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The Paediatric Clinical Investigation Centre is an integrated platform thanks to the
collaboration of different units, allowing to simplify several steps of clinical trials.
The PCIC can organise and manage paediatric clinical protocols in every field of
the Paediatrics, from phase II to IV, including epidemiological studies, with
qualified staff and in strict accordance with GCP guidelines.

Director : Professor Etienne Sokal
Cliniques universitaires Saint-Luc,
10/1301 Avenue Hippocrate – 1200 Brussels
Tel : 32 2 764 13 87 - E-mail : sokal@pedi.ucl.ac.be

FORE MORE INFORMATION
Paediatric Research Institute
Paediatric Clinical Investigation Centre

- PCIC CONTACTS – 32 2 764 19 33 / 13 87
Mrs A. Bourgois - Research Coordination
Prof. E.Sokal, Dr F. Smets - Physicians
Ph A. Honoré - Pharmacist Technical Assistant
Dr M. Najimi - Paediatric Research Laboratory

- CARDIOLOGY – 32 2 764 13 80
Prof. T. Sluysmans, Prof. C. Ovaert, Dr C. Barréa

- ENDOCRINOLOGY – 32 2 764 13 70
Prof. M. Maes, Dr V. Beauloye

- GASTRO-ENTEROLOGY, HEPATOLOGY AND NUTRITION – 32 2 764 13 87
Prof. E. Sokal, Prof. JP Buts, Dr D. Hermans, Dr F. Smets

- GENERAL PAEDIATRICS – 32 2 764 13 78
Prof. D. Moulin, Prof. E. Sokal, Dr D. Hermans, Dr G. François, Dr F. Smets

- HEMATO-ONCOLOGY – 32 2 764 23 50
Prof. C.Vermylen, Prof. B. Brichard, Dr C. Chantrain

- NEONATOLOGY – 32 2 764 91 08
Prof. G. Verellen, Prof. C. Debauche

- NEUROLOGY – 32 2 764 10 61
Dr M.C. Nassogne, Dr F. Christiaens

- PNEUMOLOGY – 32 2 764 19 39
Prof. P. Lebecque, Dr V. Godding

- EMERGENCY UNIT – 32 2 764 13 78
Prof. D. Moulin

- INTENSIVE CARE – 32 2 764 27 23
Prof. S. Clément de Cléty, Dr T. Detaille

- ANESTHESIOLOGY – 32 2 764 18 21
Prof. F. Veyckemans, Dr Th. Pirotte

- CLINICAL PHARMACOGENETICS – 32 2 764 31 65
Prof. J-L Gala

- PATHOLOGY – 32 2 764 67 48
Prof. J. Rahier, Dr S. Gosseye

- PHARMACY – 32 2 764 36 51
Pr L Wilmotte

- RADIOLOGY – 02 764 29 74
Prof. Ph. Clapuyt, Dr R. Menten

- TOXICOLOGY AND DRUG MONITORING – 32 2 764 67 20
Prof. P. Wallemacq

- MONT-GODINNE SITE – 32 81 42 34 61
Prof. E. Bodart, Dr D. Tuerlinckx, Dr G. De Bilderling
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More than half of the drugs given to children have not been tested
properly in paediatric clinical trials and have therefore not been

approved for paediatric use. Clinicians are thus forced to use these
drugs off label, without proper data on pharmacokinetics, efficacy and
safety in this population.
The European regulation on Medicinal Products for Paediatric Use will
be implemented in 2007. The aim is to promote the optimal
development of drugs for paediatric use and to allow both effective and
safe treatments. The final goal is to improve the health of European
children.

Our personnel, including physicians, research nurses, pharmacists
and technicians is highly qualified and has a long-lasting

experience in trial organisation, protocol, data management and
administrative follow-up. Trials are organised according to the Belgian
law and the international quality standards.
The PCIC has its own clinical and research facility. The material, which
includes centrifuges, monitored refrigerators, -20° and -80°C freezers,
fulfils all the quality and security requirements. The blood samples can
be received, processed and stored 7 days/7 and 24h/24. Express
shipments to the reference laboratories are well known procedures.
The PCIC can recruit and take care of patients for clinical trials of every
phase for drug trial. Depending of the design of the study, the patients
are followed during hospitalisation, in the day-care centre, in the
specialised outpatient clinics or within the network of associated pae-
diatricians. The PCIC has already conducted many randomised control
trials and is familiar with electronic CRF, collaboration with CRO,
investigator meetings, audits,…

INTRODUCTION THE EUROPEAN REGULATION

FACILITIES

The Paediatric Clinical Investigation Centre (PCIC) is part of the
Paediatric Research Institute at the Cliniques Universitaires Saint-

Luc, Université Catholique de Louvain. The Centre brings together the
strengths of all paediatric subspecialties aiming to provide an efficient
platform for high quality clinical investigations in accordance to
ICH/GCP rules. The importance of the PCIC is highlighted by the
European regulation which aims to promote a secure use of drugs in the
paediatric population. The PCIC is not only conducting phase II & III
paediatric drug trials, but also informative and epidemiological studies
to create new information on diseases history. The PCIC also benefits
from a fully equipped bench research laboratory and organises basic
research targeting clinical problems, i.e. translational research.

Over the last years, the activity has constantly increased in both
clinical practice and clinical trials. The Department conducted

4.700 admissions, 27.100 outpatient examinations and 3.500 one-day
hospitalisations. The Department includes more than 90 beds
distributed in the different units, and a one day clinic for semi-
ambulatory care. Moreover, close collaborations are maintained with a
network of general paediatricians: outpatient practices and paediatrics
units of associated hospitals whom can participate in the trials.
The department also includes the paediatric service from Cliniques UCL
Mt Godinne.

The Paediatric Research Institute belongs to the Université
Catholique de Louvain. Its aim is to develop and organise all

research activities in the field of paediatrics. Beside the PCIC here
described, the institute has a large bench research facility and is mainly
active in the fields of transplantation, stem cell research and allergy.
The new laboratory tower and manufactory processes follow strict
GMP procedures.

THE DEPARTMENT OF PAEDIATRICS

THE PAEDIATRIC RESEARCH INSTITUTE (PRI)




