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Abbott to Suspend Marketing of Obesity Medicine Sibutramine in European Union
Countries

21.01.2010 - 21:55 Uhr, Abbott Laboratories

Abbott Park, Illinois (ots/PRNewswire) - Today the Committee for Medicinal Products for
Humman Use (CHWP) of the European Medici nes Agency (EMA) voted to recommend the suspension of
mar keti ng aut horizations for all anti-obesity nmedicines containing sibutram ne. Abbott will
conply with the CHW recomendati on and suspend the nmarketing of Abbott nedicines containing
sibutramne in all European Union (EU) nenber countries, as well as |celand and Norway,

whi ch are part of the European Econom ¢ Area. Abbott manufactures sibutram ne under the
brand names Reductil, Meridia, Sibutral, Ectiva and Raductil.

The CHW' s recommendati on was based on a review of results fromthe SCOUT study (Sibutram ne
Car di ovascul ar QUTcone Trial), which becane avail able in Novenber 2009.

Cut side the EU, sibutram ne renmains avail able and should be used according to the product
| abel . The U.S. Food and Drug Administration's (FDA) review of SCOUT is ongoi ng. FDA has
initiated a | abel change and the product remains on the nmarket in the U S. Australia's
Ther apeuti ¢ Goods Administration (TGA) took a simlar action.

Abbott's eval uati on of the SCOUT study does not change its assessnent that sibutram ne has a
positive benefit/risk profile when used appropriately in the approved patient popul ation.

"We believe there are many patients who benefit from sibutranm ne and respectfully disagree
with the conmittee's opinion and the recommendation to suspend the nedicine," said Eugene
Sun, M D., vice president, dobal Pharnaceutical Research and Devel opment, Abbott. "However,
we will act pronptly to conply with the committee's recomrendation."”

Sibutramine is approved for the treatnment of patients who are obese, have no previous

hi story of cardi ovascul ar di sease and have been unable to | ose weight through diet and
exercise. The approximately 10,000 patient, six-year SCOUT study was requested by European
regul atory authorities as a post-marketing conmtnent to eval uate cardi ovascul ar safety in
hi gh-risk patients. The majority of these patients had underlying cardi ovascul ar di sease and
were ineligible to receive sibutram ne under the current |abeling and prescribing

i nformation.

Patients with questions about use of the drug should contact their physician.
Product Use

Si butram ne, along with a reduced-calorie diet and exercise, is recomended for the
managenent of obesity in patients with an initial body mass index (BM) greater than or
equal to 30 kg/n2 or greater than or equal to 27 kg/n2 in patients with other known risk
factors such as di abetes or dyslipidenia.

I nportant Safety Infornation

Si butrami ne increases bl ood pressure or heart rate in sone patients and shoul d not be given
to patients with uncontrolled or poorly controlled hypertension, a history of heart disease
(coronary artery di sease, congestive heart failure, peripheral occlusive arterial disease,
irregul ar heartbeat or fast heart rate), stroke, severe liver or kidney di sease, pregnant
women or nursing nothers. Sibutranm ne should be used cautiously in patients with seizures.
Al patients being treated with sibutram ne should see their doctor as directed for regular
noni toring of blood pressure and heart rate.

Si butram ne shoul d not be given to persons with an allergy to any of the ingredients of
si butram ne, persons with obesity due to netabolismdisorders or in individuals with a
hi story of eating disorders. |ndividuals taking nonoam ne oxidase inhibitors (MAOSs) or
ot her weight |oss nmedications that act on the brain should not take sibutram ne.

Si butram ne shoul d not be taken by individuals with a mental illness (such as manic
depression). It should al so not be taken by individuals who abuse or have abused drugs,

medi ci nes or al cohol or by people with Tourette's syndrone. Individuals with an overactive
thyroid, narrow angl e gl aucoma, tumors on the adrenal gland or men with an enl arged prostate
shoul d not take sibutrani ne.

It is inportant that the health care provider is aware of all current and past nedical
probl ens. Patients should talk to their doctor about all nedicines being taken, including
those obtained wi thout a prescription.
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Certain weight |oss nedicines have been associated with a rare but |ife threatening
condition that affects the bl ood pressure in lungs (pul nonary hypertensi on). Because the
condition is rare, it is not known if sibutran ne nmay cause this disease.

The nost common side effects include trouble sleeping, constipation and dry nouth. O her
side effects include a fast heartbeat, increased bl ood pressure, awareness of the heartbeat
(pal pitations), headache, anxiety or dizziness.

This is the nost inportant information to know about sibutramne. For nore information,
patients should talk with a health care provider.

Countries in Wiich Sibutram ne is Being Suspended

The marketing authorization for all nedicines containing sibutram ne has been suspended in:
Austria, Belgium Bulgaria, Czech Republic, Cyprus, Dennmark, Estonia, Finland, France,

Germany, G eece, Hungary, lceland, Ireland, Italy, Latvia, Lithuania, Luxenbourg, Milta, the
Net her| ands, Norway, Pol and, Portugal, Romania, Slovak Republic, Slovenia, Spain, Sweden and
the United Ki ngdom

About Abbot t

Abbott is a global, broad-based health care conpany devoted to the discovery, devel oprment,
manuf act ure and marketing of pharmaceuticals and nedi cal products, including nutritionals,
devi ces and di agnostics. The conpany enpl oys nore than 72,000 people and narkets its
products in nmore than 130 countri es.

Abbott's news rel eases and other information are avail able on the conpany's Wb site at
www. abbott.com
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CONTACT: Medi a, Kurt Ebenhoch, +1-847-936-9746, or Kelly
Morri son, +1-847-937-3802, or Financial, John Thomas, +1-847-938-2655,
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