!The Transition from
GAMP4 to GAMP5S

How can Eurotherm Help?

The newly launched GAMP® 5: A Risk-Based Approach to
Compliant GxP Computerized Systems aims to focus attention
on patient safety, product quality and data integrity.

Coupled to this, the new guidance highlights the need to:

Avoid duplication of activities (e.g. by fully integrating
engineering and computer system activities so that they are
only performed once)

Leverage supplier activities to the maximum possible extent
while still ensuring fitness for intended use

Scale all lifecycle activities and associated documentation
according to risk, complexity and novelty

Eurotherm has many years experience managing
control system integration projects; working with
numerous pharmaceutical end users to develop
streamlined approaches to validation. Within the
application lifecycle Eurotherm can offer:

B Well-developed documentation templates
including traceability from user
requirements through to design and
verification activities

B Configuration and documentation
management with full traceability of
changes back to the source (whether that is
a customer request, a code review action or
a test incident)

B Careful test planning to avoid duplication
between module, factory and site tests but
still ensure appropriate coverage

B Test specifications written to integrate with
your 1Q/0Q so that effort is not wasted
duplicating activities for control system,
process equipment and the process itself

B Support for ongoing operation including
service level agreements, helpdesk, bonded
spares, support for installing patches or
upgrades
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