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NNIT is one of Europe’s leading consultancies in the development, validation, 0
implementation, and operation of IT for the life sciences industry. We create é
value for our clients by treating their IT as if it were our own and always meet O

)
the industry’s strictest requirements for quality. For over 15 years, we have %
applied the latest advances in technology to make our clients’ software, busi- & P
ness processes and communication more effective. NNIT employs more than o
1,400 people and in 2009, our turnover was €213 million. Q
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The easiest way to overcome QM
and QA resource bottlenecks

If you work with Quality Management and Quality Assurance in life sciences,
you are probably all too aware of the fact that managing peak loads is
not for the faint hearted. Even the most talented managers can find it a
balancing act to ensure that highly skilled resources are available when
and where needed. And when resource bottlenecks occur, they have to
be managed quickly and efficiently without losing focus on the overall
goal of QM and QA processes that meet regulatory requirements and live
up to best practice.

At NNIT we have worked in this field for many years and understand the
specific challenges it presents to QA managers. That is why we have de-
signed a range of modular management services to address specific proc-
esses in two main areas: QMS governance, and QA and validation support
for IT projects and operations. Our specialist teams are always up to date
with best practice and current regulatory requirements and provide serv-
ices tailored to support your compliance efforts within your QMS frame-
work. In short, we ensure the quality you need when it is most needed.

Our modular QM outsourcing services

QMS Governance

Audit, assessment and inspection preparation
Planning and execution of audits with focus
on compliance with standards and regulatory
requirements as well as QMS efficiency.

Management advisory and reporting services
Planning and preparation of management reports
detailing the compliance status with respect to
audit result, non-conformities, complaint handling,
quality improvement and compliance status of
projects, IT systems and platforms.

Maintenance &
Change management

QMS Maintenance

Continuous QMS updating and improvement, in-
cluding managing process improvement activities, IT QMS
advice on new and current regulatory require-

ments, updating QMS SOPs, planning and training

in QMS and validation activities.

V-Model

QA Project services

Vendor selection & management

Evaluation and selection of vendors according
to compliance capabilities. Quality assurance
for managing vendor deliverables.

Validation consultancy

Full responsibility for all validation activities dur-
ing development, operation and maintenance,
including management and execution of the nec-
essary validation activities in close liaison with
the project team and relevant QA stakeholders.

Test management

Management and execution of test activities
using HP Quality Center® Evaluation and optimi-
sation of test procedures with relevant employee
training. HP Quality Center® can also be provided
individually as an ASP or SLA based solution.



