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Des solutions de formation certifieées et performantes pour
les professionnels des secteurs des sciences de la vie.




PARTENARIAT

GxP Training en quelques mots

GxP Training est un catalogue de cours en ligne accredités, concu pour aider les professionnels
de la qualité arépondre a leurs exigences réglementaires.

Les secteurs professionnels concernes:
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PARTENARIAT

Une expertise reconnue

LLa conception des modules suit une méthodologie éprouvée afin d'assurer une conformité avec

les normes internationales.

CONCEPTION PAR DES
EXPERTS

e Nos cours sont écrits par des
professionnels expérimentés
en affaires réglementaires,
medecine ou pharmacologie.

e Le contenu est validé par un
conseil scientifique pour
garantir la qualité.

. v ‘, MISES A JOUR

CERTIFICATIONS ET
ACCREDITATIONS

CONTROLE QUALITE
SYSTEMATIQUE

Ve
f

Accredited '\
-

21 CFR Part 11

e Intégration des contraintes
locales pour assurer la
conformite.

e Process de validation
rigoureux a 3 etapes.

e Mises a jour du contenu des
modules 2 fois par an.

Les cours sont mis a jour régulierement en fonction des nouvelles normes de
conformité émises par les organismes de santé publique.
Fréquence : 1 fois par an ou par trimestre



PARTENARIAT

Evaluations Certifications
Utilisez les évaluations intelligentes pour tester Grdce al'acccréditation du Groupe CPD, obtenez
reellement les connaissances acquises, tout la certification CPD/CEU grdce aux modules GxP.

au long de la formation:

21 August, 2022 ) GxP training
CERTIFICATE
AVANT PENDANT APRES
Proudly Certify :
Au choix parmi 7 types d’évaluations: o g e
/ Vrai / Faux v/ Classez les réponses | . o :
_a’_  Tous les certificats sont générés depuis la plateforme
_ _ : ' © LMSGxP
v/ QCM / Clics surimages
S L'apprenant obtient le certificat automatiquement a la
v/ QRM v/ Associations " "~ fin d’un module s’il valide l'évaluation.

v/ Textes a trous - - Ils sont uniques, authentiques, tracables et conformes a D
' la norme FDA 21 CFR PART 11.
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CATALOGUE DE FORMATIONS

Un catalogue riche, qui évolue constamment

+35 +1306

modules heures de
formation

24/]7 +12

mises a jour
par Mois

accessibilité
du catalogue




CATALOGUE DE FORMATIONS

Choisissez le mode de déploiement adapté a vos besoins

Intégration des modules SCORM Plateforme LMS GxP

Good Aspects of Organizational Structure

a Acces unique par apprenant
conforme RGPD

100% en ligne

Possibilité d'intégrer des cours via SCORM dans votre
propre LMS, SIRH ou logiciel de formation dédié. @DQ Reportings détaillés @ Acces 24/7, appli mobile
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CATALOGUE DE FORMATIONS

Les catégories de modules en ligne
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CATALOGUE DE FORMATIONS

Les modules disponibles

Name
Selection of Trial Sites
Registration of Trials on clinicaltrials.gov
Management of Clinical Trial Protocols
Management of Externally Sponsored Studies
Investigational Medicinal Product Order for Clinical Studies
Management of The TMF and ISF
First in Human Safety Assessment (FIHSA) Dossier
Management of Clinical Study Reports
Clinical Trials : Preparing for an audit or an inspection
Good Clinical Practice Training Refresher 2025: ICH-GCP E6(R3) Revision

Human Biological Samples Handling
Anti-Bribery and Anti-Corruption Certified Training Course : ISO37001

Good Clinical Laboratory Practice (GCLP)
21 CFR Part 58: GLP for Nonclinical Laboratories
Laboratory Management Systems - ISO/IEC 17025:2017

General Data Protection Regulation (GDPR) for Pharmaceuticals and Clinical Trials

Regulatory Compliance Inspections and External Audits

GMP for clinical trials manufacture and supply

10

Categories
GCP : Clinical Trials
GCP : Clinical Trials
GCP : Clinical Trials
GCP : Clinical Trials
GCP : Clinical Trials
GCP : Clinical Trials
GCP : Clinical Trials
GCP : Clinical Trials
GCP : Clinical Trials
GCP : Clinical Trials

GCP : Clinical Trials, GDP : Good Distribution Practices

GCP : Clinical Trials, GDP : Good Distribution Practices, GLP : Good Laboratory Practices, GMP :
Good Manufacturing Practices, Pharmacovigilance, Quality Assurance, Regulatory Affairs

GCP : Clinical Trials, GLP : Good Laboratory Practices
GCP : Clinical Trials, GLP : Good Laboratory Practices
GCP : Clinical Trials, GLP : Good Laboratory Practices
GCP : Clinical Trials, GLP : Good Laboratory Practices

GCP : Clinical Trials, GMP : Good Manufacturing Practices, Medical Devices, Regulatory Affairs
GCP : Clinical Trials, GMP : Good Manufacturing Practices, Regulatory Affairs
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CATALOGUE DE FORMATIONS

Les modules disponibles

Name
Pharmacovigilance Case Handling
Introduction to Non-Interventional Studies (NIS)
Clinical Management of Non-Interventional Studies
Quality Management System for Pharmaceuticals Course
Clinical Data Management
ICH-GCP: Introduction to Good Clinical Practice
21 CFR PART 50 Informed Consent of Human Subjects

Randomization &amp; Blinding in Clinical Research Trials
Introduction to Current Good Practice (CGXP)

Pharmaceutical Warehouses / Storage Practices

Management of Service Providers
Introduction to FDA 21 CFR PART 11 Online Course

Good Distribution Practice
Introduction to Good Laboratory Practice (GLP)
OSHA Lab Safety Certified Training

Cleaning Validation Course

Categories

GCP : Clinical Trials, Pharmacovigilance

GCP : Clinical Trials, Pharmacovigilance
GCP : Clinical Trials, Pharmacovigilance, Quality Assurance
GCP : Clinical Trials, Pharmacovigilance, Quality Assurance
GCP : Clinical Trials, Quality Assurance, Regulatory Affairs

GCP : Clinical Trials, Regulatory Affairs

GCP : Clinical Trials, Regulatory Affairs

GCP : Clinical Trials, Regulatory Affairs

GDP : Good Distribution Practices, GLP : Good Laboratory Practices, Quality Assurance,
Regulatory Affairs

GDP : Good Distribution Practices, GMP : Good Manufacturing Practices
GDP : Good Distribution Practices, GMP : Good Manufacturing Practices, Quality Assurance

GDP : Good Distribution Practices, GMP : Good Manufacturing Practices, Quality Assurance,
Regulatory Affairs

GDP : Good Distribution Practices, Medical Devices
GLP : Good Laboratory Practices
GLP : Good Laboratory Practices

GLP : Good Laboratory Practices, GMP : Good Manufacturing Practices



CATALOGUE DE FORMATIONS

Les modules disponibles

Name Categories

Corrective Action and Preventive Action (CAPA) Training GMP : Good Manufacturing Practices

Introduction To Good Manufacturing Practice (GMP) GMP : Good Manufacturing Practices

GMP for Food Safety and ISO 22000 GMP : Good Manufacturing Practices

Computer System Validation (CSV) GMP : Good Manufacturing Practices

GMP for Cosmetics and ISO 22716 GMP : Good Manufacturing Practices

CFRs Part 210 and 211 : cGMPs for Finished Pharmaceuticals GMP : Good Manufacturing Practices

GMP for Medical Devices and FDA 21 CFR PART 820 GMP : Good Manufacturing Practices, Medical Devices
Quality Management for Medical Devices - ISO 13485:2016 GMP : Good Manufacturing Practices, Medical Devices, Quality Assurance
IVDR Training : In Vitro Diagnostic Medical Devices Regulation 2017/746 GMP : Good Manufacturing Practices, Medical Devices, Regulatory Affairs
Signal Detection &amp; Management in Pharmacovigilance GMP : Good Manufacturing Practices, Pharmacovigilance
Overview of Qualification and Validation GMP : Good Manufacturing Practices, Quality Assurance
Introduction to Pharmaceutical Quality GMP : Good Manufacturing Practices, Quality Assurance
GMP Documentation and Record Retention GMP : Good Manufacturing Practices, Quality Assurance
Quality Risk Management GMP : Good Manufacturing Practices, Quality Assurance
Good Documentation Practice (GDocP) GMP : Good Manufacturing Practices, Quality Assurance
HACCP : Hazard Analysis and Critical Control Point System GMP : Good Manufacturing Practices, Quality Assurance
GMP for Pharmaceutical Packaging and ISO 15378 GMP : Good Manufacturing Practices, Quality Assurance
CMC: Chemistry, Manufacturing, and Controls GMP : Good Manufacturing Practices, Quality Assurance
An Introduction to Good Manufacturing Practices in the EU GMP : Good Manufacturing Practices, Quality Assurance, Regulatory Affairs

Internal GMP Audit &amp; Role of GMP Auditor GMP : Good Manufacturing Practices, Regulatory Affairs

GMP Refresher 2025 GMP : Good Manufacturing Practices, Regulatory Affairs
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CATALOGUE DE FORMATIONS

Les modules disponibles

Name
Manufacturing (GMP) and Quality
Medical Devices
Distribution (GDP)
Pharmacovigilance Bundle
Clinical Trials (GCP)
GxP Bundle
Clinical Research Associate (CRA)
Regulatory Affairs Specialist
Validation Engineer
Medical Devices : ISO 13485 Internal Auditor
Medical Device Regulation - MDR 2017/745
ISO 14971: Risk Management For Medical Devices
GMP for Medical Devices: EU versus FDA

Categories
Learning Paths
Learning Paths
Learning Paths
Learning Paths
Learning Paths
Learning Paths
Learning Paths
Learning Paths
Learning Paths
Medical Devices, Quality Assurance
Medical Devices, Quality Assurance, Regulatory Affairs
Medical Devices, Quality Assurance, Regulatory Affairs

Medical Devices, Regulatory Affairs



CATALOGUE DE FORMATIONS

Les modules disponibles

Name
Introduction to Good Pharmacovigilance Practice (GVP)

Management of Drug Safety Concern Through a Pharmacovigilance Steering
Committee

Management of Periodic Safety Update Reports (PSURS)
Global Pharmacovigilance Awareness
Medical Writing of Periodic Benefit-Risk Evaluation Report (PBRER)
Screening and Management of Literature for Pharmacovigilance Activities
Introduction to GxP
Risk Analysis Model for Management of Quality Risk
Records, Archiving, and Retention
Pharmaceutical Data Integrity : ALCOA and ALCOA+
Introduction to Software Validation Assurance
Statistical Process Control
How to write effective Standard Operating Procedures (SOPs)
Cybersecurity in Life Sciences

Procedure for Handling Cases of Suspected Serious Breach, Misconduct &amp;
Fraud

Pharmaceutical Regulatory Affairs

Submitting a New Drug Application in the USA

Categories

Pharmacovigilance
Pharmacovigilance, Quality Assurance

Pharmacovigilance, Quality Assurance
Pharmacovigilance, Quality Assurance

Pharmacovigilance, Quality Assurance

Pharmacovigilance, Quality Assurance, Regulatory Affairs

Pharmacovigilance, Quality Assurance, Regulatory Affairs

Quality Assurance

Quality Assurance

Quality Assurance

Quality Assurance
Quality Assurance, Regulatory Affairs
Quality Assurance, Regulatory Affairs

Quality Assurance, Regulatory Affairs
Regulatory Affairs

Regulatory Affairs
Regulatory Affairs
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L es parcours de formation
Les parcours de formation

Les parcours de formation
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LES PARCOURS DE FORMATION

Des packs formation par thematiques

Nos experts ont prépare des parcours d’apprentissage regroupant plusieurs modules,
sélectionnés pour les professionnels souhaitant valider leur expertise dans un domaine.

¥ Clinical Trials

® Manufacturing and Quality

o Distribution

® Pharmacovigilance
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LES PARCOURS DE FORMATION

% Clinical Trials

@ 14 h a Training Path Director : Dr. Patricia Kay

2

3

4

5

6

. ICH-GCP : Introduction to Good Clinical Practice

. ICH-GCP R3 Training Refresher 2025

. Introduction to clinical trial protocols

. Selection of trial sites

. Management of the TMF and ISF

. Management of Clinical Study reports

Recommended additional courses

Registration of trials on clinicaltrials.gov

Clinical Data Management

Clinical trials : Preparing for an audit or an inspection
Management of externally sponsored studies

Human Biological Samples Handling

Clinical Management of NIS

GMP for Clinical Trials manufacture and supply
FIHSA Dossier

Management of Periodic Safety Update Reports



LES PARCOURS DE FORMATION

® Manufacturing and Quality

@ 12 h a Training Path Director : Dr. Ellena J. lefferson

18

1. Introduction to Pharmaceutical Quality

2. Introduction to GMP

3. Corrective and Preventive Action (CAPA)

4. Quality Risk Management

5. Overview of qualification and validation

6. Good Documentation Practice

Recommended additional courses

Records, achiving and retention

Pharmaceutical Data Integrity

Regulatory Compliance Inspections and External Audits
Management of Service Providers

GMP Documentation and record retention

GMP for clinical trials manufacture and supply

Statiscal Process Control

Introduction to GMP in the EU
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LES PARCOURS DE FORMATION

a® Distribution

@ 18 h a Training Path Director : Khurram Rehman

1. GDP : Introduction to Good Distribution Practice
2. Human Biological Samples Handling

3. Management of Service Providers

4. Introduction to Current Good Practices (cGxP)

5. Pharmaceutical Warehouses Practicesew of
qualification and validation

Recommended additional courses

Regulatory compliance inspections and external audits
Good Documentation Practice
Pharmaceutical Data Integrity : ALCOA and ALCOA+

Records, Archiving and Retention



LES PARCOURS DE FORMATION

¢ Pharmacovigilance

@ 14 h a Training Path Director : Marc Estrow

20

1. Global Pharmacovigilance Awareness

2. Introduction to Good Pharmacovigilance
Practice (GVP)

3. Pharmacovigilance Case Handling
4. FIHSA Dossier
5. Management of Clinical Study Reports

6. How to setup a Pharmacovgilance Steering
Committee

/. Management of Literature for Pharmacovigilance
Activities

Recommended additional courses

Introduction to cGxP

Clinical Data Management

Clinical trials : Preparing for an audit or an inspection
Management of externally sponsored studies

Human Biological Samples Handling

Clinical Management of NIS

GMP for Clinical Trials manufacture and supply
FIHSA Dossier

Management of Periodic Safety Update Reports



21

Vlercl.

le reste a votre disposition.

Christophe FABRE
Deputy CEO

christophe.fabre@callimedia.fr
+33622518075

Callimedia
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