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Big steps keep the
momentum going 
Now entering its fifth year of oper-
ations, Actelion’s founding busi-
ness strategy – pursued with ever
more vigor – is to discover, devel-
op and market pharmaceutical
products for endothelium-related
diseases. During 2001, Actelion
strengthened its teams globally
with highly qualified and experi-
enced pharmaceutical personnel in
all functional areas from drug dis-
covery and development to market-

ing and sales. Our in-house expert-
ise enabled us to take a big step in
2001 and put our first product on
the market, Tracleer™, the first
oral endothelin receptor antago-
nist.

Actelion’s progress in 2001 will
fuel our growth momentum, driven
by empowered individuals and
teams and fostered by a dynamic,
open culture based on the pioneer-
ing spirit of scientific discovery.

keeping  

Tracleer™ (bosentan) in PAH and beyond
February Start of regulatory review in Canada / Priority evalua-

tion granted
Orphan Drug Designation obtained in European Union
and Australia
European Union Marketing Authorization Application
submitted / Start of centralized reviewed procedure

May BREATHE-1 study completed – meets primary end-
points
US NDA supplementary submission
New drug application filed with Swiss regulatory
authority
BREATHE-2 clinical trial began enrollment
BREATHE-3 clinical trial began enrollment

August FDA Advisory Committee voted unanimously 9:0 to
recommend approval

September Start of regulatory review in Australia
Initial pilot study 351 published in The Lancet
Tracleer™ for PAH received ”approvable” letter from
US FDA

November RAPIDS clinical trial in patients with digital ulceration
secondary to scleroderma began patient enrollment
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 the momentum
Speed and efficiency
Our teams in clinical development,
regulatory affairs and clinical oper-
ations report a long list of achieve-
ments, including:
• on-time completion of seven

major multi-center clinical 
studies.

• obtaining orphan drug designa-
tion for Tracleer™ in pulmonary
arterial hypertension (PAH), in
the US, European Union and
Australia.

• filing of new drug applications
for Tracleer™ in PAH, resulting
in a US and Canadian marketing
launch and ongoing regulatory
review processes in the Euro-
pean Union, Switzerland and
Australia.

Global presence
As a fully fledged biopharmaceuti-
cal company with global reach,
Actelion is uniquely positioned to
retain value for the shareholders
by realizing the potential of 

Tracleer™ in PAH and other indica-
tions, and of products to come. We
are committed to making our prod-
ucts available worldwide –
whether on our own or through
strategic partnerships. In 2001, we
opened subsidiaries in the UK,
Italy, Canada, Australia, Japan,
Greece and Spain in anticipation of
upcoming market launches.

Dedication to discovery
Our continuing investments in
research scientists, modern labora-

tories and equipment and strategic
partnering reflect Actelion’s firm
commitment to fuel its future
growth through its own drug dis-
covery efforts. During 2001, the
efforts made to advance our own
pipeline included:
• concentrating on five drug dis-

covery projects.
• doubling our existing laboratory

space.
• attracting experienced, high-

level professionals as well as
young talent.

US FDA approved Tracleer™ for the treatment of PAH,
including primary pulmonary hypertension and PAH
secondary to various diseases (refer to PAH definition
on page 10).

December Canadian health authorities approved Tracleer™ for
the treatment of PAH
Commercial launch in US
Actelion granted commercial license to Neopharm Ltd
to market Tracleer™ in Israel

Veletri™ (tezosentan) in acute heart failure
March RITZ-2 clinical trial completed – meets primary end-

points
April RITZ-1 clinical trial completed – fails to meet primary

endpoints
Late fall New dose optimization study initiated; results expect-

ed by Q3 2002

Growth and global expansion
January Management team strengthened – new appointments

include: Konrad P. Wirz, André J. Mueller, Christian
Chavy, Simon Buckingham and Roland Haefeli

Italian subsidiary opened in Imola
Canadian subsidiary opened in Laval

April First Annual General Meeting of Actelion’s Share-
holders held in Basel

June Australian subsidiary opened in New South Wales
Actelion four-to-one stock split effective
R.W. Johnson Pharmaceutical Research Institute
(Johnson & Johnson) research collaboration
agreement extended with Actelion for an
additional year

September Japanese subsidiary opened in Tokyo
November Medical statistics company A.S.C. Srl merged

into Actelion Pharmaceutical Italia 
Spanish subsidiary opened in Barcelona

December Greek subsidiary opened in Athens

Tracleer™ in chronic heart failure 2002
7 February ENABLE results – phase III study in chronic heart fail-

ure does not meet primary efficacy objective but con-
firms safety profile in long-term use


