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Guia de ayuda al solicitante para la creacion / gestion de usuarios y Superusuarios (programa SPOR)
Sede electrénica de la Agencia Espafiola de Medicamentos y Productos Sanitarios

1. INTRODUCCION

Organizations Management Services (OMS) es un nuevo servicio que EMA esta implementando para la
red regulatoria de medicamentos de la UE. OMS proporcionard una fuente central de datos de organiza-
cion (diccionario OMS) que consiste en listas de organizaciones, con ubicaciones fisicas asociadas, que se
utilizaran en apoyo de las actividades regulatorias en la UE.

eAF es el primer proceso que incluye la integracion con el diccionario OMS.

e En OMS no se diferencia entre organizacion creada en el ambito de medicamentos de uso humano o
veterinarios.

e Una empresa/organizacion puede tener diferentes organizaciones subsidiarias, cada una con su pro-
pio ID de organizacion.

e Las estructuras y jerarquias de la compafiia no estan definidas en OMS (Titular de la autorizacion de
comercializacién -TAC, Representante Local, Fabricante...). En teoria una organizacién puede actuar
como TAC en el contexto de un medicamento, y como fabricante o representante en otro distinto.

e La poblacion de Usuarios y Superusuarios de la industria en SPOR para una organizacién se ve impul-
sada por varios factores:

0 Necesidades del negocio
0 Procesos y politicas con respecto a la concesidn de acceso
0 Overall nimero de productos

0 Algunas empresas pueden subcontratar asuntos regulatorios a proveedores de servicios externos

e Cada organizacion debe decidir sobre el nimero de roles SPOR que tienen acceso a SPOR en su nom-
bre

e Se puede acceder a los datos de OMS directamente a través del portal web OMS
Cualquiera puede acceder al portal SPOR y ver / buscar datos de OMS
Los usuarios podran buscar organizaciones, ubicaciones, y ver detalles de organizaciones y ubicaciones.

La busqueda es un punto de partida para que el usuario solicite cambios en los datos de la organizacion.

e Las siguientes opciones estan disponibles:

Si el usuario no puede encontrar la organizacidn solicitada, definida por nombre en un pais determina-
do, puede solicitar la creacion de una nueva organizacion;

Si se encuentra la organizacidn, pero no se encuentra la ubicacién requerida, el solicitante debe enviar
una solicitud para agregar una nueva ubicacion a la organizacidn existente;

Si se encuentra algln error, o hubiera cambiado la denominacidon o direccién de organizacion y/o locali-
zacion, el solicitante debe enviar una solicitud para corregir la informacién errénea.
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Guia de ayuda al solicitante para la creacion / gestion de usuarios y Superusuarios (programa SPOR)
Sede electrénica de la Agencia Espafiola de Medicamentos y Productos Sanitarios

2. SOLICITAR ROL SUPERUSUARIO

2.1 Alta en EMA Account Portal

Los nuevos usuarios deberan registrarse como Nuevo Usuario “Create a New EMA Account” en el portal
de la EMA “EMA Account Manager Portal”, a no ser que dispusieran anteriormente de acceso a cual-
quiera de los servicios web gestionados por la EMA:

Eudralink, EudraCT Secure, Service Desk Portal, European Union Telematics Controlled Terms (EUTCT),
Meeting Management System (MMSe), Managing Meeting Document System (MMD), EudraVigilance
Data Analysis System (EVDAS), EudraPORTAL, European Union Good Manufacturing and Distribution
Practices Database (EUDRAGMDP), Paediatrics Records Application (PedRA), SIAMED Business Intelli-
gence Dashboard (Bl DASHBOARD), Corporate GxP Database (CORPGXP), European Pharmacovigilance
Issues Tracking Tool (EPITT) or Periodic Safety Update Repository (PSUR Repository).

FURCEFAN MITHCINES ACENCY
GAccount Management

EMA Account Management

O
<

Create a new EMA account Fargot your password?
Mot sure If you have an CMA account? Forgot your usermname?

[ < ]
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Guia de ayuda al solicitante para la creacion / gestion de usuarios y Superusuarios (programa SPOR)
Sede electrénica de la Agencia Espafiola de Medicamentos y Productos Sanitarios

—————————————————————————————————————————————————————————————————————————————————————————————————————————————
EMA - Self-service Registration Form

Submit the follewing form to register.
First Name #
|

Thig is used bo create your usemame and to address you in email correspendence.

Last Name *

This is used bo eréate your usemame and to address you in email corespondence.

Email #

We require & validfactive email addreas to ereate an EMA Account.

Password *

Please enter 8 paasword thal you want to use o access your EMA Account. The password must have at least B characters and must
contain upper case, lower case, numeric and special characters.

Confirm Passward *

Mobile {optional )

This is an optienal field. We will only use this information for security messages or slerts in relation bo your account. Please include the
international dialling code in front of your mobile number.

Data Protection Statement
Palicy

DATA PROTECTION STATEMENT

Your personal data are processed in accordance with Regulation (EC) No 45/2001 on the protection of individuals with
regard to the processing of personal data by the Community institutions and bodies and on the free movement of such
datz. To find out more about your rights and about how the EMA processes personal data, please check the Privacy
Statement on EMA's website,

The information we collect is used to manage direct access to EMA's systems and to verify users’ accounts. We will collect
and use personal data such as your e-mail address and phone number (if provided), to communicate any next steps or
key changes to the system. Your data will be deleted after 180 days of inactivity on our systems.

Should you wish to leamn mere about the way your personal data are being processed please contact AskEMA at

http:/fwenw.ema.europa.eu/ema/index.jsp?
curl=pages/about_us/landing/ask_ema_landing_page.jsplumid=WC0b012c05806495f0

e

e Tras completar y enviar el correspondiente formulario electrénico de la solicitud, recibiremos un
correo con las credenciales de acceso.
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Guia de ayuda al solicitante para la creacion / gestion de usuarios y Superusuarios (programa SPOR)
Sede electrénica de la Agencia Espafiola de Medicamentos y Productos Sanitarios

ma. 12/12/2017 11:00

register@ema.eu ropa.eu
EMA Registration - Your registration request has been processed

Para

Dear Applicant
Congratulations. You have successfully registered an account with European Medicines Agency Self Registration service.
The Usemame for your EMA account is: USER1_IDR

If you did not make this request, please contact EMA via the Service Desk Portal with 'EMA Registration not requested’ as the email title stating that vou did not request this EMA
Registration. For urgent technical matters please contact +44 (0)20 3660 7523,

Thank you.

European Medicines Agency
30 Churchill Place

Canary Wharf

London E14 5EU

Please do not reply to this email as the mailbox is not monitored. This message and any attachment contain information which may be confidential or otherwise protected from
disclosure. It 1s intended for the addressee(s) only and should not be relied upon as legal advice unless it 1s otherwise stated. If you are not the intended recipient(s) (or authornsed
by an addressee who recerved this message), access to this e-mail, or any disclosure or copying of its contents, or any action taken (or not taken) in reliance on 1t 1s unauthonsed and
may be unlawful. If you have received this e-mail in error, please inform the sender immediately.

ma, 12/12/2017 10:52

register@ema.europa.eu
EMA Registration - One-time Token

Para

Dear David,

Thank vou for vour EMA Registration request. Please enter the following token value in the appropnate field when prompted. Note, once vou have used this token, 1t will expire
and vou will be unable to use it again_

Your one-time token value is: SEAEV66NXK

If vou did not make this request, please contact EMA via the Service Desk Portal with 'Token Request not requested’ as the email title stating that you did not request this EMA
Registration. For urgent technical matters please contact +44 (0120 3660 7523.

Thank vou.

European Medicines Agency
30 Churchill Place

Canary Wharf

London E14 SEU

Please do not reply to this email as the mailbox 1s not monitored. This message and any attachment contain information which may be confidential or otherwise protected from
disclosure. It is intended for the addressee(s) only and should not be relied upon as legal advice unless it is otherwise stated. If vou are not the intended recipient(s) (or authorised
by an addressee who recerved this message). access to this e-mail. or any disclosure or copying of its contents. or any action taken (or not taken) in reliance on it 1s unauthorised and
may be unlawful. If you have received this e-mail in error, please inform the sender immediately.
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Guia de ayuda al solicitante para la creacion / gestion de usuarios y Superusuarios (programa SPOR)
Sede electronica de la Agencia Espafiola de Medicamentos y Productos Sanitarios

0 Nos acreditamos con las credenciales facilitadas:

lL!}j@\’L.‘_\‘N\u\llL‘BL&I‘NL\ AGENCY
Account Management

EMA Account Management

O

Usuariol

LIIYTYTY)
Create a new EMA account Forgot your password?
Not sure if you have an EMA account? Forgot your username?

C> .

int IdentityIQ

2.2 Solicitar rol de Usuario/ Superusuario

0 Desde “Manage My Access” accederemos a la gestidn de nuestros roles:

\.\ ROPE AN MEDICINES AGENCY
OAccount Management

F\ David H

# Home # edit
Notifications >
View Identity > Manage My Access » Track My Requests » Manage Passwords » Manage Accounts » 4
Forms > Approvals >
Your Pending Approvals Latest Forms

Currently no data Currently no data

0 Seleccionaremos el rol a solicitar (Superusuario o Usuario) y pinchamos en “Add Access”:
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SERVICIOS SOCIALES E
IGUALDAD

Sede S Pégina 5 de 15

Electronica Agencia Espafiola de

Medicamentos y Productos
Sanitarios, AEMPS



Guia de ayuda al solicitante para la creacion / gestion de usuarios y Superusuarios (programa SPOR)
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FURDPEAN MEDICINES AGENCY

Account Management

Manage My Access G
Add Access My Access Review €9

[ ada 1 | Showing 16 of &
° SPOR Industry Super User <:

s only if you work on behalf of an in

| Filters v |

Details

3% g

ntable for approving othe

A Registr nd ensuring that... Read more
Type: Role Owner: SPOR Industry Super User Approvers
v  SPOR Industry User Details
n; it allows you to view data, download data (RMS: s content) and submit and view change behalf of your organisation
se verify your organisation has 2 super user before submitt... Read more
Type: Role Owner: SPOR Industry User Approvers
¥ SPOR NCA Super User Details
ke tho or = re anc = of your t allo to view, d

L !-l |\:E AN MEDICINES AGENCY
°nccount Management

Manage My Access @
Add Access My Access Review €

Filters w

m Showing 1-6 of 6

+ | SPOR Industry Super User

Details

ndustry and if you are the main rep

ons; it allows to view, downloa

POR on behalf of your org

n the EMA Registration Portal and ensuring that... Read more

Type: Role Owner: SPOR Industry Super User Approvers

° SPOR Industry User <:| Details

ows you to view data, download data (RMS: some li

submit and view change requests on

your organisation has a super user before submitt... Read more

Type: Role Owner: SPOR Industry User Approvers

0 Desde la pestaia “Review”, veremos las solicitudes de roles seleccionadas, y podremos enviarlas:
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Erazago s
oaccaum Management

= Home My Work -

Manage My Access

Add Access €9 ﬁ

= SPOR Industry Super User -

Mead mere

U

[ g, 1B AN AITACINES AGERE-Y
OJ\«DUM Management

= Homa My Wark =
Manage My Access

1 v “
ACSACE ﬁ

=

Read more

0

v Submit

O En caso de haber un Superusuario ya registrado, a este le llegara un e-mail solicitando la acepta-
cion de la solicitud; en caso contrario, sera la EMA la que acepte el primer Superusuario, deposi-
tando la responsabilidad en este sobre el resto de accesos una vez tramitado:
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Guia de ayuda al solicitante para la creacion / gestion de usuarios y Superusuarios (programa SPOR)
Sede electrénica de la Agencia Espafiola de Medicamentos y Productos Sanitarios

ma. 02/01,/2018 9:34

register@ema.eu ropa.eu
Changes requested to User 1 need approval

Para

®7d7p3 is requesting the following changes for 'User 1

Application: IdentitylQ.

Operation: Add

Attribute: Role

Value(s): SPOR Industry UsfORG-100003543 - "IName of Organization”
Priority: Mormal

This e-mail has been scanned for all known viruses by European Medicines Agency.

mi. 20/12/2017 10:15

register@ema.europa.eu

Changes to your Identity were processed
Para -

O Respondio a este mensaje el 20/12/2017 10:18.

User 1_IDR requested the following account changes to your identity User 1_IDR and they were APPROVED.
Approved By: SPORdustry Super User (ORG-100003543) Approvers
Application: IdentitylQ

Operation: Add

Attribute: Role

Value[s): SPOR  Industry SuperUSer (ORG-100003943

Approved By: SPORIndustddser (ORG-100003%43) Approvers
Application: IdentitylQ

Operation: Add

Attribute: Role

Walue(s): SPOR IndustryUser{ORG-100003943 -

This e-mail has been scanned for all known viruses by European Medicines Agency.
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Guia de ayuda al solicitante para la creacion / gestion de usuarios y Superusuarios (programa SPOR)
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ACCESO A SPOR

EUROPEAN MEDICINES AGENCY

SPOR

Products Organisations

=

Substances |

Referentials | Help

SPOR data management services

Delivering quality data management services for substances, products, organisations and referentials (SPOR) to power EU regulatory
activities.

The four SPOR data management services are:

<
Substance Management Services (SMS)

< e,

Product Management Services (PMS)

&
&

™

o
B

(RE
8
g‘®

OMS and RMS are the first services to go live and they provide the data foundations for PMS and SMS.

Qrganisation Management Services (OMS)

Referentials Management Services (RMS)

SMS and PMS are not currently activated. More information on the implementation of SPOR data management services is available on the
EMA corporate website.

The SPOR. portal provides users with the following data management services:

« view, search, export SPOR data;

* request new and updated SPOR data;
s translate SPOR data;

* browse relevant SPOR documentation.

Data management and data quality processes drive the SPOR data management services to ensure that the highest guality of data is
available to support EU regulatory processes.

Acce: OR

Use the links in the navigation panel above to access OMS
and RMS.

Please use the menus in the navigation panel to navigate
RMS and OMS with ‘read-only’ access to SPOR.

You will need an EMA account with SPOR user roles to
conduct additional tasks, such as requesting changes to data,
translating data or managing user preferences.

If you already have an active account for any EMA-hosted
website or online application, you should use the same
credentials to log

1f you do not already have an EMA account, you need to
create an EMA account and request the specific SPOR user
roles you require.

Please check if you are able to log in before registering as a
new user with SPOR.

Create EMA Account

Registered users can leg in using the button at the top of the
page.

For more information about using SPOR see "About SPOR
data management services”. This document provides details
on:

SPOR projects;

access policy and user rales;
customer support;

data content;

copyright;

data protection.

0 Acceso OMS:

EUROPEAN MEDICINES AGENCY
SPOR - Organisations Management System

Substances | Products | Organisations |

Referentials [ Help

Documents

* Organisation Management Services (OMS)

OMS provides a central dictionary of organisation data in multiple languages. This covers:

+ organisation names;
+ location address details;
+ communication details such as email address and telephone number per location.

OMS supports the continuous exchange of data between information systems across the European medicines regulatory network and
across the pharmaceutical industry.
OMS provides users with the following organisation data management services:

* view, search, export organisation data and change request data;
» request registration of a new organisation or update existing organisation data;
* access to multi-lingual organisation data.

Data management and data guality processes drive the SPOR data management services to ensure that the highest guality of data is
available to support EU regulatory processes.

Access to OMS

Use the menus in the navigation panel above to
navigate OMS.

Registered users: Log in using the button at the top of this
page.

New users: Users that require more than ‘read-only’ user
access should register to create an EMA account before they

log in.
Create EMA Account

About OMS

For more information about using OMS see "About OM5".
This document provides details on:

« data content;

* licensing;

* copyright;

« data protection.

Sede
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Guia de ayuda al solicitante para la creacion / gestion de usuarios y Superusuarios (programa SPOR)
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0 Busqueda “Organization”:

EUROPEAN MEDICINES AGENCY
SPOR - Organisations Management System

Substances | Products | Organisations |

Referentials

Help

Document:

SPOR Home

Home / Search Organisations

 Hide search
Organisation ID

Organisation name

Location ID

Address

city

Postcode

Country

0 Selected ~

Modified Since

yyyy-MM-dd

Location status * ACTIVE, INACTIVE =

O Ver detalle:

Contains

Contains

Contains

Contains

Contains

Contains

< [ [« [ <] ]

EUROPEAN MEDICINES AGENCY
SPOR - Organisations Management System

=

M 4 page| 1ofs M
Ctosmsal P s & Country Location 1D a T Postcode
ORG-100002846 Aastrom Biosciences DK ApS Denmark 2ee Kastrup Oliefabriksvej 45 2770
100001470
ORG-100002548 Astellas d.0.0. Croatia Loc- Zagreb Tlica 1 10000
100010331
ORG-100003709 Astellas Farma Lda. Portugal ;g§6D722U Sintra Estrada Nacional 9 Km 17 2711-901
ORG-10000370% Astellas Farma Lda. Portugal e 21 Porto Salvo Lagoas Park 5 A 6 2740-245
ORG-100000088 Astellas Pharma France ;83608419 :‘::E”tms 26 Quai Charles Pasqua 32300
ORG-100000088 Astellas Pharma France Iigt?t;maus :‘r’:f's 114 Rue Victor Hugo $2300
ORG-100002638 Astellas Pharma A/S Denmark Iig(():(;UBOEIl Glostrup Maverland 4 2600
ORG-100002638 Astellas Pharma A/S Denmark e 06028 Kastrup Kajakvej 2 2770
ORG-100003241  Astellas Pharma AG Switeerland 100 Wallisellen Grindelstrasse 6 8304
ORG-100001183 Astellas Pharma B.V. Netherlands S0~ Leiden Sylviusweg 62 2333 BE
ORG-100005729 Astellas Pharma B.V. Belgium ;8&;10020 Anderlecht Square Marie Curie 50/1 1070
Sede Pagina 10 de 15
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Location status

ACTIVE

ACTIVE

ACTIVE

ACTIVE

ACTIVE

ACTIVE

ACTIVE

ACTIVE

ACTIVE

ACTIVE

ACTIVE

Substances [ Products | Organisations [ Referentials [ Help
SPOR Home  Organisati
Home / Search Organisations
These results may include organisations selected because their historic versions meet the criteria.
b Show search .
Reset rch

Showing (20 [V] of 164 results

Modified

2017-08-
28T14:14:34
2017-12-
20T16:01:58
2017-12-
11T11:49:11
2017-12-
08T14:22:16
2018-01-
05715:49:17
2018-01-
09T15:51:03
2017-12-
12T11:08:57
2017-12-
05T13:41:49
2017-12-
15710:23:32
2017-12-
01T17:49:39
2017-12-
18T16:24:16

Actions

p P P HL DL P P P PP
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EUROPEAN MEDICINES AGENCY
SPOR - Organisations Management System

Substances | Products | Organisations |

Referentials

Help

SPOR Home Documents

Organis

Home / Search Organisations / View Organisation Location

Organisation Details

Organisation ID: ORG-100002846

Organisation Name: Aastrom Biosciences DK ApS
Status: ACTIVE

Organisation Type: Industry

Pharmaceutical company

Location Details

Location ID: LOC-100001470
Address: Oliefabriksvej 45
Kastrup
2770
Denmark:

GPS Location: 55.625486, 12.592371
Location Email:
Location Phone:
*EVMPD Code: ORG21557
Last Modified Date: 2017-09-28T14:14:34

Status: ACTIVE

Home | An Agency of the European Union

R2.3.2.0 © 2018 EMA - 30 Churchill Place - Canary Wharf - London E14 SEU - United Kingdom

0 Nos acreditamos en SPOR:

EUROPEAN MEDICINES AGENCY
SPOR

>

Substances | Products Organisations

Referentials [

Help

SPOR data management services

Delivering quality data management services for substances, products, organisations and referentials (SPOR) to power EU regulatory
activities.

The feur SPOR data management services are:

g

Substance Management Services (SMS)

Product Management Services (PMS)

Organisation Management Services (OMS)

Referentials Management Services (RMS)

0 Volveremos a logarnos en EMA "Account portal":

Sede

S Pégina 11 de 15
Electronica

Access to SPOR

Use the links in the navigation panel above to access OMS
and RMS.

Please use the menus in the navigation panel to navigate
RMS and OMS with ‘read-only’ access to SPOR.

You will need an EMA account with SPOR user roles to
conduct additional tasks, such as requesting changes to data,
translating data or managing user preferences.

If you already have an active account for any EMA-hosted
website or online application, you should use the same
credentials to log in.

If you do not already have an EMA account, you need to
create an EMA account and request the specific SPOR user
roles you require.

Please check if you are able te log in before registering as a
new user with SPOR.

Create EMA Account

Registered users can log in using the button at the top of the
page.
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0 EUROPEA MIDICINGS AGINGY

European Medicines Agency Login

Usuariol| X

Create a new EMA account Forgot yaur password?

Not sure if you have an EMA account? Forgot your username?

O Y accederemos a SPOR/OMS. Veremos que dispondremos de mas opciones al acceder con cre-
denciales, entre ellas "Solicitar nueva localizacién" o "Modificar datos" del registro seleccionado:

EUROPEAN MEDICINES AGENCY hernandezfe_d . m
SPOR _ Organisations Management System Spanish Agency of Medianes and Medical Devices
Substances | Products | Organisations | Referentials | Help

SPOR Home  Orga

Home / Search Organisations
These results may indude organisations selected because their historic versions meet the criteria. You can export the data to see historic versions.

¥ Show search

M #pPage 10of9 M MW Showing |20 %] of 165 results|

Or isation 1D O isation Name 4 Country * Location ID City Address Postcode © Location status © Modil
0ORG-100002846 Aastrom Biosciences DK ApS Denmark LOC-100001470 Kastrup Oliefabriksve) 45 2770 ACTIVE 2017-09-28TI4T14T
ORG-100002948 Astellas d.o.o. Croatia LOC-100010331 Zagreb Ilica 1 10000 ACTIVE 2017-12-20T16:01:58 G Q
QRG-10000370% Astellas Farma Lda. Portugal LOC-100007220 Sintra Estrada Nacional 3 Km 17 2711-501 ACTIVE 2017-12-11T11:48:11 +GQ
ORG-100003709 Astellas Farma Lda. Portugal LOC-100007212 Porto Salve Lagoas Park 5 A 6 2740-245 ACTIVE 2017-12-08T14:22:16 +EQ
ORG-100000088 Astellas Pharma France LOC-100008419 Levallois Perret 26 Quai Charles Pasqua 92300 ACTIVE 2018-01-09T15:45:17 +EQ
ORG-100000088 Astellas Pharma France LOC-100010408 Levallois Perret 114 Rue Victor Hugo 92300 ACTIVE 2018-01-09T15:51:03 +GEQ
ORG-100002638 Astellas Pharma A/S Denmark LOC-100008064 Glostrup Naverland 4 2600 ACTIVE 2017-12-12T11:08:57 +EQ
ORG-100002638 Astellas Pharma A/S Denmark LOC-100006028 Kastrup Kajakvej 2 2770 ACTIVE 2017-12-05T13:41:49 +EQ
ORG-100003241 Astellas Pharma AG Switzerland LOC-100010091 Wallisellen Grindelstrasse 6 8304 ACTIVE 2017-12-15T10:23:32 +EQ
ORG-100001183 Astellas Pharma B.V. Netherlands LOC-100005408 Leiden Sylviusweg 62 2333 BE ACTIVE 2017-12-01T17:45:35 +GEQ
ORG-100005729 Astellas Pharma B.V. Belgium LOC-100010020 Anderlecht Square Marie Curie 50/1 1070 ACTIVE 2017-12-18T16:24:16 +EQ
ORG-100003292 Astellas Pharma Co. Limited Ireland LOC-100004515 Dublin 24 5 Waterside ACTIVE 2017-11-28T15:01:02 +EQ
ORG-100003292 Astellas Pharma Co. Limited Ireland LOC-100008559 Dublin 15 Damastown Road ACTIVE 2017-12-14T14:31:32 +EQ
ORG-100005275 Astellas Pharma d.o.o. Slovenia LOC-100001895 Ljubljana Smartinska Cesta 53 1000 ACTIVE 2017-10-18T17:11:58 +EQ
ORG-100000003 Astellas Pharma Europe B.V. Netherlands LOC-100007137 Meppel Hogemaat 2 7942 1G ACTIVE 2017-12-08T11:45:08 +EQ
ORG-100000003 ‘Astellas Pharma Europe B.V. Netherlands LOC-100003138 Leiderdorp Elisabethhof 19 2353 EW ACTIVE 2017-11-15T21:11:36 +EQ
0ORG-100000003 Astellas Fharma Europe B.V. Netherlands LOC-100005321 Leiden Sylviusweg 62 2333 BE ACTIVE 2017-11-29T22:55:50 +GQ
ORG-100001189 Astellas Pharma Europe Limited Netherlands LOC-100007063 Leiden Sylviusweg 62 2333 BE ACTIVE 2017-12-08T10:35:46 +Ea
ORG-100002615 Astellas Pharma Ges.m.b.h. Austria LOC-100007515 Vienna Donau-City-Strasse 7 1220 ACTIVE 2017-12-11T18:18:55 +EQ
0ORG-100003505 Astellas Pharma GmbH Germany LOC-100006961 Munich Weihenstephaner Strasse 28 81673 ACTIVE 2017-12-07T15:25:14 +GQ
W 4 Page 1of9m W Showing (20 [¥] of 165 results|

3.1. Solicitudes de alta, cambio, o nueva localizacién.

0 Al ir al detalle dispondremos de mas opciones ("Dar de alta Nueva Organizacién", "Dar de alta
nueva localizacién", "Modificar datos" o "Exportar resultados"):
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Guia de ayuda al solicitante para la creacion / gestion de usuarios y Superusuarios (programa SPOR)
Sede electronica de la Agencia Espafiola de Medicamentos y Productos Sanitarios

EUROPEAN MEDICINES AGENCY
SPOR - Organisations Management System

Spamish Agency of Medicines and Medical Devices

Substances | Products | Organisations

Referentials

Help

SPOR Home View Requests  Documents

Organisations

Home / Search Organisations / View Organisation Location

Organisation Details

Organisation ID: ORG-100002846

Organisation Name: Aastrom Biosciences DK ApS
Status: ACTIVE

Industry
Pharmaceutical company

Organisation Type:

Location Details

Location ID: LOC-100001470
Address: Oliefabriksvej 45
Kastrup
2770
Denmark

GPS Location: 55.625486, 12.592371
Location Email:
Location Phone:
*xEWMPD Code: 0ORGZ21957
Last Modified Date: 2017-09-28T14:14:34

Status: ACTIVE

=

I Request New Organisation I Add Lucationl Request Changel Export IExunrt With History|

Reguest New Organisation
e Solicitar Nueva Organizacion
Add Location

e Aifiadir Localizacidn a una organizacion ya existente

Request Change

e Solicitar algiin cambio o modificacidn sobre una Localizaciéon o Organizacién

Export Export With History

e Exportar
e Exportar con Histérico

0 “View Request” Ver estado de las solicitudes realizadas:

EUROPEAN MEDICINES AGENCY
SPOR - Organisations Management System

Spanish Agency of Medicines and Medical Devices m

Substances | Products | Organisations

Referentials | Help

SPOR Home Documents:

Organisations

View Requests

giip

Home / \View Requests

4 44 Page »oo
CRID : CR Type * Requestor : CR Date v Organisation Name : Address
No data available in table
i 44 Page L
Sede Pagina 13 de 15
Electronica

Showing 20 [¥] of 0 results

Status * Status Date © Actions

Showing 20 [¥] of 0 results

Export Lig
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Guia de ayuda al solicitante para la creacion / gestion de usuarios y Superusuarios (programa SPOR)
Sede electronica de la Agencia Espafiola de Medicamentos y Productos Sanitarios

3.2 Roles SPOR

Usuario Invitado “Guest” (Cualquiera que pueda acceder a SPOR)

Supersuario Agencia

Usuario Agencia

Superusuario Industria

Usuario Industria

bobobe bohele

Usuario Traductor Industria

e Usuario invitado: un usuario que no requiere credenciales de inicio de sesién (nombre de usuario y
contrasefa) podrd acceder al portal SPOR. Pueden ver y buscar datos disponibles publicamente (lis-
tas publicas de RMS; todo el contenido de OMS).

e Los Superusuarios y los usuarios son roles especificos de la organizacion, es decir, a estos usuarios se
les otorgan sus derechos de acceso en nombre de una organizacidn especifica. El usuario de la indus-
tria estd afiliado a una organizacién industrial especifica.

Usuario Invitado | Super usuario Industria Usuario Industria
Login No requerido Requerido Requerido
Ver Datos Publicos Si Si Si
Realizar busquedas Si Si Si
Descargar datos No Si Si
Solicitar cambios y actualizacio- | No Si Si
nes de datos

Permiso para autorizar usuarios No _ No

@,

Permiso para autorizar usuarios
SPOR, es la unica diferencia
entre Superusuario y Usuario

MINISTERIO DE SANIDAD,
SERVICIOS SOCIALES E
IGUALDAD

Sede Pégina 14 de 15

Electronica Agencia Espafiola de

Medicamentos y Productos
Sanitarios, AEMPS



Guia de ayuda al solicitante para la creacion / gestion de usuarios y Superusuarios (programa SPOR)
Sede electrénica de la Agencia Espafiola de Medicamentos y Productos Sanitarios

e Para cada organizacion industrial, EMA aprobara el primer Superusuario

e Cualquier solicitud de acceso de Superusuario o Usuario posterior serd aprobada por el Superusuario
de la organizacion del solicitante

e Los Superusuarios son responsables en nombre de sus organizaciones de la aprobacidn de roles. EMA
no controlara esta actividad.

e Las responsabilidades del Superusuario son:
Aprobar y verificar el acceso de los usuarios en su organizacion
Confirmar que los usuarios pertenecen a la organizacién antes de otorgarles el acceso

Asegurarse de que haya una cantidad suficiente de Usuarios Superusuarios y Usuarios de SPOR por or-
ganizacién

[Inactivar saltos, etc.] Una vez que el Stper Usuario o Usuario deja la organizacidn, el Superusuario debe
desactivar su acceso en el Portal de Gestién de Cuentas de EMA.

Referencias:
1. Portal SPOR

https://spor.ema.europa.eu/sporwi/

2. EMA Presentation - Introduction to SPOR data services

http://www.ema.europa.eu/docs/en GB/document library/Presentation/2016/08/WC500212059.pdf

3. AEMPS - Implementacion nueva version del “Electronic Application Form” (eAF v.1.22) integrado con programa SPOR

https://www.aemps.gob.es/informa/notasinformativas/industria/2017/NI-SG_12-2017-implementacion-electronic-
application-form.htm

4. RMS & OMS - Industry on-boarding to SPOR

http://www.ema.europa.eu/docs/en GB/document _library/Presentation/2017/12/WC500240747.pdf
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https://spor.ema.europa.eu/sporwi/
http://www.ema.europa.eu/docs/en_GB/document_library/Presentation/2016/08/WC500212059.pdf
https://www.aemps.gob.es/informa/notasInformativas/industria/2017/NI-SG_12-2017-implementacion-electronic-application-form.htm
https://www.aemps.gob.es/informa/notasInformativas/industria/2017/NI-SG_12-2017-implementacion-electronic-application-form.htm
http://www.ema.europa.eu/docs/en_GB/document_library/Presentation/2017/12/WC500240747.pdf
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