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Dear Shareholders,
The year 2001 marked the begin-
ning of a new era for Actelion. 
Tracleer™, a dual endothelin
receptor antagonist and the first
oral product for the treatment of
pulmonary arterial hypertension
(PAH) was introduced to markets in
the US and Canada in December
2001. This landmark in our compa-
ny history has been achieved only
4 years after Actelion’s founding in
December 1997.

During 2001, Actelion faced a
delay in the development of
Veletri™ for the treatment of acute
heart failure (AHF). In early 2002, a
registration study in chronic heart
failure with Tracleer™ did not meet
its primary endpoint, but confirmed
the safety profile of the drug. Thus,
in 2002, Actelion will focus its
energy on successfully launching
Tracleer™ in PAH, for which the
company owns the commercial
rights worldwide, while expanding
its development and discovery
pipeline.

Our Initial Public Offering of shares
at the Swiss New Market in April
2000 provided us with the neces-
sary capital to invest substantially
in drug discovery, drug develop-
ment, regulatory affairs and our
marketing and sales forces. 
Actelion is now a fully fledged bio-
pharmaceutical company, with

subsidiaries in the major markets.
With our business strategy in
place, Actelion is well prepared to
make Tracleer™ the “standard”
treatment for PAH. Expansion into
new areas – whether on our own
or through strategic partnerships –
will help secure our long-term
presence worldwide.

Raising awareness
through global market-
ing and sales efforts
Tracleer™ tablets for PAH are a
revolutionary advance in the treat-
ment of this severely debilitating
disease. This is a big step for the
more than 100,000 PAH patients
worldwide who previously only had
the option of permanent intra-
venous therapy. Marketing
approval also marks a big step for-
ward for the company, as Tracleer™
demonstrates that endothelin
receptor antagonism has useful
medical applications.

Tracleer™ tablets represent a ther-
apeutic breakthrough. Many
patients with PAH currently go
undiagnosed. Continuous physician
and patient education, combined
with the promotion of Tracleer™,
will change this situation as our
marketing and sales teams raise
awareness about the disease and
communicate the benefits of
screening and early diagnosis.

Jean-Paul Clozel
Chief Executive Officer

Robert E. Cawthorn
Chairman of the Board
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 for launch 
employing more than 400 high-
level professionals as well as
young talent. We hope you share
our pride in the progress made.
Despite some setbacks, we remain
confident that these investments
are the best way to create value.
Unforeseen events excluded, these
investments will result in sus-
tained, long-term value creation.
We appreciate and thank you for
your continued support as we grow
and fortify our new position as 
the global leader in endothelium-
related medicine.

Yours sincerely,

Robert E. Cawthorn
Chairman of the Board

Jean-Paul Clozel
Chief Executive Officer

Substantial investments made in
our marketing and sales infrastruc-
ture during 2001 fully prepared our
US and Canadian subsidiaries to
market Tracleer™ immediately
after its approval. Our subsidiaries
in the European Union, Switzerland
and Australia are ready to move as
soon as regulatory approval has
been obtained, expected during
2002. In 2001 our new subsidiary
in Japan started the process of
preparing for clinical development
and registration procedures.

On a global level, we are reaching
out to thousands of physicians in
specific medical specializations.
Through these efforts and a dedi-
cated medical marketing depart-
ment, we will make Actelion the
partner of choice for the medical
community for Tracleer™ in PAH
and other indications, and for prod-
ucts to come. 

Approval of Tracleer™, several
months ahead of schedule, was
the result of three factors. First,
well-designed and executed clini-
cal studies, with BREATHE-1 
(Tracleer™ pivotal registration
trial) successfully concluded in
early May 2001. Second, the pro-
fessionalism and dedication dis-
played daily by our development
and regulatory staff in their inter-
action with the scientific, medical
and regulatory community. Third,

ies for its late-stage product
Veletri™. Our medical and scientif-
ic staff have analyzed fully the two
studies of Veletri™ in AHF that
were concluded in spring 2001. We
have identified high doses as the
major reason that only one, but not
both studies showed a positive
outcome. A new dose optimization
study was initiated in late 2001 to
be followed by a new registration
study in AHF.

Going forward – drug
discovery research
Actelion is the first biopharmaceu-
tical company to focus on the
organ endothelium as a major
source of its drug discovery proj-
ects. Major progress has been
made in five of our own projects.
One new compound, discovered in-
house, is now on track to enter
human clinical trials in the coming
months. Actelion has expanded its
research infrastructure substan-
tially, both in terms of laboratory
space, but even more importantly
in people. With its research focus,
dedicated employees and growing
infrastructure, Actelion is in the
process of building one of the most
innovative drug pipelines in the
industry.

In 2001, Actelion made substantial
investments to nurture the compa-
ny into a fully operational biophar-
maceutical firm with global reach

the integration two years ago of
the clinical research organization
Hesperion Ltd, and the addition of
a strong biometrics department in
2000 proved crucial in shortening
development timelines.

Tracleer™ evaluated in
chronic heart failure
In addition to PAH, we also evalu-
ated Tracleer™ in another indica-
tion. The trial program ENABLE
that came to an end in early Febru-
ary 2002 does not support an indi-
cation in severe chronic heart fail-
ure. On the other hand, the
ENABLE program confirmed the
existing safety profile of Tracleer™,
this time in long-term use. 

This safety finding strengthens the
use of Tracleer™ in PAH. It also
supports our strategy to explore
further indications for Tracleer™ in
other promising areas with high
unmet medical need. Clinical
development programs planned in
2001 in chronic obstructive pul-
monary disease and idiopathic pul-
monary fibrosis are now ready for
implementation during 2002. Other
programs with Tracleer™ are still
in the exploratory phase.

Further studies for
Veletri™
With a powerful concept and the
right teams now in place, Actelion
continues to explore further stud-


