
As a contract manufacturer of active pharmaceutical ingredients (API’s) and finished 
dosage forms, Aesica is often audited by regulatory bodies such as the FDA and the 
MHRA, as well as its customers. Working to cGMP, maintaining quality and compliance is 
an integral element of all of their processes. However, doing so across  
a broad array of chromatography instrumentation was a drain on resources that could 
be better utilised in other parts of the business. Aesica needed a single compliance 
program that would easily fit into their Quality Management System (QMS) and cover 

all of the equipment in their laboratory. They found their solution with the LabMetrix qualification solution, from 
OneSource Laboratory Services.

The Easy Way to Maintain Audit Readiness

The LabMetrix approach to maintaining audit readiness starts with the development of a comprehensive 
Validation Master Plan (VMP). The VMP contains details of every system which requires qualification, regardless of 
analytical technique or equipment manufacturer, harmonising all qualification documentation. For Aesica, their 
VMP encompassed their specific user requirements and the qualification of LC and GC systems from Agilent®. 
The end results were test reports with consistent formats, delivered both electronically and on paper, that made 
it very easy for Aesica’s compliance team to locate and present any information requested during an audit. This 
integrated approach to compliance document management streamlined not only the qualification process, but 
also the site’s quality system, facilitating a state of audit readiness.
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Flexible yet Compliant

Aesica previously used the OEM protocol for qualification 
which was not suitable for their methods due to the lack 
of flexibility. As with most OEM protocols, the testing 
parameters were fixed and only provided qualification 
for a relatively narrow operating range that did not 
necessarily correlate to their operating range. This 
resulted in the need for additional testing on each system 
to ensure compliance, creating extra work that affected 
overall productivity. Thanks to the LabMetrix qualification 
solution this is no longer  
an issue.

Unlike many OEM protocols, the LabMetrix protocols are 
inherently flexible and provide for testing throughout an 
instrument’s entire operational range. This allows scope 
to tailor the qualification parameters to Aesica’s exact 
requirements; ensuring that the entire operational range 
of their instruments is qualified. This built-in flexibility 
allows for testing parameters and user requirements to 
be easily harmonised, thereby further reducing the risk of 
non compliance.

Going Beyond Chromatography

The LabMetrix qualification solution is truly a compliance 
system for the entire laboratory and it extends far beyond 
chromatography systems. The benefit of this flexible and 
robust approach to qualification covers more than 45 
scientific instrument and general laboratory equipment 
technologies, such as dissolution apparatus and 
autoclaves. In fact, Aesica’s VMP was recently expanded 
to include the temperature mapping of a refrigerator, 
further harmonising their qualification documentation, 
reducing their compliance risk and helping maintain a 
high level of productivity.

Key Benefits of the LabMetrix Qualification Solution

•   Reduced risk of non compliance using the metrology based 
approach to qualification.

•   Compliance assured across the operational range as 
customisable protocols allows testing to client specific 
parameters.

•    Continual alignment of protocols to changing Pharmacopeia 
requirements, reducing the risk  
of non compliance.

•   Harmonised documentation across multiple vendors and 
technologies; traceable and standardised for auditors.

•   Reduced equipment downtime as maintenance and 
qualification can now be performed by a single provider.

•   Possibility of human error eliminated as the Lab 
Management proprietary software drives the  
qualification delivery.

•   Full traceability as all temperature probes are calibrated. 

Company: Aesica

Size: Aesica employs approximately 700 people across three 
sites in the UK.

Business: Aesica is a leading supplier of Active Pharmaceutical 
Ingredients (API's), formulations and custom synthesis 
solutions to the global pharmaceutical and biotechnology 
industries. The Company has three state-of-the-art 
manufacturing facilities in the UK which between them 
supports manufacturing from early clinical phases through to 
the market. Aesica’s customers include top ten 
pharmaceutical companies, leading generics manufacturers 
and emerging pharmaceutical companies across the major 
pharmaceutical markets: Japan, Europe and North America.

2004: Agilent 5890 GC’s and Agilent 1100 LC’s systems 
qualified. Re-qualification completed annually.

2008: Added temperature mapping of a refrigerator 
to the VMP.
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“We maintain exceptionally high quality standards. The thoroughness and  
quality of the LabMetrix documentation allows it to seamlessly fit into our QMS.”
Melvyn Alter, Site Head of Quality, Aesica, UK.


