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El programa



Normativa aplicable EC

•CH-GCP Guidelines 

http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/
Efficacy/E6/E6_R2__Step_4_2016_1109.pdf

•EudraLex Volume10, Clinical Trials Guideline: 
https://ec.europa.eu/health/documents/eudralex/vol-10_en

•Guidance on Investigational Medicinal Products 
(IMPs) and "non investigational medicinal products" 
(NIMPs) 

https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-
10/imp_03-2011.pdf



• Regulation (EU) No 536/2014 of the European 
Parliament and of the Council of 16 April 2014 on 
clinical trials of medicinal products for human use

• RD 1090/2015 por el que se regulan los EC con 
medicamentos 

No aplica a estudios de no intervención

No aplica a estudios con PS
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ética

Ec con 
medicamentos
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productos
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….
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+

Informes de seguridad periódicos

Aconteciomientos adversos severos





Comité ética clínica





PLAN 
INVESTIGACION 

PEDIATRICO

Development plan aimed at 
ensuring that the necessary data 
are obtained through studies in 

children, to support the 
authorisation of a medicine for 

children. All applications for 
marketing authorisation for new 

medicines have to include the 
results of studies as described in 

an agreed PIP 

describes the measures 
to adapt the medicine's 
formulation to make its 
use more acceptable in 
children, such as use of 

a liquid formulation 
rather than large 

tablets; 

includes a 
description of the 

measures to be 
carried out in 

children with the 
medicine; 

covers the needs 
of all age groups 
of children, from 

birth to 
adolescence; 

defines the timing 
of measures in 

children 
compared to 

adults. 

Plan investigación pediátrico (PIP)

10- year report to the European Commission 

•260 new medicines for use by children (indications & marketing authorisations).

• 83 oncology PIPs for 68 anti-cancer medicines. 5 new anti-cancer medicines authorized 

since Pediatric Regulation.

•1000 Paediatric Investigation Plans but only 131 completed. 

•ProporJon of trials in paeds ↑ from 8.25% to 12.4%.



Participación FH en EC pediátricos

Funciones
en SF

FH



Ensayos industria

• Comercialización

• Procesos

• Documentación

• Instrucciones de manejo de fármaco

Ensayos independientes

• Necesidad terapéutica no cubierta

• Investigador/ grupo independiente

• Protocolo

Procesos estandarizados

Disponibilidad local 

fármacos, material 

fungible

Reclutamiento

Periodos ventana si 

farmacocinética

Menor especificación 

logística: 

RESPONSABILIDAD

Disponibilidad fármacos 

multicéntricos

Fuera indicación

Formulación

Tipos investigación pediátrica



Dosificación 

según peso

Volumen 

administración

Uso fuera de 

ficha técnica

Formulación 

según edad



Protocol

Pharmacy 

manual

Investigational 

medicinal 

product dossier / 

Investigator’s 

brochure

Information from 

initiation visit

Prior experience

Protocol

Pharmacy 

manual

Investigational 

medicinal 

product dossier / 

Investigator’s 

brochure

Information from 

initiation visit

Prior experience

Appropriate iv 

container

Small infusion 

volumes: dead 

volume

Supplies 

Premedication

Administration times 

(iv bolus / short 

infusion) 

Equivalent drug and 

dosage 

Appropriate iv 

container

Small infusion 

volumes: dead 

volume

Supplies 

Premedication

Administration times 

(iv bolus / short 

infusion) 

Equivalent drug and 

dosage 

Specific dosing 

recommendations

Maximum dose

Rounding off

Administration issues 

- Nasal gastric tube

- Masking (after)taste 

Risk classification: 

potentially 

carcinogenic drug

Información necesaria EECC pediatria

Responabilidad preparación y administración segura 



Evaluación del riesgo de fármacos en 
pediatría



Uso fuera de indicación

Age: Drug not recommended in the SmPC

below a certain age

Weight:Drug not recommended in the SmPC

for children below a certain weight

Absence of Paediatric Information: No 

mention at all in the SmPC regarding 

paediatric use

Lack of paediatric clinical data: Stated lack of 

evidence of efficacy and safety in paediatric

patients in the SmPC

Contraindication:Statement in the SmPC that 

the drug is contraindicated in children

Indication:Drug prescribed for indications 

outside of those listed in the SmPC

Route of Administration:Drug administered by 

a route not described in the SmPC



Base de datos fuera indicación







Riesgos asociados a la formulacion

Unstandardised

formulations 

Organoleptic issues 

Calculation errors Measurement & labelling

errors 

Formulation failure 

(OD or UD) 

Toxicity & contamination 

of raw materials

Uniformity of dose Bioavailability issues

Binding of drug to 

excipients

Safety & efficacy untested 

Micro contamination QA/GMP issues

Staff issues Use of concentrated raw 

materials e.g. 

concentrated chloroform 

water 

1. Conocer a tu paciente

2. Comentar el caso con 

su médico

3. Evaluar el riesgo de la 

preparación

4. Preparar la mejor 

formulación pero sin 

permitir que afecte a la 

estabilidad

5. Asegurar uso seguro 

en casa

1. Conocer a tu paciente

2. Comentar el caso con 

su médico

3. Evaluar el riesgo de la 

preparación

4. Preparar la mejor 

formulación pero sin 

permitir que afecte a la 

estabilidad

5. Asegurar uso seguro 

en casa



All pharmacy-prepared medicinal products 

should be prepared using an appropriate 

- quality assurance system. 

- risk assessment before preparation

Matriz de 
decisión
riesgo

Tipo de 
preparación

Proceso de 
preparacion

Efecto
farmacológico

Cantidad
preparación

Suministro

Preparaciones alto 
riesgo

Guía GMP

Preparaciones
riesgo bajo

Guía PIC/s










