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CLINICAL TRIALS UNIT (UCICEC)

Innovative Therapies
for Children with Cancer

I 1|r|.:' ]
Unidad Central de Investigacion Clinicay Ensayos S ‘""g ?g E g

Clinicos del Hospital Universitario La Paz, located
at the Hospital Universitario La Paz, established in
Paseo de la Castellana, 261 in Madrid, has been
inspected by the General Subdirectorate of
Pharmaceutical Inspection and Regulation to verify
compliance with the pnnclples of Good Clmlcal
Practice (GCP) in force in the European Union'
and Spain’ and the "Technical requirements for the
Units which conduct early stage clinical trials with
medicines in the Community of Madrid™.
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Moderador
Notas de la presentación
integrada en la Plataforma Española de Ensayos Clínicos (SCReN), financiada por el Instituto de Salud Carlos III (PT13/0002/0015)- Está acreditada por la Comunidad de Madrid y ha sido también recientemente acrediatada por el Consorcio Europeo de Innovativer Therapies for Children with Cancer
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LA PAZ: PEDIATRIC CLINICAL TRIAL UNIT (UCICEC)

DIRECTORY ON PEDIATRIC RESEARCH UNITS

2° FLOOR Mother & child
hospital.

G \1dipaz |




LA PAZ: PEDIATRIC CLINICAL TRIAL UNIT (UCICEC)

Areas of Pediatric Clinical Trials

Allergy

Anesthesia and Resuscitation
Clinical Pharmacology
Biochemistry

Cardiology

Children's Cardiology
Cardiac surgery for children
General Surgery

Maxillofacial Surgery
Orthopedic Surgery and Traumatology
Pediatric surgery

Pediatric Intensive Care
Dermatology

Digestive / Gastroenterology
Endocrinology

Nursing

Pharmacy

Clinical Pharmacology
Gynecology

Pediatric Hemato-oncology
Hematology

Hepatology

Pediatric Infectious-Tropical Diseases and Vaccines

Immunology Idi

Alberto Borobia

Yo

Clinical Pharmacologist

Immunology
Medical and Molecular Genetic Institute
Internal Medicine
Microbiology

Nephrology

Neonatology

Pneumology

Neurology

Child nutrition

Obstetrics / Gynecology
Ophthalmology

Oncology

General Pediatrics
Psychiatry

Radiology

Rehabilitation
Rheumatology
Traumatology

Childhood Pain Unit
Electrophysiology Sleep Unit
HIV Unit

Pediatric Emergencies



LA PAZ: PEDIATRIC CLINICAL TRIAL UNIT (UCICEC)

FACILITIES

8 beds Personnel trained in
2 simultaneous Advance Life Support
admissions phase |
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LA PAZ: PEDIATRIC CLINICAL TRIAL UNIT (UCICEC)

PERSONNEL

UCICEC

Permanent: 6
Non-permanent: 7
Partial time: 15

PEDIATRIC UNITS

20 Physicians in the dayshift, 10 of them
also make guards (24-hour shift)

15 Nurses of pediatric hospitalization
plants accustomed to the management of
children, distributed among all shifts and all

specialties. At least 1 nurse per specialty
and shift.

In morning shifts, 6 nurses participating in
CT are also added from the external
consultations of the pediatric specialties
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LA PAZ: PEDIATRIC CLINICAL TRIAL UNIT (UCICEC) *’

SUBJECTS & PATIENTS

POPULATION PHARMACODYNAMIC / PHARMACOKINETIC
v’ Healthy volunteers
v Patients 14 CT in Phase 1 with evaluation PK/PD
v Adopters, inmigrants and
refugees 7 CT Phase I-1l in which blood samples are
v Tertiary reference center processed for cell immunity

of all especialities.
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LA PAZ: PEDIATRIC CLINICAL TRIAL UNIT (UCICEC) ’

EXPERIENCE (5 LAST YEARS)

Phase
Number of studies | 11 11 v Observational (el eIV
research
Pharmaceutical company 10 47 142 32 141
Independent group 4 12 22 20 159
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AREAS & RESEARCH GROUPS

Neurociencias

Enfermedades
Infecciosas e Inmunidad

Cancer y Genética
Molecular Humana

IdiPAZ

Instituto de Investigacion
Hospital Universitario La Paz

Cardiova

Patologias de
Grandes Sistemas

Cirugia,Trasplantes y
Tecnologias para la Salud

scular

“ N Hospital Universitario
La Paz

SaludMadrid
BB comunidad de Madrid
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PEDIATRIC RESEARCH GROUPS

INFECCIOUS DISEASES & IMMUNITY AREA

PATOLOGIA INFECCIOSA RESPIRATORIA,
SISTEMICA Y NEUROLOGICA EN LA
INFANCIA, Y RESPUESTA INMUNOLOGICA
DEL HUESPED

Cristina Calvo Rey

INFECCIONES SISTEMICAS EN PEDIATRIA;
VIH, TUBERCULOSIS, PATOLOGIA
IMPORTADA Y ENFERMEDADES
EMERGENTES

Maria José Mellado Pefna

INVESTIGACION TRASLACIONAL EN CANCER
INFANTIL, TRASPLANTE HEMATOPOYETICO Y
TERAPIA CELULAR

Antonio Pérez Martinez

IdiPAZ :



PEDIATRIC RESEARCH GROUPS

PATHOLOGY OF LARGE SYSTEMS

NEONATOLOGIA
Adelina Pellicer

HEPATOLOGIA MOLECULAR
Paloma Jara Vega

CIRUGIA DE MALFORMACIONES
CONGENITAS
Leopoldo Martinez Martinez

TRASPLANTES
Francisco Hernandez Oliveros

SURGERY, TRANSPLANTATION AND HEALTH TECHNOLOGY

IdiPAZ
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Networks




for rare or low prevalence
complex diseases

European Reference
Transpl

A q Hospital Universitario La Paz
Hospital de Cantoblanco
SaludMadrid Hospital Carlos Il

Comunidad de Madrid


Moderador
Notas de la presentación
Las ERN son redes virtuales de proveedores de asistencia sanitaria de toda Europa Su misión es tratar afecciones y enfermedades raras o complejas que requieran especialización y una concentración de conocimientos y recursos. Mediante consejos consultivos "virtuales" que reúnen a especialistas de diferentes disciplinas gracias a una plataforma informática especial y herramientas de telemedicina. Actualmente 24 redes han sido aprobadas en marzo 2017. TRANSPLANTCHILD es la única red coordinada desde un centro español, y la única centrada en un proceso terapéutico




TRASPLANTCHILD

Network |
organization |
‘Quality-safety

Identify areas of research
and innovation

Health Care Improvement
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healthcare ' 5 Innovation

Facilitating patient
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/ Professional
education
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. Knowledge

Improvement of the results Spread Knowledge

of the procedures and the
qguality of life (clinical
guidelines).


Moderador
Notas de la presentación
El tx es una condicion médica compleja, de baja prevalencia en la infancia. La Red incluye TOS y TPH, y es multidisciplinar y centrada en el paciente. Pretende mejorar los estándares actuales de atención en diversas condiciones y complicaciones relacionadas con todos los tipos de trasplante. Sus líneas estratégicas son: Facilitar el empoderamiento del paciente, Mejorar los cuidados en salud, Mejorar los resultados de los procesos y la calidad de vida, 


IDIPAZ FOUNDATION

EXECUTIVE
COMMITTEE

GENERAL
COORDINATOR

Red Espaiiola
de Ensayos Clinicos Pediatricos

Enp{ﬁMA ETWoRK

Federico Martinén

[ Complexs Hospitalaria
(D] Universitario de
Ml Sartiage ée Compostela

CLINICAL LEADERS OF CONSOLIDATED/THEMATIC CENTRES

HOSPITAL HOSPITAL HOSPITAL INFANTIL HOSPITAL
UNIVERSITARIO 12 UNIVERSITARIO Y UNIVERSITARIO UNIVERSITARIO
DE OCTUBRE POLITECNICO LA FE NINO JESUS VALL D’HEBRON
Daniel Blazquez Eduardo Montesinos Lucas Moreno Carlos Rodrigo
Hosgital Universitario . Haspital infantil
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MANAGEMENT LEADERS

] HOSPITAL CLINICO |
HOSRITAL HOSPITAL SANT

UNIVERSITARIO DE
UN'VER,E'LTZAR'O La JOAN DE DEU SANTIAGO DE
Joana Claverol COMPOSTELA

Jose Luig Narro Maria G6mez Reino

Sant JGan

- ~ Camplexn Hospitalario
QM e e Diow b bl
THEMATIC NETWORKS

RED DE

INVESTIGACION RED DE SALUD
TRALACIONAL EN
/ MATERNO INFANTIL Y -
FECTOLOGIA R
) ' DESARROLLO (SAMID)

PEDIATRICA - SV S

(R|T|P) | ernanao Cabanas

Cristina Calvo L




SAMID NETWORK

s AME

RETICS financiada por el PN 1+D+1 2013-2016, ISCIII - Subdireccion
General de Evaluacion y Fomento de la Investigacion y el Fondo
Europeo de Desarrollo Regional (FEDER), ref. RD16/0022.

Enp\rﬁMA o

Gestor de Proyectos

Maximo Vento &

e aReaeeel | Fernando Cabanas

Comisiones

Grupos inscritos

Grupos Clinicos Afiliados

Contratados 19




HOME

WHO ARE WE

w

COMMISIONS ~

RESEARCH GROUPS ~ PRO

IIS BIOCRUCES

IS ARAGON

HOSPITAL SANT JOAN DE DEU

HOSPITAL Universitario VALL
d'HEBRON

HOSPITAL DEL MAR

HOSPITAL G. Univgrsitario
GREGORIO MARANOMN

HOSPITAL Universitario
MARQUES DE VALDECILLA

HOSPITAL Universitario LA PAZ
(NEONATAL)

HOSPITAL Universitario LA PAZ
(SURGERY)

HOSPITAL Universitario 12 DE
OCTUBRE




RITIP NETWORK
Traslational Research Network in Pediatric Infectious Diseases

d@ Translational Research

@ Network in Pediatric AHOME o5 STRUCTURE 38 INVESTIGATION
i i —— QRO UPS
RITIP Infectious Diseases

Cristina Calvo &
> COORDINATORS Federico Martinén

> DIRECTIVE COMMITEE

INVESTIGATION GROUPS THEMATIC NETWORKS &3 CLINICAL TRIALS EDUCATION

> PROJECT MANAGER

> SCIENTIFIC COMMITTEE

> EXTERNAL ADVISORY SCIENTIFIC COMMITTEE

IdiPAZ .
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RITIP NETWORK

@@ Translational Research

@ Network in Pediatric A HOME o STRUCTURE 88 IWVESTIGATIO!
RITIP Infectious Diseases

@ INVESTIGATION GROUPS

GROUPS

> Grupo 1:
> Grupo 2:
> Grupo 3:
> Grupo 4:
> Grupo 5:
2 Grupo 6:
> Grupo 7:
> Grupo 8:

> Grupo 9:

GENVIP (Genética, Vacunas, Infecciones y Pediatria)
Malalties infeccioses i resposta inflamatoria sistémica en pediatria

Grupo de infeccién en el paciente pediatrico inmunodeprimido (Infecciones, Inmunodeficiencias y Pediatria)

Grupo de Infecciones Pediatricas Respiratorias y Sistémicas-Neuroldgicas ‘ CriStina CaIVO
GIPP - Grupo de Investigacién de Infecciones en Poblacién Pediatrica (Instituto de Investigaciéon Sanitaria Gregorio Marafion)

Grupo de Enfermedades Infecciosas y Tropicales Pediatricas ‘ Ma JOSé
Enfermedades Infecciosas Pediatricas. |\/|e||ad0

Grupo de Investigacion VIH Madrid

Enfermedades infecciosas e inmunopatologia en Pediatria
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TEDDY network
Task-force in Europe for Drug Development for the Young
T ———

TEDDY €European Network of €xcellence

vework TOPFP Paediatric Clinical Research

Project and Studies SOPs Ethics EPTRI YPAG — KIDS BARI Patients and Families

Geniko Nosokomeio Paidon Athinon | Agia Sophia-Paidon Pentelis - Greece

Gothia Forum Sahlgrenska University Hospital - Sweden

Gruppo Italiano per gli Studi di Farmacoeconomia — Italy

Hospital Clinico Universitario de Santiago de Compostela - Spain

Hospital Universitario 12 de Octubre - Spain

Hospital Universitario La Paz — Spain « Ma José Me”ado
Inserm SC10 - France

Institute of Physiology of ASCR, v.v.i. = Czech Republic

Instytut Pomnik — Centrum Zdrowia Dziecka — Poland

23
Istituto Superiore di Sanita — Italy
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TEDDY network
Task-force in Europe for Drug Development for the Young
T ———

TEDDY European Network of €xcellence

vework TOPFP Paediatric Clinical Research

Project and Studies SOPs Ethics YPAG — KIDS BARI Patients and Families

EPTRI — European Paediatric Trai Prdpesn Sl @osy Teed i S F R I
on Research Infrastructures

Designing of a pan-European Infrastructure to promote technology

PROJECT COMPLEMENTAR
EPCTRI, European Paediatric Clinical

STRATEGY REPORT

. ON RESEARCH
|di INFRASTRUCTURES
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THANK YOU

Working in Group
Working in Network
Working in Europe
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