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Clinical research in Luxembourg:
the role of the Clinical and Epidemiological
Investigation Center (CIEC)
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Clinical research contributes to improve medical care.
Patient access to new therapeutic approaches
Closer medical follow-up of clinical study participants
Experienced clinical investigator
GCP compliant clinical research requires dedicated & experienced team:

The CIEC has been created in September 2008 to support investigators in Luxembourg

As one of the CRP-Santé’s Competence Centres, the CIEC is working in a multidisciplinary research
environment and contributes to translational medicine

The CIEC is striving to ensure respect of patient rights and patient data privacy, while offering the
opportunity to access new and innovative therapeutic approaches that wouldn't be accessible
otherwise.
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Ministry of Health
inistry of Researc Cf H‘T BOARD OF ‘
Minstry of Research ~.F . ADMINISTRATION

MANAGEMENT B TECHNICAL AND :
BOARD ADMINISTRATWE SERVICES |

COMPETENCES CENTERS RESEARCH DEPARTMENTS

Department of Oncology
*Laboratery of Experimental Hemato-Oncology
*Norlux Meure-Oncology Laboratory

Department of Public Health
-Cuntra for Health Studies
emiol and Public Health
ealth Web
Systams Analym and Health Services
*European Medicines Agency
'Eurogaan Monitoring Centre for Drugs
and Drug addiction Luxembourg Focal Point
*Laboratory of Emotional Disorders
*Sports Medicine Research Laboratory

Mﬁﬁ;%mgf istics Department of Virology, Allergology and Immunity

*Laboratory of Immunogenetics and Allergology
sLabaoratery of Plant Molecular Bislogy
sLaboratery of Retrovirology
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Promote clinical research according to Good Clinical Practice (ICH-GCP)
Act as a national centre to coordinate pharma-industry driven CTs
Support, initiate and lead academic/investigator driven CTs

Develop national clinical research network

Consolidate fundamental and experimental findings by the conduct of clinical
research

Provide access to new and innovative therapeutic approaches through means
of a clinical study.
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How we run clinical trials?
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STUDY MEASUREMENTS
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PTT : Pulse Transit Time
BP : Blood Pressure
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CIEC - 2010 1 ion = 1 clinical research
HYPOTHESIS o
- Scientific and medical validity
STUDY DESIGN - Methodology 1
- Costs nu::ll
months
STUDY
CONCEPT- i e
ION & ESSENTIAL - Patient Information letter and
PREPARAT- DOCUMENTS inform consent form
ION - Patient questionnaires
- Case Report Form
= Local Health Authorities
(Direction de la Santé- Division de
HEALTH la Pharmacie et des Médicaments) 202
AUTHORITIES - Ethic Committee (CNER) Mo
- CNPD notification / autorisation
= Insurance
- Pemises and staff
STUDY = Recruitment of investigators/sites
LOGISTICS - Management of study drug
= Management of ples
- Case report form
= Creaie randomization system
DURING = Clinical Team motivation and
STUDY :'uﬁfszgﬂnf patient recruitment 1o
THE CONDUCT - Support during the patient visits ’:’;‘:‘
= Monitoring visi
STUDY hasaeic
- Data collectio
DATA l::‘:mﬁr.lunlui‘l:;rlI
MANAGEMENT - Data Validation and Credibility
(assure data is integer, authentic,
accuraie, contemporanaous, true
STEERING
Report on study status,
COMITEE Protocol deviations
END STATISTICAL
ANALYSIS 5 febrbiariei 2106
OF - Presentations months
RESULTS
STUDY CIEC - 2010
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CIEC functions

Clinical Clinical
Research Research Research Nurses Data Monitor Assistant
Coordinator Associates
+ RA& CNER +Establish & + Assistthe + Assistthe + Assistthe
submissions follow-up SMF investigator & investigator & research unit
« Contracts & « Setup of study medical staff in medical staff in team in the
agreements e B all stages of the study _ overall
- Costanalysis & CRE ICE study: patient documentation & performing of a
budget ] Stud‘ inifié;cion 8 recruitment, ICF, data entry & clinical research
negotiations 'y Inttie CRF, _ verification trial process.
. Resource ) En scljtews_l:[cs : quegtlonnalres + Collaborate with * Maintain clinical
allocation =it syl » Monitor accuracy research nurses unit _
+ Study milestones activities of data to ensure data documentation
follow-up * Ensure _ » Follow-up of monitoring (paper &
S Rpsrtig compliance with queries & safety activities & SDV electronic)
study protocol data
+ Performing study
related nursing
activities
CLINICAL RESEARCH
) TRAINEES
CRP-Santé Quality Legal Financial
supporting functions Coordinator counsel manager *CRA

*Study nurse
+Study Physician

www.crp-sante.lu



crp¥ CIEC figures

SANTE
CENTRE DE RECHERCHE PUBLIC

500 - B [hclusions
450 - B New Studies
400 -
350 -
300 -
250 -
200 -
150 -
100 -
50 -
0 1 1 1 1 1
2008 2009 2010 2011 In total New
Year Studies |Inclusions
2008 5 1
2009 17 88
2010 10 168
2011 15 203
In total 47 460
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Number of trials per therapeutic area

25

O Pulmology

O Cardiovascular
20 B Infectious Diseases
B Orthopedics
OMed. Gen.

B Hemato

OAllergy
ONORLUX

EColl. IBBL
®Neurology/Stroke
ODiabetes

5 9 B LNSI Immunology
5 6 mCUP Onco
OOncology

15

10 A

In preparation Ongoing Finished
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21103111
Activité medicale visant 2 ameliorer la connaissance soit
d’vune maladie soit d'une thérapeutique, la recherche
clinique est dominée en pharmacologi...

more...

Le parcours d’'une étude clinique
21/0311
La realisation d’une étude clinique est un processus
long et complexe nécessitant des ressources et des
compétences diverses qui peut se dérouler ...

moTe...

Attaché(e) de Recherche Clinique (ARC)
21103111
Les ARCs sont chargés du bon déroulement des études
cliniques selon le plan de travail établi dans le protocole
d’etude tout en garanfissant le res...

modfe...

Infirmier(ére) de recherche clinique / Study
Nurse
2110311
Le travail d'infirmier(gre) de recherche clinique ou «
study nurse » est varié et dépend fortement du lien
d’exercice. Les infirmiers(éres) de rech...

IMOTe...

Home  Clinical Research  Latest news  Resources

Unanticipated Problems
and Adverse Events
2010311

1518 sec.

watch...

Complex Issues with
Research Involving
Vulnerable Populations
2010311

1693 sec.

watch...

General Informed Consent
Requirements

20i03M1

1119 sec.

watch. ..
CIEC Presentation
0310211
136 sec.

watch...

dedicated to clinical research in
Luxembourg
mote...

EU Clinical Trials Register goes

live

The EU Clinical Trials Register was

launched on March 22nd by the

European Medicines Agency (EMA).
MOoTE...

Hotspot

CIEC Presentation
03/02111
watch. ..
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