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EXECUTIVE SUMMARY

During my 20 year career in the pharmaceutical industry I have gained experience in small, medium and large enterprises, within the pharmaceutical industry, CROs and academic units, and worked in the UK, Switzerland and the USA for German, British, Swiss, American and Japanese companies. I have acted within and chaired major international project teams, and taken on regional and global management roles, with particular emphasis in Europe and the US. With each, I have learned about the importance of recognising and working with inter-personal, and cultural differences, across regional boundaries.

My key strengths lie in several areas; 

1.      global adverse event system project development and management, 
2.      management of pharmacovigilance departments (regional and global), 
3.      global integration and business process re-engineering; realigning resources and business models to optimise resources while maintaining compliance and good pharmacovigilance practice, and

4.      management of major safety issues, including crisis management. 

My more significant accomplishments include: 

-       turning round a dysfunctional international project team to become an effective and productive unit. 
-       implementing quality assurance and quality control programmes within a pharmacoviglance department, 
-       producing PSURs which were complimented by staff at a major Western regulator as a model example, 
-       pre-empting ad hoc regulatory enquiries by identifying and responding to safety issues through active surveillance,

-       successfully defending significant safety concerns for several disparate products, including the management of a formal appeal on a product withdrawal by a Western authority and which resulted in the product’s re-establisment, and 

-       taking the lead role in several product crises, in one case monitoring for and successfully controlling potential leaks to the scientific and lay media.

I am also a strong supporter of education, taking a lead role (Scheme Committee member, and Examiner) in the development and maintenance of a university-based diploma course in pharmacovigilance, a lecturer for a MSc Pharmaceutical Medicine course, and a webmaster to an interest site on drug-safety related topics. I am the moderator of a 3-day university module on pharmacoepidemiology, and chair or present at numerous international conferences in pharmacoviglance.
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EDUCATION & QUALIFICATIONS
1970-1975 MBChB

Liverpool University

1975-1979        Bristol Vocational Training Scheme

1979

M.R.C.G.P.

1987-90
Diploma of Pharmaceutical Medicine Course, University of South Wales and admitted to Faculty of Pharmaceutical Medicine (affiliated to Royal College of Physicians) 

1992              Membership of Faculty of Pharmaceutical Medicine

1997

Fellowship of Faculty of Pharmaceutical Medicine

EMPLOYMENT


2003 - 2005 
SHIRE PHARMACEUTICAL DEVELOPMENT LTD

 

Vice-President, Global Pharmacovigilance and Risk Management
Global responsibility for the pharmacovigilance, drug safety and risk management of Shire Group drugs and devices, including

· Co-Chair of the Shire Executive Safety Review Committee

· Direct or indirect line managerial responsibilities for US, UK, French, Spanish, German, and Italian Shire safety departments

· System Owner of Shire International Safety System (Relsys Argus)

· Registered as the European Qualified Person Pharmacovigilance

· Local Safety Officer responsibilities

· Co-marketing partner safety agreements

· Global quality assurance and compliance standards within pharmacovigilance.

Key accomplishments included

· Global integration of US and UK regional departments

· Reorganisation into a 3-dimensional matrix model with global functional and product representation

· Two successful approvals where safety concerns were a major barrier

· Successful defence and reversal of a leading product withdrawal


1998 - 2003
EISAI LTD, UK



Director, European Drug Safety
Global responsibility for all safety activities (including CIOMS I, PSUR, CCSI and safety sections of IDB) for three products (including a PPI; rabeprazole).  

· European Regional Safety Officer including Qualified Person

· PSUR submissions, 

· Type II variations and responses to RMS enquiries

· UK Local Safety Officer including direct responsibilities for regulatory reporting

· System Owner and Team Leader for an International Adverse Event System (ARISg(, Clinarium Inc). 

Key accomplishments included

· Clinical Expert leading to a successful indication approval

· Set new standards in PSUR review and writing

· Enhanced adverse event system, including development of hybrid applications

· Formalised good pharmacovigilance practice


1995 - 
1998
BAYER LTD, UK



Head of European Drug Safety, European Medical Affairs

Responsible for all drug safety surveillance (including EU Qualified Person in Pharmacovigilance) throughout Western Europe.

· Chair of  International Adverse Event System Project Team

· Managed all European QPs

Key accomplishments included

· Initiated global business process re-engineering of drug safety world-wide

· Formed two corporate drug safety committees (overall safety review, and global labelling standards)

· Crisis management

· Introducing business process re-engineering to the global safety process, thereby reducing process steps by 50%, enhancing quality, and improving efficiencies.

1992 - 1995
INNOVEX LTD, UK


Head of Medical Affairs

Responsible for drug safety surveillance, medical information services, clinical trials, strategic planning, product advertising and medical staff training programs. Project team leader for phase III development of an anti-diabetic agent (NIDDM), and for a major post-marketing surveillance study.


 1992 - 1994
VAMP RESEARCH LTD, UK



Manager, Head of Drug Safety and Projects
Responsible for all ad hoc and planned phase IV and post-marketing safety studies involving frequent multidisciplinary contact with the Pharmaceutical Industry, National and International Health and Regulatory Authorities. 


1989 - 1992
RW JOHNSON PRI (Ortho-McNeil-Cilag), Switzerland, and USA



Senior Director, Global Head, Drug Safety and Surveillance

Responsibility for global post-marketing drug safety for over 100 affiliates and local responsibility for reporting SAEs, and annual IND safety updates to the FDA. System Owner and Chairperson of Worldwide Adverse Event Information System Project.


1985 - 1989
SANDOZ CLINICAL RESEARCH DIVISION, Basel, Switzerland. 




Medical Advisor
Responsible for Post-Marketing Surveillance Studies, Project Team Leader, System Owner of International Adverse Event Information System. Global safety officer for immunomodulators including an intravenous immunoglobulin and cyclosporine A.

PUBLICATIONS

Publications on a range of topics including product-specific adverse events, pregnancy experience, drug interactions, adverse event methodologies, education, and compliance.

ABSTRACTS

Abstracts on hepatitis, hypoglycaemia and break through bleeding.

PRESENTATIONS

Numerous presentations, including role of chair for international meetings, under the following sponsorships; International Society of Transplantion, International Autoimmunity Meeting, International Meeting on Nephrology, Drug Information Association, WONCA Biennial GP Conference, IIR, IBC, Management Forum, CSK, Applied Clinical Trials, and Universities of Hertfordshire and Surrey.

PROFESSIONAL ORGANISATIONS AND AFFILIATIONS (PAST and PRESENT)

Fellow of Faculty of Pharmaceutical Physicians

Executive Committee of the International Society of Pharmacovigilance

Member of British Association of Pharmaceutical Physicians

Founder, Module Coordinator, Examiner and Lecturer for ‘Dip PVig/M.Sc. Pharmacovigilance’ course at University of Hertfordshire

Member of WHO “Think Tank” on Pharmacovigilance

Consultant to WHO Uppsala Monitoring Centre

Member of Drug Information Association

Member of Royal College of General Practitioners

Member of International Society of Pharmacoepidemiologists

Member of European Pharmacovigilance Working Group, PhRMA

OTHER SKILLS


Languages; German (good), French (fair), Italian (limited), Japanese (limited)


Broad IT Knowledge 
PERSONAL DETAILS

Social:


Married

Two children (now adults)

Interests:

Sailing (24 foot gaff cutter)




Walking (Swiss Alps) and tramping (NZ)




Piano (Beethoven, Bach)




Webmaster of: www.drugsafety.info
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