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Introduction

Regulations require integration of a risk assessment



Introduction

FMEA 



How we used to work…

Form a 
multidisciplinary 

team  
Process mapping Identify potential 

FM
Scoring the FM Formulate 

actions Make a Report



1. Multidisciplinary team

Form a dedicated team of 
expertise

Facilitated by QM

See it as a project or subtask of an 
project

At least one person of each 
discipline



2. Process mapping

First draft foreseen by QM

Reviewed by each member of 
the team



3. Identify FM

Identify potential FM, their cause 
and effects.

Let each member of the team 
prepare it on their own. 

Go through it together and discuss.



4. Let the scoring begin

Each member prepares the scoring on 
their own. 

O x S x D = RPN

Go through it together and discuss. 



5. Formulate actions

Prioritize the risks

Formulate actions to be taken to 
control/prevent the FM from 
happening

Dedicate each action to a person

Followed up by QM



Make a report.

Name of the involved ones.

Summary of the analysis.

Actions and their status.

Conclusion.



And now with myQA PROactive?

Form a 
multidisciplinary 

team  
Process mapping Identify potential 

FM
Scoring the FM Formulate 

actions Make a Report



Process mapping



Identifying and scoring the potential FM



Formulate actions

For now we add it as 
a note to the steps



Make a report

Select items you want 
in the report

Print out the report.



To summarize

1 Software only

Gives in different ways an overview of 
your processes and their risks

Process mapping + scoring

Report

Templates

Not possible to have scorings of > 1 person 
(as preparation)

Identifying FM and scoring at the same 
moment

Formulating actions + status



Thank you for your attention!
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