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A  journey  to make change happen. 
 
Inmaculada Corrales, AEMPS 

 



2 

Qualityé 
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What is  

Quality Management? 

òCare for Qualityó 

Respect to others 

Time 

Reliability  

Learning  Improving 

Accountability  

Knowledge sharing 

Attitude  
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PV Systems 

RMP 

Signal 

Management 

ADR 

Management 

PSUR 
PASS 

Safety 

Communication 

Additional  

Monitoring 

Risk Minimisation 

Measures 

Interested 

parties 

Patients 

HCP, Public 

MAH EU- NCA 

Assessors 
Process team 

PRAC 

CHMP 

Decision makers 

Nat.Health Systems 
 Customer/Client              Suppliers  
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Transparency  

What 

Why 
When 

Where 

Who 

How 
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? 

RMP 

Signal 

Management 

PSUR PASS 

Safety 

Communication 

Additional  

Monitoring 

Risk Minimization 

Measures 

ADR 

Management 
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How is the process doing        

People  

Process Technology 

EVIDENCE  é performance 

òStop depending on 

inspections to achieve 

quality. W.E.Deming 

Å  Proactively identify risks 

Å  Preventive actions part of our strategic  

and operating planning 
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How is the process doing        

EVIDENCE  é performance over time  é  

OBJECTIVES 
have to be 
SMART 

Å Well-defined and focused 

Å Can be assessed qualitatively or quantitatively 

Å Challenging, but not impossible 

Å Relates to the goal/vision 

Å Achieved within a defined time period 

INDICATORS 
have to be 
CAREFUL 

Å C lear and simple 

Å A  ccurate 

Å R elevant for the objective 

Å E asy and feasible to collect 

Å F ree from external influencing factors 

Å U  nambiguous to interpret   

Å L  imitations should be kept in mind 
Illustration by Erin Morey 

Acronym by Melinda Palfi (SCOPE) 
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How is the process doing        

OBJECTIVES have to be SMART 

INDICATORS have to be CAREFUL 

EVIDENCE  é performance over time  é  

Both objectives and indicators can be ANYTHING as far as relevant 
and appropriate to the scope and context of the organisation 

ÅDo not use indicators to simplify complex situations 

ÅKeep the number of indicators to a reasonable minimum 




