
5.12.2024





2



2



2



2



8 Major functional areas in 
the PQS:

5

HR

Legal

Sales

Finance

Business Management System

Pharmaceutical Quality System

R&D CMC

Clinical

Medical

Regulatory

Commercial 
(Supply)

Quality Assurance 
System

Core QA Processes
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Core Quality Assurance Processes

Audits CAPA and 

Deviations

Change 

Control

Review 

of 

Quality

Believe 

that 

people’s 

actions are 

well 

intended

Focus on 

patient 

needs to 

drive 

decisions

See It, 
Own It, 
Make It 
Happen

Care 

enough to 

coach

+ + =
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9

Unravelling a challenging situation by defining the start and tracing the 
issues through the system.
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ONE MISTAKE 

MAY NOT KILL YOU. 

THE SAME MISTAKE 

OVER AND OVER AGAIN 

WILL
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QMS

WE DESIGN

Ensure 
consistency 
across PQS

WE DELIVER

Manage core 
QA processes 
and systems

WE CHECK

Determine 
compliance 
within the 

PQS

Develop - Transfer - Commercialise - Deliver
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