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TRAINING PROGRAM ) Consuiting

TRAINING TRAINING CONTENT TIMING

e Watis GMP?

e Waarom GMP?

e Het ALCOA+ principe gebruiken en leren toepassen

e Hoe documenten correct invullen zodat ze GMP/ALCOA+ proef zijn

GMP Introduction Training April

 Inzichtin belangrijkste pharmaceutische regelgeving + belang
e Basisoverzicht GMP-voorschriften in pharma industrie

e Inzichtin technische termen van GMP + betekenis April
e Fundamentele onderdelen in pharmaceutische industie

Basic Good Manufacturing
Practices (online)

e Watis Data Integrity?
e Datalife Cycle
e ALCOA+ principes & inbreuken

Data Integrity & V-cycle . Regelgeving April
* Gegevensbeheer
e Implementatie: pragmatische aanpak
e Data Integrity & audit
Data Integrity Requirements for * Good Documentation Practices & Data Integrity Abril
Pharmaceuticals (online) e Data Integrity in Analytical Laboratories P

e Data Integrity in Microbiology Laboratories




TRAINING PROGRAM

Pauwels
4 Consulting

TRAINING

TRAINING CONTENT

TIMING

Gamp 5 Validation

 Introduction to GAMP® guidance

e Detailed review of the Life Cycle approach & Phases
e Operation

e Retirement

 Introduction to Quality Risk Management

e Overview of Quality Risk Management

* Risk assessment process and techniques

e Review of Regulated Company Activities

e Review of Supplier Activities

TBD

Training Problem Solving

Leren toepassen en begrijpen van Problem Solving Tools (DMAIC, SIPOC, KPI, 5S, PDCA, VSM,
Brainstorming, RCA/ Ishikawa/ 5 Why, FMEA)

April

Stakeholder Management

* DISC model
o Communicatiestijlen hanteren en aanpassen
e Watis de bron van problemen/misverstanden?
e Non-verbale communicatie
e Luisteren en argumenteren
e Oplossingen voorstellen
* Feedback geven enontvangen

MeifJuni
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Pauwels
4 Consulting

TRAINING

TRAINING CONTENT

TIMING

Master Pharmaceutical Quality
Management (online)

Quality management system

Pharmaceutical Quality management system
Medical device Quality management system
Site Quality management system

April

1SO 9001 Quality Management
Sytem (online)

Kwaliteit & kwaliteitsmanagement

Evolutie van kwaliteitsmanagement

Watis 1ISO9001?

Wat is een kwaliteitsmanagementsysteem?
PDCA-cyclus

Implementatie van QMS

Toepassen van continue verbetering

April

Training Quality Management
System

Watis QMS?

Belang & voordelen van QMS

Verschillende types van Quality Management Systems:
o Process-oriented:I1SO 9001
o Product-oriented :cGxP

ISO 9001 and cGxP: een vergelijking

April
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