Comite Etic d'investigacio medica IISPV

De: Nuria Cuartero <Nuria.Cuartero@tfscro.com>
Enviado el: jueves, 17 de enero de 2019 17:01
Para: ‘Comite Regional de la Comunidad de Madrid (comite.regional@salud.madrid.org)’;

Comité Etico Investigacion Clinica GAE HCSC Area 7 (ceic.hcsc@salud.madrid.org)
(ceic.hcsc@salud.madrid.org); ceicsantpau@santpau.cat;
'ceic.hrc@salud.madrid.org’; Comite Etic d'investigacié medica ISPV, eclinicos3
@idival.org; 'Lorena Martin Guerra (eclinicos4@idival.org)’; ceic-chto-
secretario@sescam.jccm.es

cc: Begona Garcia; Lorena Hernando

Asunto: SEPCELL Cx611-0204 -SUSAR FU submission case ID Cx611-201812-35(1)
Datos adjuntos: Cx611-201812-35(1)_Final CIOMS_2019-01-17_pdf

Importancia: Alta

Codigo de protocolo: Cx611-0204 Numero de EudraCT: 2015-002994-39

Promotor: TiGenix, S.A.U

Titulo ensayo: “Estudio de fase Ib/lla, aleatorizado, doble ciego, de grupos paralelos, controlado con placebo y
multicéntrico para evaluar la seguridad y eficacia de las células madre alogénicas expandidas derivadas del tejido
adiposo (eASCs) Cx611 para el tratamiento intravenoso de pacientes adultos con neumonia bacteriana grave
adquirida en la comunidad e ingresados en unidades de cuidados intensivos Estudio SEPCELL”

Apreciados Sres. Comité Etico,

Les adjuntamos documento FOLLOW-UP “Cx611-201812-35(1)_Final CIOMS_2019-01-17” del paciente 22004 del
centro 220 (H. Clinico San Carlos de Madrid) del estudio referenciado.
El CIOMS inicial se envi6 el pasado 27 de Diciembre 2018.

Les agradeceriamos confirmacién de recepcion del e-mail como acuse de recibo

Muchas gracias.
Saludos,

Nuria Cuartero
Senior Clinical Trial Associate

TFS Develop

Consell de Cent, 334-336, 42 planta

ES-08009 Barcelona

Spain

Phone: +34 93 185 02 73 ( Switchboard +34 93 185 02 00)
Fax: +34 93 185 02 57

E-mail: nuria.cuartero@tfscro.com

The information and any attachment in this transmission may contain confidential or legally privileged information and is meant for the
exclusive use of the intended addressee/s/. If you are not the intended addressee, you are hereby notified that any disclosure, copying,
distribution, or reliance upon the contents of this transmission is strictly prohibited. Please notify the sender and destroy this message.

1



E-mail communications cannot be guaranteed to be secure or error free, as information could be intercepted, corrupted, amended, lost,
destroyed, arrive late or incomplete, or contain viruses. We do not accept liability for any such matters or their consequences. TFS has
taken every reasonable precaution to ensure that any attachment to this e-mail has been scanned for viruses. However, we cannot
accept liability for any damage sustained as a result of software viruses and would advise that you carry out your own virus scans before

opening any attachment



