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Derek Lamb

' The risk management process is not fully
effective as no linkage was provided to the
verification activities of the risk control
'measures and the assessment of risks before
'and after mitigation were not clearly defined.

Derek Lamb

We did not have a risk assessment in place for
'the service and production of the Tom Thumb.

It should have been present in Intrastats in the
document Index.

The Tom Thumb is a legacy product
manufactured by Viamed. The product itself had
an overall risk assessment in the system, but it
did not cover service and production procedures.

.Derek Lamb
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Corrective Action: %Immediate Action
'We will write an up to date Risk Assessment for
\all stages of the production, service and QA of
'the Tom Thumb. Which will be added to the
ﬁproduct Risk Assessment in the system.

'\We no longer produce this item, but for
‘completeness we will make the Risk Assessment
cover all areas to ensure nothing is missed.

Corrective Action

We will check all production, servicing and QA
\areas / products for an up to date Risk
|Assessment, verifying they are fit for purpose
|and easily accessible to staff.

iThen add these to the Required Reading to
'make sure they have been read and that there is
\a record of it in Intrastats.
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