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Glivec® approved in the US for five rare life-threatening disorders with limited
treatment options

e Approvals represent the first time a regulatory authority has simultaneously approved one
targeted medicine for five disorders

¢ Now approved for the solid tumor cancer, dermatofibrosarcoma protuberans
e US approval also granted for treatment of four blood diseases:
o0 Relapsed/refractory Philadelphia chromosome-positive acute lymphoblastic leukemia
o Myelodysplastic/myeloproliferative diseases
o0 Hypereosinophilic syndrome/chronic eosinophilic leukemia
0 Aggressive systemic mastocytosis

e Multiple approvals in only five years highlight new approach of developing treatments
based on common molecular pathways

®

Basel, Cctober 20, 2006 In another inmportant mlestone, divec
(imatinib)” has received US regulatory approval to help patients with
five di stinct and potentially i fe-threatening di sorders,

representing the first time that a regulatory authority has ever
si mul t aneously approved one targeted nedicine for so nany di sorders.

Wth today s decision, and in only five years, divec has now been
approved in the US for seven diseases, including two solid tunors and
five blood disorders with nolecular targets known to be inhibited by
t he drug.

Al of the diseases covered in the new approval by the US Food and
Drug Administration (FDA) are rare and potentially |ife threatening.
For many of the patients who suffer from them few if any approved
treatments were available prior to Givec.

The effectiveness of divec in these five diseases further
under scores how cancers and diseases of different origin and |ocation
can share comon pathways that often respond to the sane targeted
treat ment, said Diane Young, MD, Vice President and gl obal head of
Clinical Developnent at Novartis Oncol ogy. These approvals further
build and denonstrate our historical conmmitnent to devel oping

" Known as G eevec®(imatinib mesylate) tablets in the U.S.
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therapies for patients wth rare diseases such as acronegaly,
carcinoid syndrone and gastrointestinal stromal tunors.

The FDA approvals are based on data from Novartis-sponsored clinical
studies and clinical data from independent nedical researchers
showing the efficacy of @ivec in treating these diseases, in which
there is a suggested connection between a divec-sensitive pathway
and the disease.

Aivec targets the activity of proteins called tyrosine kinases that
appear to play inportant roles within sonme cancer cells. divec has
been shown to inhibit the function of the tyrosine kinase Bcr-Abl in
patients wth certain forms of blood cancer Phi | adel phi a
chr onosone- positive chronic myel oi d | eukeni a (Ph+ CM) and
Phi | adel phia chronosonme-positive acute |ynphoblastic |eukema (Ph+
ALL) and the receptor tyrosine kinase Kit in Kit-positive QST
(gastrointestinal stromal tunor).

Researchers have found Givec also inhibits other tyrosine kinases,
including platelet-derived growth factor receptor (PDGR), which have
been shown to be activated in disease pathways that underlie a nunber
of rare hematol ogi c di seases, as well as sone solid tunors.

The new di seases for which divec received approval include one solid
tunor and various rare blood disorders. The solid tumor s
der mat of i brosarcoma protuberans (DFSP), a type of tunpor that begins
as a hard lunp found in the skin of the chest, abdonmen or leg. The
four bl ood di seases incl ude:

e Relapsed/refractory Phi | adel phi a chr onbsone- positive acute |ynphobl astic
| eukemia (Ph+  ALL), a rapidly progressive blood cancer
characteri zed by the presence of the Phil adel phia chronbsone

e Certain forns of nyel odyspl astic/nyeloproliferative diseases
(MDS/ MPD), which involve certain blood cells made in the bone
nmar r ow

e Hypereosinophilic syndronme/chronic eosinophilic |eukem a (HES/ CEL),
which is characterized by the persistent overproduction of
eosi nophils, a certain type of white bl ood cell

e Aggressive systemic mastocytosis (ASM, which is marked by the
presence of too many nast cells, a certain type of white blood
celI.

An approval for newy diagnosed adult patients is still under review
by the FDA. In the European Union (EU), Givec was recently approved
for treatnent of certain patients with Ph+ ALL as well as for adult
patients with a form of DFSP. The EU is also review ng applications
for approval of divec as a treatnent for the three other diseases
MDS/ MPD, HES/ CEL and ASM

About Glivec

In addition to the new indications in the US, divec is approved in
nore than 90 countries including the US, EU and Japan for the
treatment of all phases of Ph+ chronic nyeloid | eukenmia (CM.). divec
is also approved in the EU, US and other countries for the treatnent
of patients wth Kit (CD117)-positive gastrointestinal tunors
(A STs), which cannot be surgically removed and/or have already
spread to other parts of the body (netastasized). In Japan, Qdivec is
approved for the treatment of patients with Kit (CDl117)-positive
G STs. In the EU, divec is also approved for the treatnent of adult
patients with newy diagnosed Ph+ acute |ynphoblastic |eukem a (Ph+
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ALL) in conbination with chenmptherapy and as a single agent for
patients with relapsed or refractory Ph+ ALL, and for the treatnent
of adult patients wth unresectable, recurrent and/or netastatic
der mat of i brosarcoma protuberans (DFSP) who are not eligible for
surgery.

The effectiveness of Givec is based on overall hematologic and
cytogenetic response rates and progression-free survival in CM.,, on
hemat ol ogi cal and cytogenetic response rates in Ph+ ALL, and on
obj ective response rates in G ST and DFSP. There are no controlled
trials denonstrating increased survival.

Glivec contraindications, warnings and adverse events*

The mgjority of patients treated with Givec in clinical trials
experi enced adverse events at sonme time. ©Mst events were of mld to
noderate grade and treatnent discontinuation was not necessary in the
maj ority of cases.

The safety profile of Aivec was similar in all indications. The nost
common side effects included nausea, superficial edemn, ruscle
cranps, skin rash, vomting, diarrhea, abdom nal pain, nyalgia,

arthral gi a, henor r hage, fatigue, headache, j oi nt pai n, cough,
di zzi ness, dyspepsia and dyspnea, dermatitis, eczens, fluid
retention, as well as neutropenia, thronbocytopenia and anem a.

divec was generally well tolerated in all of the studies that were
performed, either as nonotherapy or in comnbination wth chenotherapy
with the exception of a transient liver toxicity in the form of
transani nase elevation and hyperbilirubi maenia observed when divec
was conbi ned with high dose chenot herapy.

Rar e/ seri ous adver se reactions i ncl ude: sepsi s, pneunoni a,
depressi on, convul sions, cardiac failure, thronbosis/enbolism il eus,
pancreatitis, hepatic failure, exfoliative dermatitis, angioedema
St evens-Johnson syndrone, renal failure, fluid retention, edenm
(including brain, eye, pericardium abdomen and |ung), henorrhage
(i ncluding br ai n, eye, ki dney and gastroi ntesti nal tract),
diverticulitis, gastroi ntestinal perforation, t urmour
hemor r hage/ necrosi s, hip osteonecrosis/avascul ar necrosis.

G@ivec is contraindicated in patients with known hypersensitivity to
imatinib or any of its excipients. Wnen of childbearing potential
shoul d be advised to avoid becomi ng pregnant while taking divec.

Disclaimer
The foregoing rel ease contains forward-|ooking statements that can be
identified by term nology such as commtnent, potentially, or

simlar expressions, or by express or inplied discussions regarding
potential new indications for Givec or potential future sales of
Givec, or regarding the long-term inpact of a patient's use of
Givec. Such forward-looking statenents involve known and unknown
risks, uncertainties and other factors that may cause actual results
with divec to be materially different from any future results,
performance or achievenents expressed or inplied by such statements.
There can be no guarantee that Givec wll be approved for any
additional indications in any nmarket. Nor can there be any guarantee
regarding potential future sales of GAivec. Neither can there be any
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guarantee regarding the long-term inpact of a patient s use of
G@ivec. In particular, managenent s expectations regarding divec
could be affected by, anpbng other things, unexpected clinical trial
results, including additional analysis of existing divec clinical
data and new clinical data; unexpected regulatory actions or delays

or government regulation generally; conpetition in general; the
conpany s ability to obtain or maintain patent or other proprietary
intellectual property protection; governnent, industry, and general

public pricing pressures; and other risks and factors referred to in
the Conpany s current Form 20-F on file with the US Securities and
Exchange Commi ssion. Should one or mre of these risks or
uncertainties materialize, or should wunderlying assunptions prove
incorrect, actual results may vary materially from those anti ci pated,
bel i eved, estimted or expect ed. Novartis is providing this
information as of this date and does not undertake any obligation to
update any forward-|ooking statements contained in this docunent as a
result of new information, future events or otherw se.

About Novartis

Novartis AG (NYSE: NVS) is a world leader in offering nedicines to
protect health, treat disease and inprove well-being. Qur goal is to
di scover, develop and successfully market innovative products to
treat patients, ease suffering and enhance the quality of Ilife.
Novartis is the only conpany wth |eadership positions in both
patented and generic pharmaceuticals. W are strengthening our
nedi ci ne-based portfolio, which is focused on strategic growh
platforns in innovation-driven pharmaceuticals, high-quality and | ow
cost generics, human vaccines and | eadi ng sel f-nedication OTC brands.
In 2005, the Goup's businesses achieved net sales of USD 32.2
billion and net incone of USD 6.1 billion. Approximately USD 4.8
billion was invested in R&D. Headquartered in Basel, Swtzerland,
Novartis Goup conpanies enploy approximtely 99,000 people and
operate in over 140 countries around the world. For nore information,

-

pl ease visit http://www novartis,. com
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