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Identity

Last name: Malpas Gender: Male
First name: Dave Nationality: British
Date of birth: 24 Jan 1960 Marital status: Married
Age: 61 Children: 2

Contact details

Address: 16 Dene Close, Ovingham, Northumberland, NE42 6BE
Land line: 01661 832089 Mobile: 07979 614100

Email: dave@davemalpas.com

Experience at current employers

Apr 2014 to present: Director: Dave Malpas Consulting Ltd
Dave Malpas Consulting Ltd provides advice on Pharmaceutical
Quality Management Systems and Validation. Specific areas of
expertise include qualification of facilities and equipment, validation
of cleaning and analytical methods, computerised systems and
process validation as well as audit preparation, gap analysis and
provision of documentation for Quality Management Systems.

Expert advisory groups
Member of the British Pharmacopoeia Commission, Expert Advisory
Group (EAG) on Medicinal Chemicals (MC1).

UK representative on European Pharmacopoeia Expert Group 10A,
Organic Chemistry. (EDQM, Strasbourg)

Feb 2019 to Jul 2020: Director: TBNE Leisure Ltd
TBNE Leisure was registered at Companies House in February 2019
for the sole purpose of acquiring the lease for the bowling alley
located at 429 Westgate Road, Newcastle upon Tyne. The alley
opened, trading as The Bowl Newcastle, in August 2019 and closed
following losses due to Covid 19 in July 2020.
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Experience at previous employers

Aug 1998 -Sep 2015:

Jan 1996 - Aug 1998:

May 1987 - Dec 1995:

Previous experience

Validation Manager

Sanofi Aventis, Fawdon Manufacturing Centre, Newcastle upon
Tyne, UK

Management of a multi-disciplined team of personnel at the
administrative andscientific levels in order to: Ensure product
manufacturing equipment and facilities,analytical instrumentation,
cleaning procedures, analytical methods and manufacturing
processes are validated in accordance with current regulations
andguidelines. Key achievements include the validation of new
facilities and equipment introduced as part of a major redevelopment
project leading to a successful pre-approval inspection by the FDA.

Bioanalysis and Pharmacokinetics (BAPK) Manager

Sanofi-Synthélabo, Fawdon Development Centre, Newcastle upon
Tyne, UK

Management responsibility for BAPK/ Materials science and an
advisory role in allDevelopment Centre analytical and statistical
procedures. Key achievements include the development and
validation of over 30 bioanalyticalmethods and the management of
volunteer studies for generic drug development.

Bioanalysis/Dissolution Manager
Sanofi-Winthrop Development Centre, Newcastle upon Tyne, UK
Unit Manager in charge of a team of analysts responsible for

dissolution testing and development,validation and use of methods
for the analysis of drugs in biological fluids.

July 1982 - April 1987:

Research Scientist Glaxo Group Research, Greenford, UK
Responsible for drug screening and development, validation and use
of HPLC assays for drugs and metabolites in biological fluids. Study
Directorfor small-scale experiments.
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Languages

English: Mother tongue

French: Basic

Italian: Basic

German: Very basic

Education

1978 - 1982: Brunel University, Uxbridge, UK
Applied Biochemistry
BSc (Hons) Upper 2" Class

1971 - 1978: Walbottle Grammar School, Newcastle upon Tyne, UK

A levels in physics, chemistry and biology

Additional information

The Sanofi site at Fawdon ceased manufacturing in June 2015 and closed in December
2015. | was made redundant after 28 years at Fawdon, at the end of September 2015.
Since then | have provided advice to several clients, including five global pharmaceutical
companies.

Personal (Alcohol) Licence Holder since August 2019.

Training

Relevant training is extensive and available if required.

Hobbies and interests

Tenpin bowling (County standard), golf, web design, music (keyboards, midi-file sequencing
and provision of Musical Direction services to amateur drama groups). Audio/video film
production.
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