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El portal ECM

Como rellenar una solicitud inicial

Agencia Espanola de Medicamentos y
Productos Sanitarios

Madrid, 28 abril 2011
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Novedades EudraCT v.8

« Se actualiza el formulario de solicitud inicial
«  Se simplifica la obtencion del N° EudraCT
Herramienta de conversion v7 a v8

« Se mejoran las ayudas

« Se actualizan las validaciones

Formulario para EC que solo se realicen en terceros
paises y formen parte de un PIP

 Herramienta de comparacion de XMLv8
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Formulario solicitud inicial v.8

1. Cambia:

. Integra los campos en la plataforma de registros publicos
OM

 Informacion MI terapia avanzada
o Informacion EC con menores
o Informacion EC 12 administracion a humanos

2. Punto verde en los campos publicos

Respuestas “Yes”, “No” y “Not unswered”, y por
defecto: “No”.

4. Campos de texto libre multilingles
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Formulario solicitud inicial v.8

Necesario:

Formato XML v8 (convertir las v7 en EudraCT)
Completo y validacion sin errores
Texto libre facilmente comprensible, en espanol y en inglés

Buscar los términos en los diccionarios

E-mall institucionales, no personales



PROCEDIMIENTO

1. El formulario europeo (CTA) de una
solicitud inicial se cumplimenta y
valida en el sitio web de EudraCT
(https://eudract.ema.europa.eu) donde
se genera el XML del CTA.

Los nombres y direcciones de los centros de
G.1/G.2y del CEIC en H se
cumplimentaran en el portal ECM cargando
el XML v.8 previamente generado y validado
en EudraCT.
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Convertir XML v7 -> v8

BEudra '

Home Help FAQ Contact Us European Clinic

IMPORTANT Welcome to the Community Clinical Trial System
Public Home Page

Patch Release

Announcement
EudraCT is a database of all clinical trials commencing in the Community from 1 May 2004 onwards. It has been established
EudraCT v8.0.1 will be in accordance with Directive 2001/20/EC.This site is the sponsor and Paediatric Investigation Plan addressee (PIP addressee)
released on Tuesday 29th interface which gives these groups access to the EudraCT application. The groups may perform the following tasks:
March 2011.
Sponsor:
Please note to facilitate this
release application s Get a EudraCT number.
downtime will be required s+ Complete the Clinical Trial Application form, save as an .xml file on your computer, print a pdf version of the Clinical
outside business hours Trial Application form.

(From Monday 28th March

17:30 To Tuesday 29th PIP Addressee:
March 9:00am UK time).

Flease refer to the patch

e | Gonvertir XML v7 en XML v8

If you have any queries
about the new system that
are not addressed here or ~ Access to EudraCT Application
in the system help, please

contact the EudraCT
Service Desk

Sponsors:

s Sponsors may create, save xml/pdf files of Clinical Trial Applications locally only after obtaining a EudraCT Mumber from
the system (See Help on the EudraCT PUBLIC application page): Access to EudraCT Application

s+ Sponsors may also load locally saved Clinical Trial Applications to complete, validate, compare or use to prepare a
package for submission to a National Competent Authority.

a Note: Sponsors are unable to save xml files to the EudraCT system. Only National Competent Authorities are able to do this
|Access to Eudra when you send them your xml file.

New Features in'v8.0

I\.’?)\-’S XML Conversion

aTaPnaT Note: The Eudralink credentials of PIP Addressees get authenticated for access to EudraCT during the PIP application
procedure. If your credentials do not give you access please contact the EudraCT Service Desk.

PIP Addressees:

|C:| innarting Noacniments
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https://eudract.ema.europa.eu/#v/_xml_conversion

B Eudra

EudraCT version upgrade tool

Welcome to EudraCT version upgrade tool

In order to upgrade the version of the Clinical Trial Application, you have to:

a2 b immd A wrmwmimem 7 T limiea] Teinl A e lieadiae Whal

1 (_) PreSionar “Add,, ded XML will be sent.

+ Add...

2° Localizar archivo
32 Doble clic

Email Address |

i~ The recipient(s) must have a Eudralink account to access the package.
Package Security Options " The recipient(s) must enter a password.

# No password.

Update Version Cancel
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BJEudra - '

EudraCT version upgrade tool

Welcome to EudraCT version upgrade tool
In order to upgrade the version of the Clinical Trial Application, you have to:

e Load a versinn 7 Clinical Trial Annlication XMl .

" 22 Indicar el nivel de proteccion en el
correo donde se recibira el XML
corregido

File path of locally saved XML file to lo

Email Address |

= The recipient(s) must have a Eudralink account to access the package.
Package Security Options ~ The recipient(s) must enter a password.

* Mo password.

Update Version Cancel
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EudraCT version upgrade tool

Welcome to EudraCT version upgrade tool
In order to upgrade the version of the Clinical Trial Application, you have to:

* Load a version 7 Clinical Trial Application XML.
* Provide at least one e-mail address to which the upgraded XML will be sent.

4 Add...

3° Marcar “Update version” e indicar el e-mail
para recibir el XMLv8

File path of locally savec

Bien: se recibira un e-mail con un XMLv8 y un
identificador unico

Emal Address Mal: e-mail con xml v7 e identificador unico.
rackage securty opror Gontactar con  eudract@ema.europa.eu

Update Version Cancel




XML completo y correcto

Campos nuevos:
https://eudract.ema.europa.eu/document.html#technical

Technical Information

Release Notes for EudraCT Version 8.0 (.pdf file)

EudraCT Clinical Trial Application Pick lists and Coded Values (.xlIs file)
Eu T & 3.21 (.xls)

New Fields in EudraCT vB.0 (.xls) Intended to assist users with deta
designation of exisung relds.
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Por pantalla y campo

¢ Vvalidate g Compare ¢ Save as XML  Switch XML

A. Trial identification

| A.1 National Competent Authoritye |5pain - AEMPS v

EudraCT supporting documentatio
https://eudract.ema.europa.eu/document.ht

lUser Guides (English only)

Replacement Tool tips for IE6 Users >
EudraCT Frequently Asked Questions

EudraCT XML Conversion Utility User Awareness
EudraCT Validation Rules for EEA

Menu “Help” — HEudra el

Home Help FAQ
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Diccionarios en EudraCT y Portal ECM

1) Autoridades competentes y paises
2) Principios activos

3) Formas farmacéuticas

4) Vias de administracion

5) Unidades de dosificacion

6) Area terapéutica

7) Centros (Hospitales y C. A.Primaria)
8) CEICs acreditados en Espana

9) MedDRA
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Flujo de trabajo

Formulario europeo C
: U arta de
Formulario europeo | | ge solicitud inicial |=— ., —
de solicitud inicial (G.1/G.2 + H.) presentacion
e oo Validar
”E u d ra er :‘ﬁ'ﬁ pesmpiorouncasocu @Y recicorinic. )
Portal ECM
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Linea de soporte

CEIC

| =~ ~ .
I | Formulario europeo TS~
Formulario europeo | _Ly| e solicitud inicial |— Cart? de -~ ~
de solicitud inicial I presentacion
: (G.1/G.2 + H.) -
' Validar ‘._g.
5 ”}s‘ DE SANIDAD, POLITICA SOCIAL ar
: | I f EICOALDAD. = m"’"’ -

BJEudra /| L5 - s

| Portal ECM

I

I
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https://eudract.ema.europa.eu/eudract-web/index.faces

Eudra“ s

Login A ‘“Create 4 Load
log-in

Welcome to EudraCT
For further assistance on use of the system and completion of the forrm
EudraCT Number:

¥ou need a EudraCT number in order to provide a unigue reference for
that one individual clinical trial should be identified by one unique Eudra

+ There is at least one investigator site in the Community.
+ The clinical trial is contained in an agreed Paediatric Investigation F
both).
s The clinical trial is one of those for which information has to be su
amended :
Article 45(1): By 26 January 2008, any paediatric studies a
of entry into force, in respect of products authorised in thé
by the marketing authorisation holder for assessment to t#
s The clinical trialis.one.of those for. which.information. has.to. be su
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Obtencion n? EudraCT

BEJEudra -

T

Home Help

FAQ Contacti Us About

Login

log-in

&

Pedir N2 EudraCT

‘“Create 4 Load
% EudraCT Number

Chinical Trial ¥

L L™ =0 |

For further assistance on use of the system and comple
EudraCT Number:

You need a EudraCT number in order to provide a unigu
that one individual clinical trial should be identified by on

« There is at least one investigator site in the Comir
« The clinical trial is contained in an agreed Paediatric

S L ]
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Rellenar formulario en blanco

B Eudra” '
" Home welp fAQ Comactus Abew

Login A  [SCreate 4:Load
log-in % EudraCT Number
| Clinical Trial » [0 EEA |

| 3rd Country

For further assistance on use of the system and completion of the form, refer to 'Help
EudraCT Number:

You need a EudraCT number in order to provide a unique reference for clinical trials in
that one individual clinical trial should be identified by one unique EudraCT number:

+ There is at least one investigator site in the Community.
« The clinical trial is contained in an agreed Paediatric Investigation Plan (PIP) (it mz
both).
« The clinical trial is one of those for which information has to be submitted in accc
amended :
Article 45(1): By 26 January 2008, any paediatric studies already complet
of entry Into force, in respect of products authorised in the Community s
by the marketing authorisation holder for assessment to the competent &
« The clinical trial is one of those for which information has to be submitted in accc
amended:
Article 46(1): Any other marketing authorisation holder-sponsored studie:
the use in the paediatric population of a8 medicinal product covered by a |
authorisation, whether or not they are conducted in compliance with an &
investigation plan, shall be submitited to the competent authority within ¢
completion of the studies concerned.

The EudraCT Number must be included on all Clinical Trial applications within the Comn
(e.g. SUSAR reports, PIP).
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Cargar formulario

Login

log-in

#

|S“Create 4 Load
' Clinical Trial » || EEA |
| 3rd Country

Welcome to EudraCT

For further assistance on use of the system and completion of the form, refer t

EudraCT Number:

You need a EudraCT number in order to provide a unigue reference for clinical tr
that one individual clinical trial should be identified by one unique EudraCT numb

» There is at least one investigator site in the Community.
« The clinical trial is contained in an agreed Paediatric Investigation Plan (PIF)
both).
« The clinical trial is one of those for which information has to be submitted i
amended :
Article 45(1): By 26 January 2008, any paediatric studies already co
of entry into force, in respect of products authorised in the Cormmu
by the marketing authorisation holder for assessment to the comps
» The clinical trial is one of those for which information has to be submitted i
amended:
Article 46(1): Any other marketing authorisation holder-sponsored ¢
the use in the paediatric population of a medicinal product covered
authorisation, whether or not they are conducted in compliance wit
investigation plan, shall be submitted to the competent authority w
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BJEudra - '

Home Help FAQ ContactUs About

Login A [%Create 4:Load

log-in Load an XML file for an EEA Clinical Trial Applil‘.‘.ati\

Buscar y seleccionar XML

~\

File path of locally saved XML file to load

+ Add... /

Upload

Return
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BEEudra -/

Home Help FAQ Contact Us  About European Clinical
Login A ‘ 2 Validate &Compare :‘V Save as XML & Switch XML %, Save PDF
log-in == 5 T
( \ Clinical Trial Application Menu
i # e )
CI2 nformation A, Trial Identification D.9 site(s) where the gualified person certifies batch release
EudraCT Number B. Sponsor Identification E. General Information on the Trial
2004-000001-22 C. Applicant Identification F. Population of Trial Subjects
Sponsor's Protocol D. IMP Identification G. Clinical Trial Sites/Investigators in the Member State
Code Number D.8 Placebo Information H. Competent Authority/Ethics Committee Information
ELA-1
NCA
Spain - AEMPS
XML File Identifier
oUx568FX9Lo/mBGREEDN

VyEMr/U=

CTA Sections |dentificacién del ensayo

Sections Index
Section A
Section B
Section C
Section D
Section D.8
Section D.9
Section E
Section F
Section G
Section H
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Home Help FAQ

Contact Us About

Eurepean Clinical

Login 7
log-in
CTA Information A

EudraCT Number
2004-000001-22

Sponsor's Protocol
Code Number

ELA-1
NCA
spain - AEMPS

XML File Identifier
oUx268FKILo/mEGREEmMI
VyHMr /U=

CTA Sections =
Sections Index
Section A
Section B
Section C
Section D
Section D.8
Section D.9
Section E
Section F
Section G
Section H

AN

A, Trial Identification

B. Sponsor Identification
C. Applicant Identification
D. IMP Identification

D.8 Placebo Information

¢ Validate &Compare '\ Save as XML Switch XML
Clinical Trial Application Menu

D.9 site(s) where the gualified person certifies batch release
E. General Information on the Trial

F. Population of Trial Subjects

G. Clinical Trial Sites/Investigators in the Member State

H. Competent Authority/Ethics Committee Information

|dentificador del XML

N, Save PDF
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Home Help FAQ Contact Us About European Clinical
Login A \gs Validate { Compare 'y Save as XML o Switch XML %, Save PDF
log-in

CTA Information

EudraCT Number
2004-000001-22

Sponsor's Protocol
Code Number

ELA-1

NCA

Spain - AEMPS
XML File Identifier

olUx868FX5Lo/mBGRPEDN

VyHMr /U=

GI’A Sections

Sections Index
Section A
Section B
Section C
Section D
Section D.8
Section D.9
Section E
Section F
Section G

K Section H

N

-

A, Trial Identification
B. Sponsor Identification
C. Applicant Identification
D. IMP Identification

G.S Placebo Information

Clinical Trial Application Menu

D.9 site(s) where the gualified person certifies batch release
E. General Information on the Trial

F. Population of Trial Subjects

G. Clinical Trial Sites/Investigators in the Member State

H. Competent Authority/Ethics Committee Information

~

J

Puntos de entrada a cada
«~ seccion del formulario

~

europeo
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B Eudra -/

Login R Validate % Compare ':'i Save as XML & Switch XML %, Save PD
log-in Clinical Trial Application Menu
i #

CI2 nformation A, Trial Identification D.9 site(s) where the gualified person certifies batch release

EudraCT Number B. Sponsor Identification E. General Information on the Trial

2004-000001-22 C. Applicant Identification F. Population of Trial Subjects

Sponsor's Protocol D. IMP Identification G. Clinical Trial Sites/Investigators in the Member State

Code Number D.8 Placebo Information H. Competent Authority/Ethics Committee Information

ELA-1

NCA

Spain - AEMPS
XML File Identifier

oUx868FX9Lo/mEGRPEMN Botones de fu nCién

VyHMx /U=

CTA Sections =
Sections Index
Section A
Section B
Section C
Section D
Section D.8
Section D.9
Section E
Section F
Section G
Section H
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dra © T
Help FAQ Contact Us About European Clinical Trials Database
& s validate <~ Compare ‘, Save as XML © Switch XML %, Save PDF . Package
A. Trial identification
1ation A
L7
" Number ) ) .
9001-22 A.1 National Competent Authoritye |Spa|n - AEMPS Campos
*'s Protocol N i i . agm .
e A.2 EudraCT Numbere 2004-000001-22 @ mUItIIIng ues
A PHASE I/II CLINICAL TRIAL ON THE USE OF BONE MARROW'S =l
AUTOLOGOUS STEM CELLS IN PATIENTS WITH AMYOTROPHIC LATERAL
EMPS SCLEROSIS
ML identifier o
B & | A3 Full title of the triale | ha | l
ans Index ENSAYO CLINICO EN FASE I/II DE UTILIZACION DE LAS CELULAS ]
on A TRANCALES DE MEDULA OSEA AUTOLOGAS EN PACIENTES CON
. ESCLEROSIS LATERAL AMIOTROFICA -| %
an
an C ; !
nD
Jn D.8 CLINICAL TRIAL ON THE USE OF BONE MARROW OWMN-PATIENT's STEM ;I
DI9 CELLS IN PATIENTS WITH AMYOTROPHIC LATERAL SCLEROSIS
an D.
nE @ IE-ngis-'l 'I 5P
on F

A.3.1 Title of the trial for lay people, in
mneG easily understood, i.e. non-technical,
an H lanaianee

H
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A.6 Is this a resubmission?

Indicate the resubmission letter or else
select "First submission’

A7 Is the trial part of a Paediatric
Investigation Plan?e

A.8 EMEA Decision number of Paediatric
Investigation Plane

SOLICITUD INICIAL

-

Al final de cada pagina o

seccion pulsar siempre
‘Continue’ o ‘Done’
para guardar datos

| @

" Not Answere 0

o
No'E
|First Submission
& wyes  No
P/OOD0O/2010 7]
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4 Existe la posibilidad de\
marcar ciertos campos
como
“No contestado”

anlidatek
D.1/D.2 IMP Identification and Status Details
o
D.1.2 and D.1.3 Categorys | Test ~| @

D.2 Status of the IMP to be used in the clinical
trial o

D.2.1 Has the IMP to be used in the trial a

i i
marketing authorisation?e Yes No

#  MNot Answered o

D.2.1.1 If 'Yes', specify the product to be
used in the trial

e
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Agregar medicamento

anlidate &Cﬂmpare E“ Save as XML

Add IMP

|
IMP No IMP name was specified = e :[ k= ]

Edit IMP Delete IMP Copy IMA Search active subs

D. IMP Identification

@ Agregar medicamento | ——

Return |

[ Agregar principio activo ]
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Opciones de busqueda:

“Contiene”, “igual” o “empieza con”

) Contact Us About Europe:

¢ validate E\Eumpare @ Save as XML © Switch XML %, save

D. MPD Active Substance Search Criteria
equals —
Active substance name [ starts with i

e | @
CAS Number | v @ | e
CBD (Chemical/Biological Description) | v @ | e
EV Code | L2

Search | Return
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Todo medicamento debe tener debajo
identificados sus principios activos

Contact Us About

%/ Vvalidate E\Enmpare ¢ Save as XML o Switch XML %, save PDF Package
D. IMF Identification

L7

Add IMP
IMP Details
IMP APIRETAL 500 ma comprimidos bucodispersables : = H _ _
/ Chewable/ dispersible tablet = v b S
Active Substance: 103-90-2/PARACETAMOL/ »

based on MPD record: SUB09611MIG
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» Para buscar el principio activo pulsar “Search”

 Para seleccionar la sustancia activa marcar

Contact Us About Eurape

¢ validate &Cnmpare @ Save as XML o Switch XML %, Save
D. MPD Active Substance Search Criteria

Active substance name |Equals v @ |paracetarn-:n|

CAS Number | v & | 7

CBD (Chemical/Biological Description) | v @ | L7

EV Code | L7}
Search Return |

Displaying 1-1 of 1 matching results.
MPD Search Results

SOource = CAS No. = EV Code = CBD =

INN 103-90-2 SUB09611MIG ‘

PARACETAMOL
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12 “Search active substance”

Solo si no se encuentra, emplear “Add active
substance”

Contact Us About

¢/ Vvalidate &\ Compare 'y, Save as XML  Switch XML %, Save PDF _. Package
D. IMP Identification

L7 )
B 57 Add IMP
IMP Details
IMP APIRETAL 500 ma comprimidos bucodispersables _ - H _
/ Chewable/ dispersible tablet s Bme ésiacts i

Return
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Information A

idraCT Number
04-000001-22
wonsor's Protocol

wde Number
A-1

A

ain - AEMPS

date XML identifier

A Sections £
Sections Index
Section A
Section B
Section C

DE SANIDAD, POLITICA SOCIAL
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SOLICITUD INICIAL

Medicamento

D. IMP Identification

e

Principio activo

a7 Add IMP
LMP Details

IMP|CETROHEMADEXMOS/CTM2010/Powder for oral solution

Active Substance: N/A/celulas pro-ELA/ Células troncales hematopoyéticas
autdlogas adultas

IMP Hormona crecimiento humano/ Concentrate for solution for injection

Active Substance: RECOMBINANT HUM

HORMONE/based on

‘ - iy L
Edit Delate Copy Search active
IMP IMP IMP substance
s - by e
Edit Delate Copy Search active
IMP IMP IMP substance

AN GROWTH HORMONE/HUMAN GROWT ®
MPD record: SUB20678 ] o

Return

Add active
substance

Add active
substance
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Identificacion del placebo

W‘Validate &Eﬂmpare :“ Save as XML © Switch XML %, Save PDF

D.8 Placebo Information

7]
77 Add placebo
Details
Related IMP(s) CETROHEMADEXMOS,/CTM2010/Powder for oral solution
Pharmaceutical form Oral powder n ¢
Route of administration Ocular use
Related IMP(s) HormonPlus{R)/Hormona crecimiento humano/Concentrate for solution for injection
Pharmaceutical form Solution for injection/infusion ; ﬁ

Route of administration Intravenous use

Return
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D.2 Information on the Placebo

D.8.3 Pharmaceutical forme |So|ution for injection/infusion x| @

D.8.4 Route of administrations | Intravenous use x| @

D.8.5 Which IMP(s) is it a placebo for?

IMP:CETROHEMADEXMOS/CTM2010/Powder for r
oral solution

IMP:HormonPlus(R)/Hormona crecimiento
humano/Concentrate for solution for injection

D.8.5.1 Composition, apart from the active
substance(s):

D.8.5.2 Is it otherwise identical to the IMP? € Yes & No ©  Not Answered

Poner agui las diferencias ]

D.8.5.2.1 If composition is not otherwise
identical, specify the major ingredients

Done
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Investigador
Nombre: rellenar en EudraCT

Direccion: rellenar en portal
\_ ECM )

G. Clinical Trial Sites/Investigators ir} the Member State

mF Add Investigator®
Investigator Name

HOSPITAL CENTRAL Hause T

©¢ Add Central Technical Facility®
Mo Central Technical Facilities have been added for this application

2F Add Trial Network@® %8 Add Sponsor's Subcontractor Facilities®
Mo Trial Networks have been added for this application Mo Sponsor's subcontractor Facilities have been added for this application

Return ‘
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G. Clinical Trial Sites/Investigators in the Member State

%r Add Investigator®
Investigator Name

HOSPITAL CENTRAL Hause

©¢ Add Central Technical Facility®
Mo Central Technical Facilities have been added for this application

57 Add Trial Network®
Mo Trial Networks have been added for this

%8 Add Sponsor's Subcontractor Facilities®
application Mo Sponsor's subcontractor Facilities have been added for this application

Return ‘
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G. Clinical Trial Sites/Investigators in the Member State
%r Add Investigator®

Investigator Name

HOSPITAL CENTRAL Hause

©r Add Trial Network'@

Mo Trial Networks have been added for this application
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Servicios técnicos centrales

©¢ Add Central Technical Facility®

Mo Central Technical Facilities have been added for this application

Return

%8 Add Sponsor's Subcontractor Facilities®

Mo Sponsor's subcontractor Facilities have been added for this application
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Tareas subcontratadas

G. Clinical Trial Sites/Investigators in the Member State

Add Investigator®
Investigator Name

HOSPITAL CENTRAL Hause b 4

Add Central Tlchnical Facility®
Mo Central Technical Facilities ha%e been added for this application

Add Trial Network@ Add Sponsor's Subcontractor Facilities @
Mo Trial Networks have been added for this application Mo Sponsor's subcontractor Facilities have been added for this application

Return
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Validation Date and Time: 2011-02-28 13:03:34 GMT

This is the list of inconsistencies found in your application. Please go back and correct the inconsistencies before submission.

Expand All / Collapse All Expandir

l v [0 Section D l

= [0 Section D8

= [0 D.8 Information on the Placebo

FIELD: D.3 Trial has placebo
RULE 1ID: FEATS.2.1.28
L For any placebo, subguestions in D.8 is MANDATORY and should be completed. - D.8.5.2 is a MANDATORY
DESCRIPTION: FIELD and if it is "Yes" D.8.5.2.1 should be completed.- D.8.5 Which IMP(s) is it a placebo for? should
refer to a valid IMP Name,
S -
v [0 Section E
v [0 Section G
Save As PDF Return
Informe de

validacion en PDF
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CTA Information £

EudraCT Number
2004-000001-22

Sponsor's Protocol
Code Number

ELA-1

NCA

Spain - AEMPS
XML File Identifier

oUIxEEEFXSLo/mEGRPEmMW
VyHMx /U=

D. IMP Identification Index

TRADE NAME PRODUCT NAME PRODUCT CODE

CETROHEMADEXMOS CTM2010
D.1/D.2 IMP Identification and Status Details

[FIELD ___ JRULEID | DESCRIPTION
D2.1 IMP has MA FEATG6.2.2.7a If 'D.2.1 IMP has MA' is answered "No” the

applicant should then go to D.2.3, and need not
answer further questions in D.2.1 or D.2.2.

D2.1 IMP has MA FEAT6.2.2.7c If D.2.1 is "Not Answered” then D.2.1
subquestions should be blank and the IMP should
be defined by completing any of the subguestions
of D.2.2

HormonPlus(R) Hormona crecimiento

humano

D.1/D.2 IMP Identification and Status Details
IE!]EE— RIFTION

D2.1 IMP has MA FEATB.2.2.7¢ If D.2.1 is "Not Answered” then D.2.1
subquestions should be blank and the IMP should
be defined by completing any of the subgquestions
of D.2.2

1

D8. Placebo Identification Index
PLACEBO ID

=
[

D.8 Information on the Placebo

[FIELD  JRULEID | DESCRIPTION
Trial has FEATG.2.1.28 For any placebo, subguestions in 0.8 15
plac MANDATORY and should be completed. - D.8.5.2

is @ MANDATORY FIELD and if it is "Yes" D.8.5.2.1
should be completed.- D.8.5 Which IMP(s) is it a
placebo for? should refer to a valid IMP Name.

XML File Identifisf: cUxB68FX9Lo/mBGRPEMWYyHMr/U=
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CONSIDERACIONES sobre EudraCT

Con caracter general, si EudraCT no indica errores en la solicitud
la solicitud sera valida en Espana, teniendo en cuenta que:

A. La autoridad Competente debera definirse “Spain-AEMPS”
B. Solo se admite UN PROMOTOR

D.2.1/D.2.2: Cuando el medicamento no se defina segun marca comercial
D.2.1 debe marcarse “Si”, dejar subpreguntas D.2.1.X = “No” e indicar pais
autorizacion.

D.2.1.2 Si el medicamento esta autorizado y registrado en Espana pero se
utiliza el de otro pais del EEE, se indicara el medicamento del otro pais.

D.2.1.2 Si el medicamento esta autorizado en la EEE por procedimiento
centralizado y esta inscrito en Espaina se indicara “Espana”

G.1/G.2 Datos investigador: nombre y apellidos, datos contacto, departamento
H.2 Datos de AEMPS se escriben en EudraCT
H.2 Datos de dictamen CEIC o autorizacion AEMPS se escriben en EudraCT



CONSIDERACIONES sobre EudraCT

ERRORES CONOCIDOS que se
admiten en la solicitud

D.2.1, D.3.6, D.3.11.4, E.8.2.4, E.8.5, E.8.6,
E.8.9,F.1.1,G.30G.5
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T Number
0001-22

*'s Protocol
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A.2 EudraCT Numbere

EMPS

ML identifier
ons & | A.3 Full title of the triale
ans Index

n A

nB

ncC

nD

n D.8

on D.9

nE

BIEE A.3.1 Title of the trial for lay people, in

maG easily understood, i.e. non-technical,
an H lannuanes

[Spain - AEMPS -l @
[2004-000001-22 @
A PHASE I/I1 CLINICAL TRIAL ON THE USE OF BONE MARROW'S =l
AUTOLOGOUS STEM CELLS IN PATIENTS WITH AMYOTROPHIC LATERAL
SCLEROSIS .
@ [english 5]
=

ENSAYO CLINICO EN FASE I/Il DE UTILIZACION DE LAS CELULAS =]
TRANCALES DE MEDULA OSEA AUTOLOGAS EN PACIENTES CON

ESCLEROSIS LATERAL AMIOTROFICA ~|
[ |

CLINICAL TRIAL ON THE USE OF BONE MARROW OWN-PATIENT's STEM 4]
CELLS IN PATIENTS WITH AMYOTROPHIC LATERAL SCLEROSIS

L7 IE"IQ“S"l vl gn

[
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T Number
0001-22

*'s Protocol

A.2 EudraCT Numbere
imber

EMPS

ML identifier
B & | A3 Full title of the triale
ons Index

mnaA

n B

on C

anD

on D.8
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nE
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WValidate &Compare n.. Save as XM Ayuda campos ackage

[Spain - AEMPS - @
|2004-000001-22 o
A PHASE I/II CLINICAL TRIAL ON THE USE OF BONE MARROW'S [—
AUTOLOGOUS STEM CELLS IN PATIENTS WITH AMYOTROPHIC LATERAL
SCLEROSIS _
(7] IE"|§|iS"| 'I 2F
=

ENSAYO CLINICO EN FASE I/l DE UTILIZACION DE LAS CELULAS =]
TRANCALES DE MEDULA OSEA AUTOLOGAS EN PACIENTES CON
ESCLEROSIS LATERAL AMIOTROFICA

Spanish ________JIR S
[

CLINICAL TRIAL ON THE USE OF BONE MARROW OWN-PATIENT's STEM 2]
CELLS IN PATIENTS WITH AMYOTROPHIC LATERAL SCLEROSIS

@[engisn [ &
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Contacto

 Incidencias y ayuda EudraCT

@ eudract@ema.europa.eu /Menl “Contact Us”\
B Eudra

=) AYUda: Menu “Help” M (wnelp \FAQ contact Us
\_/

Incidencias técnicas y sugerencias portal ECM:

@incidensayos@aemps.es

 Incidencias con solicitudes ya enviadas al CEIC:

« CEIC de referencia

« (QOtras preguntas sobre el ensayo:

« Solicitudes a la AEMPS: aecaem@aemps.es
« Solicitudes al CEIC: CEIC de referencia




