n the surface at least,

Francis Crawley

seems an unlikely

person to champion

the cause of ethical
research in worldwide clinical
trials. He has never worked
within the pharmaceutical indus-
try, and he has no medical or
scientific background. By his
own admission, he is a relative
newcomer to the field. And he
does not conform to the stereo-
type of a wise and omniscient old
professor making grand
pronouncements on a vast range
of different subjects.

As industry strives to imple-
ment the ever-growing number of
rules and regulations governing
its R&D efforts, Crawley has
rapidly become an influential
figure in the all-important drive
for higher ethical standards.
Among the numerous posts he
holds are acting secretary
general and Ethics Working
Party chairman for the European
Forum for Good Clinical Practice
(EFGCP) and chairman of the
Ethical Review Committee of the
International Network for Cancer
Treatment and Research.

His raison d’étre is to facilitate
open discussion, maintain
dialogue, and promote under-
standing and trust between those
involved with and affected by
clinical research.

“To be human is to participate
in a conversation, and in ethics
our main objective must be to
care for and develop that conver-
sation. The worst thing in the
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world is for someone to be left
out of the conversation because
that breeds resentment and injus-
tice,” he said. “The only way to
make progress in life is if you can
find something that all parties
have an interest in, such as effec-
tive medicines for kids or cheap
drugs for AIDS patients. You
must ensure that all parties have
avested interest in a project, are
getting something out of it, and
are taking responsibility for their
actions.”

When Crawley graduated in
English Literature from Grinnell
College, Iowa, in 1981, there was
little to suggest that he would
pursue a career in biomedical
research. He studied philosophy
at the University of Leuven in
Belgium. His choice of institution
was influenced by a strong desire
to learn in an international
context within an environment
rich in tradition and providing a
crossroads for contemporary
metaphysics.

He became a lecturer at the
University of Brussels in 1989,
but it was not until a few years
later that he developed a keen
interest in ethics committees,
under the tutorage of late Profes-
sor Joseph J. Hoet, whose life
exemplified the need to under-
stand and practice science and
medicine in a human framework.
Crawley was the chief editor of
the EFGCP Guidelines and
Recommendations for European
Ethics Committees, which were
published in English in 1995 and
later translated into Italian,

French, German, and Polish.
During 1999 and 2000, he
chaired the WHO committee that
produced the Operational Guide-
lines for Ethics Committees That
Review Biomedical Research,
now translated into more than 15
languages, and widely imple-
mented.

Crawley’s first contributions to
Applied Clinical Trials were
published in the summer of 1997.
He wrote a series of concise and
readable reports under the
heading of EFGCP News, which
provided information about the
forum and the early progress
made by the EU GCP directive.

In October 1998, editor-in-
chief Jane Ganter invited him to
become an advisor, writing,
“You've been a ‘certified Friend
of ACT ’for such a long while
now, and have made so many
contributions, are you ready to
join the Editorial Advisory Board
in a formal way?”

Crawley’s appointment to
ACT's Editorial Advisory Board
was announced in the January
1999 issue. Since then, the
magazine’s editors have
benefited from his perceptive and
helpful manuscript reviews as
well as his works as an author.
He has also been an energetic
and popular speaker at several
Applied Clinical Trials European
conferences.

Bridge to industry
Arguably, Crawley’s greatest
contribution to ethical clinical
research has been to act as a

“Many bioethicists
and academics think

the whole of industry
is inherently evil. But
this is utter rubbish,”

says Francis Crawley.
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Crawley chaired the WHO commiittee
that produced the Operational
Guidelines for Ethics Committees That
Review Biomedical Research, now
translated into more than 15
languages.

bridge between the pharmaceuti-
cal industry and academia. He
admits that this is often a tough
task.

“Many bioethicists and
academics think the whole of
industry is inherently evil. But
this is utter rubbish,” he said.
“Industry isn’t perfect by any
means. It has a major responsibil-
ity to contribute to building up an
ethical framework for clinical
research. This is something we
must do together, across national
boundaries and across sectors.
All of the parties have their
strengths, all have weaknesses.
It’s in the patients’ interest to
build on those strengths and
together overcome the
weaknesses.”

Since his appointment as
EFGCP acting secretary general
in November 2001, he has
overseen the forum’s day-to-day
activities from his office in
Kessel-Lo. When the EFGCP was
formed in 1992, the majority of
its members were from industry,
many very much involved in the
ICH process. In 1993, the presi-
dent of the European Parliament-
gave the group a mandate requir-
ing it “to contribute to the health
and well-being of the individual
citizen” through “an objective
and balanced” examination of
“matters of fundamental impor-
tance.”

The forum’s commitment to
that mandate is reflected in the
three most recent appointments
to its 14-strong board: Dr. Delon
Human of the World Medical
Association, Dr. Joan Gilvarry of
the Irish Medicines Board, and
Dr. Jean-Pierre Girre, a medically
qualified clinical pharmacologist
working in the pharmaceutical
industry.

“The plan is for us to stay who
we are: a group of interested
people who do what they love to
do,” said Crawley. “We had 160
people at our annual meeting in
Brussels at the end of January [A
European Conference on Clinical
Research in Children, 24-25

January 2002]. We achieved
something of importance for
bringing Europe closer to achiev-
ing better medicines for children.
We could have the potential to
attract 400 or 500 delegates, but
we don’t want that, because you
only have real discussions and
defined outputs with smaller
groups. We don’t do this to get
rich or become a large or power-
ful organization.”

Much of Crawley’s work is
carried out in Brussels, where he
is a member of the institutional
review board of the European
Organization for Research and
Treatment of Cancer (EORTC)
and an observer to the board of
the European Platform for
Patients’ Organisations, Science
and Industry. EPPOSI was
founded to provide a forum for
proactive, nontechnical discus-
sion about new drugs and
diagnostic tests and their impact
on society.

He is also co-chair of the
Bioethics Basic Module for the
European Diploma in Pharma-
ceutical Medicine at the Univer-
sity of Lyon and CIOMS contact
officer for the Geneva-based
Council for International Organi-
zations of Medical Sciences. His
involvement in the Strategic
Initiative for Developing Capacity
in Ethical Review (SIDCER)
increasingly brings him further
afield in his research and travel.

“If you ask what I am,” he
reflects, “then I suppose I have to
say I am an American because
that’s where I was brought up
and first educated. Professionally
and intellectually, [ am a
European. But I'd question
whether nationality is really
defining in biomedical research
ethics.”

Philip Ward is the European
Editor of Applied Clinical Trials.
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