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ISO 9001 certification
GCP audit in 2018, 2021
Individual GCP certifications of
CIEC staff (yearly update)
GDPR Compliant

CIEC Missions

= QOperational & educational support to hospitals and health care professionals
Access to new and innovative therapeutic approaches/strategies for patients
= Clinical research network VSR | e b o
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Interactive Training in Applied GCP

for Investigators, Researchers
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= Research Integrity & Ethics
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= Good Clinical Practice (ICH-GCP) 035’55‘”“"
Networks: ECRIN, EFGCP, EUPATI ... ==

= Education initiatives (Chercheurs al'école) Journée de la Recherche
« Translationnelle » :
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Clinical research EXPERTISE: from research to clinics

CPMOI/CIEC support e
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FROM RESEARCH TO CLINICS

Operational Support to Hospitals/Clinicians
Focus on Patients v" Assistinvestigator in the conduct of the
v Patients’ rights & safety . . study
v Data privacy % 0 v" Perform delegated study assessments
v Good Clinical Practice (ICH- v" Monitor accuracy of data
GCP) v Follow-up of queries & safety data

National & International Networks
Partnerships with Healthcare Institutions

Clinical Site Management

Qualified - GCP compliant staff

Promote clinical research & Train the HCPs

Activities
Observational Trials with IMP ECRIN: CTU for Belgium &
Healthy volunteers Phase |, Il & IlI Luxembourg
Exploratory Registries, PASS Coordination of EU trials
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Clinical Box: from Design to Publication
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‘ ﬁ ASSISTANTS

THERAPEUTIC AREAS AND EXPERIENCE

= Oncology
= Hemato
= CUP Onco
Infectious Diseases
= Pulmology
= Coll. IBBL
= LNSI
= Coll. ECRIN
= Neuro surgery (pain therapy)
= Nutrition

= Primary Care

= Orthopedics

= Other: Abdominal surgery
= Neurology

Studies

= Diabetes
= Cardiovascular

= Immuno/Allergy
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National & International Key Actor
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RESEARCH INSTITUTIHOMNS
L@ oy g Institute of Sclence and Tech I"Clllilﬂ'.l PHARMACELUTICAL COMPAMIES
Laboratoira National da Sanpta

Uind.lu [LCSE, LSRL, ...]

Université libra da Bruxalles [ULE] CLINICAL RESEARCH ORGANIZATIONS
Howon, Metharlands

Breast International Group

Institut Bordet, Brussals

L Mont-Gaodinna
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CIEC Operations

Essential documents writing (protocol, ICF,...)
Regulatory submissions

Design and Set-up

Site Contract Management FD"GW-UP
CPMO: Clinical Project Management Office Study set-up and collaboration with other dept.: pharmacy, : IBBL
. : : Data/Sample collection
|IBBL: Integrated BioBank of Luxembourg laboratory, radiology, cardiology... IBBL ot . m
CCMS: Competence Centre for Initiation visits dta managemen

Assisting sponsor’'s monitoring visits
Investigator site file management
Invoicing,

Closing activities and archiving

Methodology and Statistics Investigator trainings

Work document develop
Database development

CRF training
s ) -1 4
oy e éo
Clinical phase Closing phase

Closing activities and archiving
Database closure

. . CCMS
Statistical analysis
Final report

Publication of results
Presentation of results

Recruitment/Visibility
Screening activities on-site
Inform consent process

Medical assessments CCMS

IVRS/Data management
Drug management

& & IBBL
Sample management

Patient Visit calendar Protocol explanations

C P M 0 SAEs/AEs follow up

\\\\\\\\

<

O

Ministry af Econonvy
®  Ministry of Research
Luxinnovation

Focus on COVID...

PREDICOVID (& 9 sub-studies)
Clinical Trial DISCOVERY

Hotline Ministry/Large Scale Testing f’ g
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bl ibiendoi ki i

ACCESS bt oo el e

Sero Cov 2

Pharma feasibilities for Covid treatment/vaccination
SUPPORTTO 9 LOCAL INITIATIVES FOR CLINICAL STUDIES/TRIALS

(Protocols writings incl. Informed Consent, CRF and Patient Questionnaires)

Manon Gantenbein

Head of CIEC
Manon.Gantenbein@lih.lu
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