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About SPOR data management services

1. SPOR projects

For further information on the SPOR data management services projects, updated regularly by the
project team, please see:

e For National Competent Authorities: The ISO IDMP and SPOR projects area on the EU
Telematics portal at http://euteleproj.eudra.org/spor/index.htm

e For all stakeholders: The ISO IDMP pages of EMA’s corporate website at
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general content 00
0645.jsp&mid=WC0b01ac058078fbe2

2. SPOR Access Policy
The SPOR Portal is a public website.
Anyone with access to the internet automatically possesses 'read-only' guest user access.

Users registered for any EMA application, and after they log in, will also have some level of download
access.

To perform other tasks such as requesting changes to the data, translating data or managing user
preferences, users should request specific SPOR user roles access through EMA’s Identity Access
Management (IAM) solution here.

2.1. User Roles

There are several user roles available within the SPOR portal. Each role is described below along with
details of the functionality available to that role within the system.

SPOR user Role description Web
role permission overview

Search/View Export Request Translate Preferences
Guest User Any user (registered or not) who Y N N N N

accesses/views the publicly available
information in the web portal without

logging in.
Unaffiliated A logged in user who has self-registered Y Y N N Y
User via the IAM solution but is not yet linked

to any organisation.

They will be able to view the same
information as a Guest User, but will
also be able to export that information.


http://euteleproj.eudra.org/spor/index.htm
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000645.jsp&mid=WC0b01ac058078fbe2
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000645.jsp&mid=WC0b01ac058078fbe2
https://register.ema.europa.eu/identityiq/login.jsf

NCA Super A logged-in user who has been linked to Y Y Y N Y
User a National Competent Authority and has

been authorised, by EMA, as the super-

user for that organisation.

They will be able to view and download

data and to submit change requests.

They will also be able to authorise

'Unaffiliated Users' to become 'NCA

Users' although the processing of that

will be outside of the scope of SPOR.
NCA User A logged-in user employed by a National Y Y Y N Y

Competent Authority and authorised by

the super user of that NCA.

They will be able to view and download

data and to submit change requests.
NCA A logged-in NCA user with additional Y Y Y Y Y
Translator permissions allowing them to create and

amend translations for one or more

specified languages.
Industry A logged-in user who has been linked to Y Y Y N Y
Super User an organisation within the

pharmaceutical industry that is not a

National Competent Authority and has

been authorised, by EMA, as the super-

user for that organisation.

They will be able to view and download

data and to submit change requests.

They will also be able to authorise

'Unaffiliated Users' to become 'Industry

Users' although the processing of that

will be outside of the scope of SPOR.
Industry User A logged-in user, employed by an Y Y Y N Y

organisation within the pharmaceutical

industry that is not a National

Competent Authority and authorised by

the super-user of that organisation.

They will be able to view and download

data and to submit change requests.

2.2. Customer Support

If you require any support with SPOR data management services please go to ‘view documents’
page either on RMS or OMS for details on:

Business hours and response times
Supporting channels

Type of support provided

SLAs

2.3. Data Content

The SPOR portal currently contains the following data:

e Organisation data which refers to a dictionary of organisations and their location details. See ™
Organisations Data quality standards in OMS” for further information go to ‘view documents’
page either on OMS.

« Referentials data which refers to Lists and Terms. See “About RMS” for further information go
to ‘view documents’ page either on RMS.

2.4. Copyright

The contents made available on the SPOR Portal are copyright protected.



The SPOR Portal contains the following contents:
e SPOR documents and other content;

e Database with organisation data which refers to a dictionary of Organisations and their locations
details;

e Referential data which refers to Lists and Terms: ‘Externally Managed Lists and Terms’, ‘Shared
Managed Lists and Terms’ and ‘Internally Managed Lists and Terms’;

The specific copyrights applicable to OMS are available under ‘view documents’ page on OMS and the
ones applicable to RMS are available on RMS ‘view documents’ page.

2.5. Disclaimer

The European Medicines Agency maintains the SPOR Portal, and has the goal to keep the information
and material made available on this website timely and accurate. If errors are brought to its attention,
the Agency will try to correct them. However, the Agency accepts no responsibility or

liability whatsoever (including, but not limited to, any direct or consequential loss or damage that
might occur to you and/or any other third party) arising out of, or in connection, with the information
in this portal, including information relating to the documents and/or data it publishes. In particular,
the Agency is indemnified from and against all costs, proceedings, claims, expenses and liabilities
whatsoever arising from any breach by any legal or natural person as a result of any representation or
warranty providing to be a misrepresentation.

It is the Agency's goal to minimise disruption caused by technical errors. However, some data or
information on the SPOR Portal may have been created or structured in files or formats that are not
error-free. The Agency cannot guarantee that its service will not be interrupted or otherwise affected
by such problems. The Agency accepts no responsibility whatsoever with regard to such problems
incurred as a result of using this website.

This disclaimer is not intended to limit the liability of the Agency in contravention of any requirements
laid down in applicable national law nor to exclude its liability for matters which may not be excluded
under that law.



