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How did you get into your current role?
After completing my D.Phil at Oxford, I looked
for an opportunity in regulatory affairs, and
found a job with Wyeth in international
regulatory affairs. I worked on a hypnotic for
registration in Europe, was involved in all the
development activities, and saw it through to
approval via the newly established centralised
procedure. As a result, I was asked to take on
another product in a different therapy area - an
immunosuppressant. In total I spent five and a
half years at Wyeth. 

This is where I learnt my bread and butter
regulatory skills. Also, I wanted to develop my
management skills, and found an opportunity
with what was then Pharmacia & Upjohn and
later became Pharmacia after an integration
with Monsanto Searle. I went on to become
head of the UK regulatory affairs department. 

After about three years Pfizer took over, and
on 1 June 2003 I became head of regulatory
affairs and quality standards at Pfizer. In 2007
after completion of an executive MBA at
London Business School, and with the
introduction of a new proactive approach
towards managing risk across the business, I
was also asked to lead the quality assurance
and compliance team in the UK. 

How is your field changing?
Regulatory hurdles seem to be increasing in
every element of drug development. Speed to
regulatory/pricing approval remains important
when patent shelf life is limited. A delay to the
market place will also delay delivery of an
important new medicine to the patient. Another
factor in speed is diversion of valuable
resources to candidates that are eventually
unsuccessful. There is now an increasing trend
of more critical evaluation and early attrition.
Regulatory affairs has an important part to play
here. 

Proactive risk management is essential to
help companies understand the risks that affect
the business and how to prepare for inevitable
inspections from regulatory agencies. 

Operational excellence in compliance could
be the competitive advantage of tomorrow.
Protecting revenues is just as important as
growing them!

What do you enjoy most about your role?
I intend to continue providing leadership and
developing people in the pharmaceutical
industry. I am fortunate in that I have the
autonomy to do this with over 40 people within
Pfizer. I thrive on delivering health benefits to
patients, shaping our environment and facing
the challenge of improving the reputation of
our industry.

And what do you enjoy least?
Being stuck in traffic during my long journey
in to work. 

What are the most common misconceptions
about your field and the people in it?
Most people don’t understand the concept of
benefit/risk very well. Members of the public
are possibly misled by the media regarding

safety issues as they are often sensationalised. 
People forget that the benefit/risk of a

medicine is continuously being added to during
its life cycle and thus it is understandable that,
with experience and time, in some instances,
the risk may exceed the benefit in certain
populations or indications. The image of the
industry as a whole is affected by this kind of
misconception. These perceptions are likely to
damage trust of the industry and I thus believe
that the industry needs to proactively address
and manage these criticisms. 

Is there anyone in your field from whom you
have learnt a lot?
I have always learned a great deal from the
people I work with, different things from
different people. I have learnt a great deal from
John Iman and Tessa Hennesy at Wyeth as well
as Magnus Jaderburg (now Wyeth), Kevin
Bridgman (now J&J) and David Gillen
(Pfizer). I have also admired Brenton James
(now consultant) and the inspiring way in
which he led discussions with key regulators in
Europe. 

Similarly, is there someone (or something)
outside your field who inspires you?
My father who passed away about 11 years
ago. He has been the biggest inspiration in my
life. He made so many sacrifices for me to have
time to study. He encouraged me to continue
studying and not help out in his small grocery
business that was not doing so well at the time.
He instilled values in me then, which I still use
every day. 

What is the secret to a happy working life?
Be passionate about what you do. Deliver and
implement on time, and with energy. Lead,
don’t wait!

If you had advice for anyone starting out in
your field now, what would it be?
Research regulatory affairs and familiarise
yourself with European pharmaceutical law.
Know the industry that you are seeking to have
a career in. What makes the industry tick and
how could it be influenced by the changing
environment?

How do you relax and forget about work?
I play squash and like to spend time with
friends and family.

In an alternate life, what would you do for a
living?
Be a builder or a pilot! I would love to build a
house from scratch or pilot a commercial jet.
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Events
European CME Forum

4-5 November 2008  
Novotel London West, London, UK

Network Pharma Ltd

This event addresses the status of Continuing
Medical Education (CME) and Continuous
Professional Development (CPD) for
healthcare professionals across Europe and the
important role the pharmaceutical industry
plays as supporters of such activity.

Conference Overview

An impressive faculty of speakers are
gathering at the Novotel London West 4-5
November 2008 to discuss the current status of
CME and CPD for healthcare professionals
across Europe and the important role the
pharmaceutical industry plays as supporters of
such activity.

The aim of the meeting is to bring together the
stakeholders of CME to better understand each
others’ roles and ambitions for European CME. 

During the meeting experts will review the
current picture of CME across Europe and how
it is developing both on national levels and
from a pan-European standpoint.

This unique event will be of interest to a wide
range of people including:

• Specialist CME providers and educators

• Pharma industry executives from marketing,
medical and communications departments

• Communications professionals in the
supporting service agencies

The programme is being developed under the
supervision of the Programme Director Eugene
Pozniak of Siyemi Learning.

Dr Phil Hammond, celebrity TV personality,
Private Eye contributor and regular
commentator on health matters, will share his
thoughts on CME at the conference dinner to
which all speakers and delegates are invited.

The ticket price of £1,270 includes two days of
presentations and interactive workshops,
delegate packs, lunches and refreshments, pre-
conference workshop, networking receptions
and conference dinner, post-conference report
and online discussion forum (accomodation is
not included).

Big pharma and the major agencies are now
very experienced in the art of eCTD
submissions, but there are a number of smaller
pharmaceutical companies and consultancies
who are just starting out on the path to
successful e-submissions.

The meeting has been organised in conjunction
with AGES PharmMed of Austria. It will
explore e-working opportunities in the EU
around eCTD submissions and marketing
applications, both before and after approval,
e.g. the EUDRA systems and many other
national initiatives. It will also provide practical
guidance for e-working in the EU.

Key topics to be discussed in depth include:

Monday 3 November 2008
• Where regulatory agencies stand on

e-working
• Other initiatives in e-working not directly

related to e-submissions

Tuesday 4 November 2008
• Impact of e-working on regulatory 

e-submissions strategy: which route to
use - the framework and guidance

• Impact of e-working on regulatory
e-submissions issues: which route to use -

the practice and experience
• Impact of e-working on regulatory strategy

- third party help

Who should attend
• Less experienced regulatory professionals

who require comprehensive information on
the subject

• Experienced professionals who are  
newcomers to this particular regulatory
aspect

• Those planning and developing regulatory
submissions strategy in the EU

• Those working in medical departments
• e-Vendors to the healthcare industry
• Regulatory agencies planning for e-working
• Anyone who wishes to update their

knowledge in this area

Life Long Learning (LLL)
This course contributes 11 hours of training to
your LLL (sometimes known as Continuing
Professional Development).

e-Working With Regulatory Agencies
3-4 November 2008

Radisson Palais Hotel, Vienna, Austria

TOPRA

For more information, visit

http://www.europeancmeforum.eu

To download a booking form for the event

and to learn more about TOPRA, visit

www.topra.org
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