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Plataforma de Unidades de Investigacion Clinicay Ensayos
Clinicos (UICECs)
SCReN - Spanish Clinical Research Network

 Unidades de apoyo para la realizacién de investigaciéon clinica integradas en centros
asistenciales del SNS

« Ofrecen soporte global a la puesta en marcha y seguimiento de EECC
nacionales/internacionales

« Vehiculizan su actividad: 1) red nacional, 2) miembros equipo investigacidon en sus
centros

29 UICECs distribuidas en 11 Comunidades Autbnomas:
» Andalucia: Cordoba, Malaga y Sevilla

Cantabria

Castilla/Lebdn

Cataluia

Extremadura

Galicia

* Navarra

* Madrid

* Murcia

» Pais Vasco

Valencia

JORNADAS ANDALUZAS www jornadasaludinvestiga.esg.,



APOYO TRANSVERSAL - UICEC

Normas de Buena Practica Clinica
Realizacion efectiva de proyectos complejos
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Importante antes de la puesta en marcha

« Grupo coordinador:
v' Multidisciplinar— investigador, asesoria
legal/economica
v' Composicion desde inicio de propuesta

« Aspectos locales:
v' «Mano amiga» en cada pais participante

Realizacion efectiva de proyectos complejos
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1.ICH - GCP (International Conference for Harmonisation-Good
Clinical Practices): ultima adenda a 11 de junio 2015

2.Directiva 2001/20/CE — Reglamento UE 536/2014 (RD
1090/2015)

e Aseguramiento y control de la calidad

e Gestion de la medicacion de estudio

e Seguro de responsabilidad civil

e Aspectos regulatorios y monitorizacion

e Seguridad del paciente / Farmacovigilancia

El promotor puede transferir cualquiera o todos los deberes y funciones

relacionados con el ensayo a una CRO (Clinical Research Organization) / ARO
(Academic Research Organization), pero la responsabilidad final de la calidad e
integridad de los datos del ensayo siempre reside en el promotor.
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- Cumplimiento de la regulacion vigente aplicable

— Seleccion apropiada del investigador (cualificacion y medios
disponibles)

— Desarrollo del estudio (Monitorizacion: CI, cr. Incl/excl, etc))
— Verificacion de los datos

— Obligatorio para la puesta en marcha
— Tipo de participacion: partner or party
— Idioma: ENGLISH; Formato: sponsor
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- Suministro gratuito durante el periodo de
ejecucion del estudio
- Garantizar:

- normas de correcta fabricacion (GMP)
- etiquetado seguln requerimientos locales

- Sub-contrataciéon empresa acreditada
- Identificar responsible farmacia (centro)
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- Contratar seguro de responsabilidad civil:

- Reglamento UE 536/2014
- Exencidon: ensayos de bajo nivel de intervencion

- Medicacion en investigacion ya autorizados
- Uso conforme a términos de autorizacion
- Procedim. entrafan riesgo minimo vs. practica habitual

3.  Los Estados miembros no exigj T freve-neieiorpl del mecanismo a que hace refe-
rencia el apartado 1 en relacion con ensayos clinicos de bajo nivel de intervencion|si el mecanismo de indemnizacion
vigente aplicable cubre los dafios y pe = pE - Y0 omo consecuencia de la utilizacion
de un medicamento en investigacion de conformidad con el protocolo de ese ensayo clinico en particular en el territorio

de ese Fstado miembro.

- Aspectos locales

www jornadasaludinvestiga.esg.,

JORNADAS ANDALUZAS



- Agencias regulatorias del medicamento:
- Control de calidad IMP
- Seguimiento IMP

- Comités éticos:

- balance beneficio/riesgo

- bienestar paciente
- Aspectos locales:

- Presentacion pais por pais

- Documentacion en inglés (excepcion: CI)
- Control/auditoria:

- agencia reguladora
- promotor
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Guideline Title Good Clinical Practice®)
Legislative basis Directive 75/318/EEC as amended
Date of first adoption  July 1990

5 SPONSOR This version July 1996

5.18 Monitoring
5.18.1 Purpose

The purposes of trial monitoring are to verify that:

a) | The rights and well-being of human subjects are protected.
b) The reported trial data are accurate, complete, and verifiable from source documents.

c) |The conduct of the trial is in compliance with the currently approved
protocol/amendment(s), with GCP, and with the applicable regulatory requirement(s).

ASEGURAR la seguridad de los pacientes y que los datos
notificados son reales
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8.2

821

822

823

824

INVESTIGATOR'S BROCHURE 8.2.5

8.286
SIGNED PROTOCOL AND AMENDMENTS.

IF ANY, AND SAMPLE CASE REPORT
FORM (CRF)

INFOEMATION GIVEN TO TRIAL
SUBJECT

- INFORMED CONSENT FORM
(including all applicable tranclations)

-ANY OTHER WRITTEN INFORMATION

8.2.7

- ADVERTISEMENT FOR SUBJECT
RECRUITMENT (if used)

FINANCIAL ASPECTS OF THE TRIAL

JORNADAS ANDALUZAS

ANTES

INSURANCE STATEMENT
{where required)

SIGNED AGREEMENT BETWEEN
INVOLVED PARTIES, e.2.

- investigator/institution and sponsor
- investigatorfinstitution and CRO

- sponsor and CRO
- investigatorfinstitution and authority(ies)
{(where required)

DATED, DOCUMENTED
APPROVAL/FAVOURABLE OPINION OF
INSTITUTIONAL REVIEW BOARD (IRE)
MNDEPENDENT ETHICS COMMITTEE
(IEC) OF THE FOLLOWING:
protocol and any amendments
- CRF (if applicable)
- informed consent form(s)
- any other written information to be
provided to the subjectis)
- advertizement for subject recruitment
(if uzed)
- csubject compensation (if any)
- any other documents given approval/
favourable opinion

8.28

829

8.2.10

8211

8.212

Before the Clinical Phase of the Trial Commences

INSTITUTIONAL REVIEW
BOARDINDEPENDENT ETHICS
COMMITTEE COMPOSITION

REGULATORY AUTHORITY(IES)
AUTHORISATION/APPROVAL/
NOTIFICATION OF PROTOCOL
{where required)

CURRICULUM VITAE ANI/OR OTHER
RELEVANT DOCUMENTS EVIDENCING
QUALIFICATIONS OF INVESTIGATOR(S)
AND SUB-INVESTIGATOR(S)

NORMAL VALUE(SYRANGE(S) FOR
MEDICAL/ LABORATORY/TECHNICAL
PROCEDURE(S) AND/OR TEST(S)
INCLUDED IN THE PROTOCOL

MEDICALTABORATORY TECHNICAL
PROCEDURES /TESTS

certification or

accreditation or

established quality control and/or external

guality assessment or

other validation (where required)
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8.3

8.3.2 8.34

ANY REVISION TO:
protocol/amendment(s) and CRF
informed consent form
any other written information provided to
subjects
advertizement for subject recruitment
(if uzed)
8.3.3 DATED, DOCUMENTED
APPROVAL/FAVOURABLE OPINION OF
INSTITUTIONAL REVIEW BOARD (IRB) &.3.6
INDEPENDENT ETHICS COMMITTEE
(IEC) OF THE FOLLOWING:

protocol amendment(s)

reviczion(s) of:

- informed consent form

- any other written information to be
provided to the subject

- advertisement for subject recruitment
(if used)

any other documents given

approval/favourable opinion

continuing review of trial (where required)

8.3.5

8.3.7

8.3.8

JORNADAS ANDALUZAS

DURANTE

REEGULATORY AUTHOERITY(IES)

AUTHORISATIONS/APPROVALSNOTIFICATI

ONS WHERE REEQUIRED FOR:

- protocol amendment(s) and other
documents

CURRICULUM VITAE FOR NEW
INVESTIGATOR(S) AND/OR 5UB-
INVESTIGATOR(S)

UPDATES TO NORMAL
VALUE(S)YRANGE(S) FOR MEDICAL/
LABORATORY/ TECHNICAL
PROCEDURE(S)TEST(S) INCLUDED IN
THE PROTOCOL

UPDATES OF MEDICAL/LABORATORY/
TECHNICAL PROCEDURES/TESTS

- certification or

- accreditation or

- established guality control and/or external
guality assessment or

- other validation (where reguired)

DOCUMENTATION OF
INVESTIGATIONAL PRODUCT(S) AND

TRIAL-RELATED MATERIALS SHIPMENT

8.3.9

8.3.10

8.3.11

8.3.12

8.3.13

During the Clinical Conduet of the Trial

CERTIFICATE(S) OF ANALYSIS FOR NEW
BATCHES OF INVESTIGATIONAL
PRODUCTS

MONITORING VISIT REPORTS

RELEVANT COMMUNICATIONS OTHER
THAN SITE VISITS

letters
meeting notes
notes of telephone calls

SIGNED INFORMED CONSENT FORMS

SOURCE DOCUMENTS
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DESPUES

8.4 After Completion or Termination of the Trial

8.4.1 INVESTIGATIONAL PRODUCT(S)

ACCOUNTABILITY AT SITE
8.4.7 FINAL EEPORT BY INVESTIGATOR TO
IRBIEC WHERE REQUIRED, AND
WHERE APPLICAELE, TO THE
842 DOCUMENTATION OF REGULATORY AUTHORITY(IES)
INVESTIGATIONAL PRODUCT
DESTRUCTION 8.4.8 CLINICAL STUDY REPORT

84.3 COMPLETED SUBJECT IDENTIFICATION
CODE LIST

844 AUDIT CERTIFICATE (if available)
8.4.5 FINAL TRIAL CLOSE-OUT MONITORING
REPORT

846 TREATMENT ALLOCATION AND
DECODING DOCUMENTATION
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- Legislacion aplicable:
- Gestidn
- Codificacion
- Almacenamiento

- Espana — RD 65/2006, de 30 de enero, por el que se
establecen requisitos para la importacion y exportacion
de muestras bioldgicas

Articulo 1. Objeto.

Este real decreto establece los requisitos para la
importacion y exportacion de muestras biologicas para el
diagnostico o la investigacion en seres humanos y crea
un registro voluntario de importadores y exportadores de
este tipo de muestras.

- Tipo de muestras/condiciones de envio
- Informacion incluida en el CI
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Guideline Title Good Clinical Practice®)
Legislative basis Directive 75/318/EEC as amended
Date of first adoption  July 1990

J. SPONSOR This version July 1996

5.16 Safety Information CPMP/ICH/135/95
5.16.1 The sponsor is responsible for the ongoing safety evaluation of the investigational
product(s).

5.16.2 The sponsor should promptly notify all concerned investigator(s)/institution(s) and
the regulatory authority(ies) of findings that could affect adversely the safety of subjects,
impact the conduct of the trial, or alter the IRB/IEC's approval/favourable opinion to continue
the trial.

5.17 Adverse Drug Reaction Reporting

5.17.1 The sponsor should expedite the reporting to all concerned
investigator(s)/institutions(s), to the IRB(s)/IEC(s), where required, and to the regulatory
authority(ies) of all adverse drug reactions (ADRs) that are both serious and unexpected.

5.17.2 Such expedited reports should comply with the applicable regulatory requirement(s)
and with the note for guidance on Clinical Safety Data Management: Definitions and
Standards for Expedited Reporting.

5.17.3 The sponsor should submit to the regulatory authority(ies) all safety updates and
periodic reports, as required by applicable regulatory requirement(s).



Definiciones .:

Acontecimientos adversos

T~

AES Reacciones

adversas

Reaccion adversa grave

Acontecimientos/Reacciones e inesperada (RAGIs)

adversos graves
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Servicios de apoyo personalizado a la investigacion clinica independiente

Equipo
Multidisciplinar

T

Institutos Cientificos

==

Servicios Médicos

v

Coordinador Cientifico

Responsable de
Farmacovigilancia

Monitor

Estadistico ]-[ Gestor de Datos |
d
4 )
Antes de :
Busqueda de . - L
- L Asesoramiento Metodolégico Asesoria Etica 'y Legal
Pu esta Financiacion
. I Preparacion de
en Estudios de Viabilidad CRD Presupuesto Documentacion
o L . Suministro y Fabricacion o
M arc h a Autorizacionesy Gestién Regulatoria deyIMP Logistica
L J
( o B o - - )
Coordinacion Global Reclutamlento de Buena Practica Clinica
Pacientes
S Control de Calidad de
Farmacovigliancia
Datos
Newsletters Notificaciones Informes periddicos y final

Publicacién resultados
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PROYECTOS LIDERADOS HUVR-IBIS

Funding 2016 |Opened| Total | Patients | Sample
body 2009 2010 2011 2012 2013 2014 2015 2016 Activos| Sitez | sites | included} =zize n Status
Grant agreement no: 275232 (MagicBullet) 30 33 231 495 SCREM!MAnalysis
TPM Grant agreement no: 278367 [AntibiaTICS) 1 1 q T
Horizon 2020 [SECURE-PFV 0 i 0 5205 SCREN-PFV
FITIZE74 (Howlong) 3 B 56 56 SCREN HUVR
PI02334 (Monstop] 1= = 22 104 Closed
PI0{022584 [Endagrab) | 1 1 20 20 Closed
FIS [AES) PHZINS24 (PGRF-COM) 1 1 12 40 Closed
PHZNN413 TOLGAR 1 1 0 &
| PrizidzEz (FOREST) 18 18 7 135 SCREN HUYR
| PHSI00433 (SIMPLIFY] ] 21 0 Fad SCREN HUVR
PAHFRAC TRA-203 | 15 15 303 306 Closed
EC0-253 [EMN-allaRIC] 3 1 35 45 SCREN HUVR
EC0-304 [Alavita) T i 150 130 Closed
National ECI0-139 [Supost] 1 1 152 152 Closed
funding ECI0-120 (FLISH)" 18 15 72 70 Stopped
ECT-513 (Ritulup) 4 4 E 36 Stopped
EC11-456 [Transgripe]” 12 12 433 433 Analysiz
EC11-450 (PGRF-SIN) 1 1 18 20 Closed
ECTI-452 (Hepatouas | 1 S0 T8
| PID178i2010 (Colphar) | 1 1 20 20 Clased
PI-0777-207 [Lapfood) 1 1 g 32
i PI-0375-207 [Yerdi] | 1 1 50 50 Closed
Regional =
) PI-0253-2011(EPJ-2012] 1 1 8 23 Ongoing
i PI-0105-2012 (Trisulfa) 7 ] z =6 Ongoing
PI-0233-2012 (Bemad) 7 7 45 45 Ongoing
| P-0t61-2013 (SHORTEN) 5 5 226 238 SCREN HUVR
MEL-Z012 | 1 1 40 40 Closed
CRASHZ L L [ 1 DOngoing
) 2012H00 Abifoad z 7 4z Ongoing
Dliffzued. R2-GOP-GOTEL E Z0 4 7 SCREN HUVR
funding -2 (I 0 e
SOUICES Lupine—1 [Universidad [ 1 1 ] Z0 Analysis
SIOP-Ependimams & 1B o an DOngoing
ATLANTIC (FPS) 3 3 0 502 Ongoing
Rejuvenate [COMBACTE-care IMI) = 10 2 45 Ongoing
SWITCH 0 1 0 40 Ongoing
lazomib-THK i 10 0 =7 Ongoing
Open studies| 1 3 [ 20 | 23 | 27 | 20 | 31 25 25 209 | 276 | 2377 | sv00 37

Mational funding
International coordination from CTU-HUWVEM-IEIS

International coordination Spanizsh responsibilities

ieerratioral soordination for FY actvries www jornadasaludinvestiga.esy.,




SEVENTH FRAMEWORK
PROGRAMME

THEME (HEALTH2011.23.1-1 PROYECTOS INTERNACIONALES

[Investigator-driven clinical trials of off-patent antibiotics]

Grant agreement for: Collaborative project

[ Annex | - "Description of Work" |

Project acronym: MagicBullet

Project full title: " Optimisation of treatment with off-patent antimicrobial agents of
ventilator-associated pneumonia (VAP) "

Grant agreement no: 278232
Version date: 2014-07-17

Funding 2016 |Opened| Total | Patients | Sample
body 2010 2011 | 2012 2013 2014 2015 2016 Activos| Sites | sites | included| size n Status
o1 <{Grant agreement no: 278232 (Magi 30 13 231 496 SCREN/Analysis
Grant agreement no: 278367 (AntibioTICS) | K 1 1 7
Horizon 2020 |secure LIVERHOPE SCREN-PFV
National funding |EC10-289 (EMN-alloRIC) | Iy 10 35 45 SCREN HUVR
Different funding CRASH3 11 11 75 110 Ongoing
sources TICH-2 1 5 0 350 Ongoing
[s10P-Ependimome 3 18 0 80 Ongoing
—
<,§e'uven ate (COMBACTE-care M| 3 10 2 43 Ongoing
SWITCH 0 1 0 40 Ongoing
Open studies 3 | 4 | 4 | 5 | 6 8 | 9 9 65 89 34 1173 9
International coordination fram CTL-HUMBM-IBIS PLIEGO DE PRESCRIPCIONES TECNICAS PARA LA CONTRATACION
Internaticnal coordination/Spanich responsibiliies SERVICIO DE FARMACOVIGILANCIA DE ENSAYO CLINICO SECURE
International coordination for FY activities

&= cnic

Project Full Title: Combatting Bacterial Resistance in Europe — (N® EXP. 2015/E5/30)
Carbapenem Resistance

Project Acronym: COMBACTE-CARE —'ﬂ :
Proposal Submission Forms

Hori 2020
/im N, | innovative orizon

J medlicines
o InitIaTIVE Call: H2020-SC1-2016-2017
(Personalised Medicine)

JORNADAS ANDALUZAS Je



o,
C RAS 4 Tranexamic acid for the treatment of significant traumatic brain injury:
ClricalRandomisation of 3 an international randomised, double blind placebo controlled trial

Antifibrinolytic in Significant Head In]urv‘

London School of Hygiene & Tropical Medicine (LSHTM)

T CH J 2 r The University of
| Hn-e H Tranexamic acid for hyperacute primary IntraCerebral Haemorrhage
e Nottingham

(TICH 2)
=
Concerning:
» Centre Léon Bérard Study: “SIOP EPENDYMOMA II - An International Multi Centre Clinical Program for the
LYON ET RHONE-ALPES diagnosis and treatment of children, adolescents and young adults with Ependymoma”

TINSELSPITAL yEUR?ZFNNTRUM oy Ensayo suizo de la craniectomia descompresiva frente al mejor tratamiento médico de
eurocentre eurocentro | .

I a

N .. . R
UNIVERSITATSSMITALBERN, — ve - eselaphal Ustieriiitphtid W | ovescaiikog S W I TC H hemorragia mtracerebral espontanea supratentorial (SWITCH):
BERN UNIVERSITY HOSPITAL Universiie Paychlattache Disnwte Som | Foychier un ensayo aleatorizado controlado
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CLAVES DE EXITO
(externas)

-Apoyo institucional:
- Direccion médica
- Responsable cientifico; jefe de grupo consolidado
- Fundacion; colaboracion en gestion compleja

- Investigadores motivados:
- Grupos con trayectoria investigadora
- Grupos emergentes
- Redes y grupos colaborativos

-Formar parte de los equipos:
- Reuniones periodicas equipo clinico
- Toma de decisiones conjunta

JORNADAS ANDALUZAS
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CLAVES DE EXITO
(internas)

Haber potenciado ayudas propias mediante solicitudes conjuntas
de proyectos

Contar con Farmacéuticos en la propia UICEC para gestion de
IMP

Contar con personal formado en BPCs e investigacion clinica

Participar de forma activa en el PFV: recursos y experiencia
acumulada

Plan estrategico y trabajo en red
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GRACIAS

silviajimenezjorge@gmail.com
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