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RUEI L- MALMAI SON, France, May 23 (ots/PRNewswire) -

- Innovative, First-in-C ass Medicine Provides New Option for
Europeans Wth Debilitating D sease

Bristol - Myers Squi bb (NYSE: BMY) announced today the European
Commi ssion has granted an approval for ORENCIA(R) (abatacept) for the
treatment of rheumatoid arthritis (RA), a disease that may affect up
to 4.5 million people in the European Union (1), (2).

ORENCI A(R) is a novel medicine as the first and only selective
co-stimul ati on nodul ator of Tcell activation. ORENCIA(R) is the first
bi ol ogi ¢ di scovered and devel oped in Bristol-Mers Squi bb research
centers and will be available in several countries in the European
Uni on as of June 2007.

ORENCI A(R), in conmbination with nmethotrexate - a standard therapy
for RA patients - is indicated for the treatment of noderate to
severe active rheumatoid arthritis in adult patients who have had an
insufficient response or intolerance to other disease-nodifying
anti-rheumatic drugs including at | east one anti-tunmour necrosis
factor (TNF) inhibitor. A reduction in the progression of joint
damage and inprovenent of physical function has been denobnstrated
with conbination treatment with ORENCI A(R) and net hotrexate.

"Orencia is the third new nmedi ci ne we have | aunched in Europe in
the past 11 nonths, denobnstrating Bristol-Mers Squibb's conmitnment
to bringing innovative medicines to patients with unmet medical
needs, " said Beatrice Cazala, President, Europe, Mddle East and
Africa for Bristol-Mers Squibb. "Orencia is the next generation
bi ol ogic and offers physicians a new way of treating patients with
rheumatoid arthritis.”

Aut oi mune di seases such as RA are characterized by an overactive
i Mmmune systemthat turns its attack on itself instead of invading
m crobes. This i mune system attack causes inflamation, pain,
stiffness and swelling of the joints and can eventually lead to
cartil age breakdown, bone | oss and weakness of the joints. The costs
of inadequately controlled rheumatoid arthritis, which include |ost
productivity and earnings of patients and caregivers, represent a
substantial burden, particularly in working-age patients(3).

T-cells are imune cells thought to play a magjor role in the
devel oprment of rheumatoid arthritis(4). Full activation of T-cells
requires two signals: a main one and a second, costinulatory signal.
ORENCI A(R) interrupts the inflanmatory process associated with
rheumatoid arthritis by selectively nodul ati ng one of the necessary
costinulatory activation signals.

"Rheumatoid arthritis patients live with pain, disconfort and
di sfigurenent, believing there is little that can be done," said Paul
Enery, MD., Arc Professor of Rheunmatology; dinical Director,

Leeds Teaching Hospitals Trust, Academ c Unit of Miscul oskel et al
Di sease, Departnent of Rheumatol ogy, Leeds General Infirmary, Leeds,
Uni ted Kingdom "The response we see with Orencia can lead to nore
active days for rheumatoid arthritis patients, part of our goal to
improve all clinical outcomes, including patient well-being."

The efficacy and safety profile of ORENCI A(R) have been studied
through a clinical trial programthat included nore than 2,600
patients across the placebo-controlled and open-1 abel extension
periods of the clinical trials. ORENCIA(R) in conbination with
nmet hotrexat e denonstrated significant and sustained i nprovenent of
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the signs and synptons of rheumatoid arthritis patients who failed or
wer e i nadequat e responders to currently-avail abl e therapi es such as
met hotrexate or anti-TNF inhibitors. ORENCIA(R) in conbination with
nmet hotrexate al so denonstrated significant and clinically meaningful
i nprovenment in physical function that was naintained up to 48 nonths

Wth regards to disease-nodifying effect assessed
radi ographically, ORENCIA(R) in conbination with nmethotrexate reduced
the rate of progression of structural joint damage conpared to
pl acebo and nethotrexate after 12 nonths and further reduction in
X-ray progression was seen through two years.

Medi ci nal products, including ORENCI A(R), which affect the inmune
system nmay affect host defences against infections and nalignanci es.
Serious infections at |east possibly related to treatnment were
reported in 1.8%of patients with ORENCIA(R) and in 1.0% of patients
not treated by ORENCI A(R) (receiving placebo). There is a need to
eval uate and nonitor the patients regarding the risk of infection
prior to and during treatnment. In the placebo-controlled clinical
trials, the frequency of malignancies with ORENCIA(R was 1.4% and
with placebo 1.1% These rates are sinlar to that observed in the
general rheumatoid arthritis popul ati on(5)

ORENCI A(R) is contraindicated in patients with severe and
uncontrol l ed infections such as sepsis and opportunistic infections
and in patients with hypersensitivity to the active substance or to
any of the excipients. Allergic reactions have been reported
uncommonly with ORENCIA(R) in clinical trials, where patients were
not required to be pretreated to prevent allergic reactions. In the
case of any serious allergic/anaphylactic reaction, ORENCI A(R) should
be di sconti nued.

ORENCI A(R) is initially adnministered in a 30-minute intravenous
injection on the first, 15th and 30th day of treatment, then once
every four weeks thereafter. ORENCIA(R) is approximately dosed at 10
mlligrams per each kil ogram of body weight and w t hout need for
prenedi cation. Adm nistration tinmes of other currently avail able
intravenous treatnents for rheumatoid arthritis can be two hours or
nore per treatnent. Treatnment with ORENCI A(R) should be initiated and
supervi sed by specialist physicians experienced in the diagnosis and
treatment of rheumatoid arthritis.

Bristol -Myers Squibb is a gl obal pharmaceutical and related health
care products conpany whose mission is to extend and enhance human
life.

ORENCI A(R) is a trademark of Bristol-Mers Squibb.

Refer to the ORENCI A(R) Sunmary of Product Characteristics for
further information or contact Brian Henry, Bristol-Mers Squibb
Cor porate and Busi ness Communi cati ons, on +33-1-58-83-69-38.
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health-related quality of life, clinically and statistically
significant inprovenent was observed in the ORENCI A group as conpared
with the placebo group in all individual and conposite physical and
ment al health aspects.

(5) Sinobn T, poster presentation at EULAR 2006
RUEI L- MALMAI SON, France, May 23 /PRNewswi re/ --

ots Originaltext: Bristol-Mers Squibb
Imlnternet recherchierbar: http://ww.presseportal.ch

Cont act :
Medi a Contact: Brian Henry, Bristol-Mers Squibb, Ofice:
+33-1-58-83-69-38, Mbile: +33-6-75-09-08-99, e-mail:


http://epp.eurostat.ec.europa.eu/cache/ITY_OFFPUB/KS-SF-07-041/EN/
http://ec.europa.eu/health/ph_information/dissemination/diseases/
http://www.presseportal.ch

bri an. henry@ns. com

Originaltext: Bristol-Myers Squibb
Medienmappe: http://www.presseportal.ch/de/pm/100016013/bristol-myers-squibb

Medienmappe als RSS: http://presseportal.de/rss/pm_100016013.rss2


mailto:brian.henry@bms.com\
http://www.presseportal.ch/de/pm/100016013/bristol-myers-squibb
http://presseportal.de/rss/pm_100016013.rss2

