/EC,
and Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April 2016 on the
protection of natural persons with regard to the processing of personal data and on the free movement
of such data, and repealing Directive 95/46/EC (General Data Protection Regulation)). The protection
of personal data is a fundamental right of EU citizens. In addition, the principles applied to delete
commercially confidential information on the disclosure of EMA and NCA regulatory documents are also
applied to determine access to information. Therefore, due to the detailed nature of some of the
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https://www.ema.europa.eu/en/human-regulatory/research-development/data-medicines-iso-idmp-standards/substance-product-organisation-referential-spor-master-data
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/substances-products-organisations-referentials-spor-spor-api-v2-specification_en.pdf
https://www.ema.europa.eu/en/documents/other/referentials-management-service-rms-organisations-management-services-oms-industry-boarding-plan_en.pdf

information contained in SPOR, not all data elements can be disclosed, which is also detailed in the
annex of the SPOR Access policy document.

To manage product data in the UPD, a NCA and MAH user must be registered in the EMA Account
Management portal (EAM) and affiliated to a specific organisation with the required user roles, as
described in the 'On-boarding of users to SPOR data services' document. The first step involves the
registration of a 'Super User' in EAM. Once approved by EMA, the 'Super User' will have permissions to
approve or revoke any other users affiliated to the same organisation (i.e. related to the so-called
‘Controlled users’). Having the role of a 'Controlled user' is necessary to create or edit medicinal
product data. It is recommended that each organisation (i.e. NCA and MAH) should hgye at least two
'Super Users' registered in EAM.

The 'SPOR User Registration Manual' provides a comprehensive step-by-step g describes
all existing SPOR user roles and authorisation process flow. In addition, it

on how to register and manage SPOR roles.

2.2. OMS registration requirements

organisation information, all organisations included in the s ta related to the authorisation
anagement Service
inal products in UPD (i.e.
ation on the MAH and the

Furthermore, the MAH or product owne
Management Service (OMS) to be able

e registered with the Organisation
regulatory post-authorisation data as

The 'OMS web user manual' ibi er an organisation in OMS can be found on the
OMS portal, in section 'Help

1 processes to be undertaken by NCAs and MAHs for being able to
ct information in UPD are described in the UPD registration guidance,
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https://register.ema.europa.eu/identityiq/login.jsf?prompt=true
https://register.ema.europa.eu/identityiq/login.jsf?prompt=true
https://www.ema.europa.eu/en/documents/other/boarding-users-substance-product-organisation-referentials-spor-data-services_en.pdf
http://spor.ema.europa.eu/omswi/#/viewDocuments
https://www.ema.europa.eu/en/human-regulatory/research-development/data-medicines-iso-idmp-standards/spor-master-data/organisations-management-service-oms
https://www.ema.europa.eu/en/human-regulatory/research-development/data-medicines-iso-idmp-standards/spor-master-data/organisations-management-service-oms
https://www.ema.europa.eu/en/human-regulatory/research-development/data-medicines-iso-idmp-standards/spor-master-data/organisations-management-service-oms
https://www.ema.europa.eu/en/human-regulatory/research-development/data-medicines-iso-idmp-standards/spor-master-data/organisations-management-service-oms
http://spor.ema.europa.eu/omswi/#/

