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Multaq(R) First-line Option in New 2010 ESC Guidelines for the Management of Atrial
Fibrillation

29.08.2010 - 14:40 Uhr, sanofi-aventis Group

Paris, August 29, 2010 (ots/PRNewswi re) - Sanofi aventis announced today that the European
Soci ety of Cardiology (ESC) 2010 new Cuidelines for the Managenent of Atrial Fibrillation
(AF) have been rel eased and recommend that Multaq(R) (dronedarone) should be used for

mai nt enance of sinus rhythmas a first-line treatnent option in all patients with paroxysnal
and persistent AF (class of recommendation |, |evel of evidence A) other than those with CHF
NYHA class I11/1V or unstable CHF NYHA class Il (class of recommendation IIl, |evel of

evi dence B).

To view the Multinedi a News Rel ease, please click:

http://multivu. prnewsw re.com mr/prne/sanofiaventis/ 44202/

Mul tag(R) was granted a Cl ass | reconmendation, a designation assigned in the guidelines
when "there is evidence and/ or general agreenent that a given procedure/therapy is
beneficial, useful, and effective." The Task Force for the Managenent of Atrial Fibrillation
of the ESC recogni sed the extensive clinical devel opnent of Multaq(R), giving it their

hi ghest ranking A for |evel of evidence. Mreover, the guidelines recommend that Miltaq(R)
may al so be used to achieve rate control in non-permanent AF except for patients with NYHA
class Il - IV or unstable heart failure (class of recommendation Ila, |evel of evidence

B). (1)

Importantly the new guidelines include, for the first time, a statement on the inportance of
reduci ng hospitalisation as a key therapeutic goal in the managenent of AF. They also state
that Multaq(R) should be considered in order to reduce cardi ovascul ar hospitalisation in
pati ents wi th non-pernmanent AF and cardi ovascul ar risk factors (C ass of reconmendation I1a,
| evel of evidence B) as well as in patients with AF and stable heart failure (NYHA Cass |,
Il1) (Cass of reconmendation Ila, |evel of evidence C). (1)

The gui delines do not reconmend use of Miultaq(R) in patients with NYHA class Il and |V or
with recently unstabl e (deconpensation within the prior nonth) NYHA class Il heart
failure. (1)

"Sanofi-aventis is pleased with this first-line recommendation for Multagq(R) in the AF

gui del i nes whi ch recogni ses the extensive clinical developnent for the product as well as
the innovative outcone of reducing cardiovascul ar hospitalisation as denmonstrated in the
ATHENA trial," said Marc Cluzel, MD., PhD, Executive Vice President, Research and

Devel opnent, sanofi-aventis. "Miltaq(R) provides synptomcontrol and for the first tine for
an anti-arrhythmc drug, a long termbenefit by reducing the risk of distressing and repeat
cardi ovascul ar hospitalisations. AF Hospitalisations represent a significant human and
econoni ¢ burden for patients, healthcare practitioners and payers as recently reported."(2)

More about the Cuidelines

ESC Cinical Practice CGuidelines are scientifically recognised worldw de as providing
practicing physicians with the best possible recomendati ons on di agnosis, treatnment and
managenent of specific topics in cardiology nedicine. Guidelines are created and edited
under the unbrella of the ESC Board and the Conmittee for Practice CQuidelines (CPG, who
forma Task Force of appropriate experts fromthe ESC Associ ati ons, Wrking G oups,

Counci |l s, and National Societies, and from other bodi es when required. They are the result
of consensus anongst the Task Force appointed to prepare them and they are peer-reviewed in
a thorough and rigorous process that ensures accuracy, best-practice and rel evance.
Guidelines are available in a variety of printed and electronic nedia and in multiple
formats including full docunents, pocket guides and sunmmaries. (1)

About Atrial Fibrillation

The incidence of atrial fibrillation is growing worldwide in relation to aging popul ati ons.
It is energing as a public health concern, affects about 4.5 million people in Europe and
represents one-third of hospitalizations for arrhythmia in the European Union.(3) Atrial
fibrillation leads to potential life-threatening conplications. AF increases the risk of
stroke up to five-fold (4), worsens the prognosis of patients with cardi ovascul ar risk
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factors (5), and doubles the risk of nortality (6) with significant burden on patients,
health care providers and payers. Seventy percent of AF nanagenent costs are driven by
hospital care and interventional procedures in the European Union.(7)

About AF Hospitalisation

AF is associated with high rates of hospitalisation.(3) There are a variety of reasons for
AF hospitalisation, including palpitations, initiation of antiarrhythm c therapy,
procedures, conplications of co-norbid conditions, as well as readmi ssions related to these
causes. There is evidence that the rate of AF-related hospitalisations and associ ated cost
is increasing over tinme, mainly because of the aging population.(3) In the US.
hospitalisations for AF were alnost three tinmes higher in 2000 conpared to two decades
earlier.(8) In France, one study found that 31.3 percent of AF patients were hospitalised
over a one-year period. (9)

AF is a chronic, progressive disease and cost increases with each recurrence, nmainly driven
by hospitalisation. The proportion of expenditure for AF treatment attributable to
hospitalisation ranges from44 - 73 percent. (7,10,11,12,13) The total cost burden across
five EU countries was approximated at nore than 6 billion Euros.(9,12) In the UK Nationa
Heal t h Service spending for AF hospital adm ssions increased 2.2-fold between 1995 and
2000. (11)

About Ml taq(R)

Mul tag(R), discovered and devel oped by sanofi-aventis, has been studied in a clinica

devel opnent program including seven international, nulticenter, random zed clinical trials
i nvol ving nore than 7000 patients with al nost 4000 patients receiving Miltag(R). The

| andmark ATHENA trial was the largest anti-arrhythmc drug trial conducted in patients with
AF/ AFL, involving 4,628 patients with a followup of 30 nmonths. In this trial, Miltag(R), on
top of standard cardi ovascul ar therapy, significantly reduced cardi ovascul ar hospitalization
or death by 24 percent (p
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