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Ceplene® is being commercially launched and will be systematically
rolled out throughout Europe. To underscore the therapeutic signifi-
cance of Ceplene, we noted that the EMEA, in the summary of its
Annual Report for 2008 stated, “Of the 66 medicines to receive a
positive opinion from the CHMP in 2008, those that are of particular
note include: the first medicine for use as a maintenance treatment
in aduits with acute myeloid leukemia...”
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=piCept continues 1o make progress
and deliver major achieverments for
. When
public in January 2006 we laid out a
clear and boid vision

our shareholders

to gain approval

rochio-
) Onece

that was achieved, we laid out the

stamine dihyd

the Europesan Union,

vision of securing a credible, dyna

marketing partner. Meda AB is that
partner. We now approach the semi-

nal events of North American regula-
tory filing and approval for Ceplene
raintenance of acute
smia (AML).

ad exciting times for all of us.
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new indications. We be n
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EpiCept Corporation

(NDS) for Ceplene is currently under
officlals from Health

active review by ¢

Canada, with a decision expected

[y

late in the third quarter of this year.

In addition, we are nearing completion
of the New Drug Application (NDA)
for the therapy in the United States,
which we anticipate filing this quarter.

We continue to be very optimistic
at the commaercial prospects for

Ceplene in North America. In the

U.S. alone, there are an estimated

000 new AML. patien
lef tial candidates

ts annually

for the Ceplene/IL-2 treatment regi-

men, equail g & commer cial market

by exploring the benefit of its use in

combination with currently marketed

drugs. Two new studies for Ceplene
are expected to take place this year
at will aid us in achigving this goal,
The first will examine the e’ffeo ts of
Ceplene and low-dose Il-2 in com-
bination with Vidaza® {azacitiding) in
the treatment of patients with higher-
risk myslodysplastic syndrome, a
bone marrow disease that can
progress to AML, The study will be
lag by the Groun

sle ‘wm Venroliment

e Francophone des

nce later this year.

This study would likely be followed by

of minimal residuatl di
patients with chro

Th

nic myelold leukemia.
is study is being developed by the
Nordic Chronic Myeloid Leukemia
Study Group, which is comprised of
physicians and researchers in Sweden,
Denmark, Norway and Finland. We
expect this trial o commence enroli-
ment later this year as well,

We are also mov forward with

the post- dpprw<. clinical s,tudy of

maintenance therapy with Ceplene/
-2 onimi yand MRD
emergence in adult patients with AML

ine activa

s AT

Ceplene received approval in the European Union
and will be launched commercially beginning in ; ,fiﬁﬂﬁiﬁww@w@w’”m%f
April 2010, Ceplene is currently under review in

Canada and Israel and will be filed in the U.S.

in 2010, with approval possible in 2011.
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a randomi
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potential of more than $2

y and tolerability tucy will also

Furthermore, there con
uantitative and gualitative

late-stage

no competing podu,
development. Our competitive posi-
tion is further bolstered by the orphan
drug protection grar

inthe US

ed to Ceplene

. as well as in Europe.

in 2010, we also intend to execute on
our strategy to expand Ceplene's label

Vidaza compared to Vidaza alone.

The s
study that will regearch the

econd study will be a Phas

ot of
a regimen of Ceplene and low-dose
IL-2 in combination with Gleevec?

{imatinib mesylate) on the eradication

pharmacodynamic effects of Cey
1L-2 on these patients by morwaioring f
and natural kitler cell phe
their functions
third treatment cycles, Thi
study will enroll up to 150 patients at
approximately 30 centers across

Ality after the fn t and
§ ongoing



pe Sweden, Belgium,
France, the UK., Spain and Haly.

A Valuable Pain Candidate

We believe 2010 will also mark a

ad in the advancement of

EpiCept™ NP-1, a Phase lll-ready

topical prescription analgesic cream
signed to provide long-term relief

walersh

from the pain of peripheral neuropa-
thies, which affects more than 15
mitiion people in the U.S. alone.

EpiCept NP-1 s a highly researched
freatment candidate, having been
studied in over ?.E.%OO patients in seven
clinical trials o date. In s most recently
completed trial, a 360-patient Phase
{ib active comparator clinical trial in
patients with post-herpetic neuralgia
{PHN}, NP-1 achieved statistically

significant pain relief as compared

to placebo and was stat x:wm\ simi-

lar in pain relief to the market leader

i};

gabapentin, and with fewer side effects,

Earlier this vear, we announced tha
NP-1 had received an orphan d:'ug
designation in the U.S. for the treat-
ment of PHN, providing us with mar-

keting exclusivity for &

QVEn years
Orphan drug designation may also
have value in the NDA filing and

review DIocess.

We are currently in the process of
securing a partner for NP-1 to share
in the development costs and ulti-
mately market the product globally.
Ne believe NP-1 represents an excit-
ing opportunity, It is estimated that the
market size for treatments for periph-
eral neuropathies in the L1.S. alone

5

will be §5 billion by 2018, buoyed by
positivi demm,ar ios and the limita
tions of current therapies. We have
been pleased with the interest shown
oy potemiai partners to date and look
forward to updating you on this selec-
tion process as the year progressss,

A Promising Cancer Pipeline

in 2010, we also intend to continue

the progress made with crolibufin™
(ERPC2407), our vascular digruptior
agent (VDA) that nhas demonstrated

superior anti~tumor activity compared

o other VDAs in both

early clinical studies. Last year, we

preciinical and

successiully completed a Phase la

study for the compound that deter-
mined s maximum toleraled dose
and provided evidence of clinical

symptomatic activity and radiogt

svidence of efficacy in en

cancer patients. In 2010, we intend

o initiate a Phase b trial for the com-
pound in combination with the stan-
dard dose of appropriate chemotherapy

3

in several solid tumor typas.

We aiso anticipate that additional

clinical progress will be shared in
2010 on Azixa™--- a compound dis-
covered by EpiCept and licensed to
Myriad Genetics Inc. as part of an

exclusive, worldwide development

and commercialization agresment.
009, Myriad Pharma

nnounced interim results

In November 2
ceuticals
of one of its Phase Il trials of Azixa in
melanoma metastases in which 10 of
the 22 patients trealed achieved sta-
ble dis@ase and two patients achieved

confirmed partial responses. These

AROY
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EpiCept™ NP-1 Phase Il development has demonstrated proven analgesic

activity and the product is ready for global partnering. U.S. orphan drug
protection in post-herpetic neuralgia was obtained in early 2010.

N

sive resulls i

y FPhase 1 trials. The

impres T our view alone

merit advance o
continued advancement of Axiza rep-

generating

resents a valuable reve
opportu At‘y‘ for us, with the dosing of
the first patient In a Phase il trial for
Azixa triggering the next milestone
payment, which we anticipate will
oceur in 2010.
Confidence in the Future
2009 was a year in which we mad
substantial progress towards our
goal of transforming EpiCept into a
profitable, oncelogy-focused, spe-
cialty pharmaceutical company. Our
confidence and excitement grow

nroach i

h each step as we ap

geal's on. We have sought to

5

with cur quarterly conferance cal

S

and the many investor pres
we made throughout the year. While
wa are pleased with the Company’s
progress to date, we recognize the

that lay ahead, and

2010

many challenge
we welcome your
and beyond.

support in

Loaking Forward
We

continue

keenly aw
0 bel

resources and o preserve our capital.

lighly efficient with our

In 2010, we will continue to focus on

the advan ent of cur most promis

ing candida and on

as In our pipeline
regulatory pursuits that pr'()\:ide the

highest near-term growth potential

for our Company.

We have a clear path forward to bui
value for our xh arenolders
ing year
on the following objectives:

in the com-
This path forward is focused

«  Succ

curope

« Filg an NDA for Ceplene in the U5,

=  Recelve a decision on the NDS

g for Ceplene in Canada

*  Secu

ure a partner for EpiCept NP-

oM our partngr

e Share progress f
Myriadt's Phase |l brain cancer trial
for Azixa, and

Phase b combination

I for crolibulin.

2010 is

in our avolution towards becoming

poised 1o be a pivotal year

a growing and profitable commaercia

fey

wve we have the

entarprise. We beal
sand s
to capitalize on all of the opportunities

taients, asset egy nesded

before us. In conclusion, we would like

to thank our employeas for their con-
fnued de
EpiCept, without which our continued
e possible.

would not b

SUCCess

[

e

Robert G. Savage
Chalrman of the Board

Ve CNE_
Jack V. Talley
President and Chief Exacutive Officer
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-EPICEPT

CORPORATION

Corporate Headquarters
777 Old Saw Mill River Rd.
Tarrytown, NY 10591
Phone: 914-606-3500

Germany

GoethestraBe 4

D-80336 Munich, Germany
Phone: 011-49-89-680872-0
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