Biography

Mats Valli is the founder and managing director of Valli
Consulting AB, a company specialising in providing ad-
vice and training on project management, quality sys-
tems and efficiency improvement.

Mats holds a Ph.D. in Chemistry and has lived and
worked in Japan as a research associate and university
lecturer in analytical chemistry for several years. Apart
from an interest in the Japanese language, Mats’ interest
in the culture has encouraged him to learn and actively
adopt and implement “Kaizen” (a philosophy in continu-
ous improvement) to both his personal and professional
life.

Prior to establishing Valli Consulting AB, Mats was
working with Pfizer Health AB in Stockholm-Uppsala.
During his more than a decade long tenure with Pfizer,
Mats has held various in-house training, research and
managerial positions within the company. Leveraging on
his experience, Mats has played an integral part in man-
aging and implementing various large scale projects.

Mats has on several occasions been invited to lecture on
analytical techniques and quality issues pertaining to
the pharmaceutical industry.

Lectures

We offer training in the following areas:

Project Management, Lean Manufacturing etc.
¢ Project management
¢ Introduction to Six Sigma
e Lean Laboratories
e Kaizen
¢ Introducing Key Performance Indices
Statistics and Chemistry
e Statistics for the laboratory
e Multivariate data analysis
Quality
e cGMP in the QC laboratory
e 21 CFR Part 11 for electronic systems
e Surviving a Quality Inspection

Customer specific training can be offered upon request.
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Valli Consulting AB is an Uppsala based company that
was founded in 2007. The company’s founder has over a
decade of experience within the pharmaceutical industry
with special focus on project management, efficiency
improvement, and quality systems.

Valli Consulting AB’s assignments are primarily focused
on pharmaceutical, bio-tech and chemical industries,
both locally and internationally. Apart from consulting,
we also provide training in areas pertaining to our core
competency.

The company’s mission is to leverage on its experience
and expertise in providing top notch advice and training
to companies for project management, work under qual-
ity systems, and productivity improvement.

We have an extended history of managing large projects
such as relocation and reconstruction of laboratories,
restructuring of documentation systems, introduction of
IT-systems, efficiency improvement and work under
cGMP (current Good Manufacturing Practice) in accor-
dance with regulations set forth by authorities such as
the American FDA (Food and Drug Administration) and
European medical product agencies.

Valli Consulting AB provides tailor-made solutions for
every single project with utmost professionalism and
precision. Our consultants will personally supervise and
advice on clients’ needs and in turn ensure the most
appropriate course of implementation and execution.

Please, visit our website at www.valli.se or contact us
for professional advice on how we can make a difference
to your impending needs for improvement and enhance-
ment in quality and productivity management.
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cGMP Support

Valli Consulting AB has over 10 years of experience
working under current Good Manufacturing Practice
(cGMP) regulations, ISO regulations and ICH guidelines,
with over six years as responsible for the quality systems
within the QC laboratories of Pfizer Health AB in Upp-
sala, Sweden.

We have participated in, and hosted, several quality in-
spections by regulatory authorities and other enforcing
bodies, including the Swedish Medical Products Agency
and the US Food and Drug Administration (FDA). We
have also participated in inspections of incoming mate-
rial suppliers. On several occasions, we have lectured on
cGMP issues, including 21 CFR Part 11 for electronic
records.

Valli Consulting AB can assist and advice on setting up
and maintaining quality systems, including topics such
as documentation practices, change control and devia-
tion management.

We provide a one-stop venue for our value adding ser-
vices, from preparing for inspections by regulatory au-
thorities, assist and advice during regulatory authority
inspections, perform pre-inspections, provide training on
cGMP and other quality regulations, to the ultimate de-
sign and improvement on customer’s quality systems.

Lean Production

Valli Consulting AB can assist in building lean proc-
esses, including lean laboratories. We work with con-
cepts such as Value Stream Mapping, Kaizen, Five S, JIT
(Just-In-Time) and Lean Production.

We are capable of improving the efficiency in laboratories
and other business areas, introducing an environment of
continuous improvements. Valli Consulting AB consult-
ants are also trained in Six Sigma.

Project Management

Valli Consulting AB has the relevant experience in lead-
ing and participating in many large scale projects. Pro-
jects we have worked on include:

e Implementing a Laboratory Information Management
System (LIMS) within QC laboratories and QA de-
partments

e Restructuring of all analytical methods and quality
specifications

e Transfer of analytical methods between laboratories
within Europe and between Europe and the USA

o Transfer of knowledge between laboratories

e Planning new laboratories, including logistics

¢ Relocation of laboratories to new facilities

¢ Closing down laboratories and production facilities

e Improving laboratory efficiency with planning sys-
tems

¢ Introducing computerized systems

Our consultants whom have many years of working ex-
perience as line managers are trained in project man-
agement, including areas such as Six Sigma, Kaizen and
Lean manufacturing




