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Tibotec Pharmaceuticals Ltd.

Tibotec Pharmaceuticals Seeks European Marketing Authorization for Investigational
Once-Daily HIV Treatment TMC278

03.09.2010 - 10:10 Uhr, Tibotec Pharmaceuticals Ltd.

Cork, Ireland (ots/PRNewswire) - Tibotec Pharnmaceuticals today announced its subnission of a
Mar keting Authorisation Application (MAA) to the European Medicines Agency (EMA) for TMC278
(rilpivirine, as hydrochloride), an investigational non-nucl eoside reverse transcriptase

i nhibitor (NNRTI) for the treatment of H V. The proposed indication would make TMC278

avail able for once-daily use with other antiretroviral agents in treatnent-naive H V-1-
infected adul ts.

It is estimated that 33.4 million people are living with HV worldwide,[1] 2.3 million of
whi ch are in Europe.[2] Research shows that antiretrovirals have helped to extend life
expectancy for people living with H V.[3] However, new treatnments are needed whi ch suppress
the replication of the virus while also minimzing the occurrence of unwanted side

ef fects.[4]

The TMC278 filing is based on an extensive global clinical devel opment progranmmre invol ving
more than 1,350 patients[5] in over 20 countries. If approved, TMC278 would help to expand
the treatment options for people living with H V.

"Thanks to advances in treatment, people with HV are living | onger than ever before, which
i s made possible by continuous research for new and i nproved treatnments,"” said Eric

Lef ebvre, Medical Director at Tibotec. "The EMA regul atory subm ssion for TMC278 represents
an inportant part of our ongoing commtnent to HV and to hel ping patients receive the
treatment and care they need."

Pendi ng EMA approval, Tibotec will comercialize TMC278 in the European Union. Tibotec has
al so subnmitted new drug applications in the US and Canada, and regul atory subni ssions for
TMC278 in other countries are expected in the com ng nonths. Tibotec has entered into a
Iicense and col | aboration agreement with G lead Sciences, Inc. for the devel opnent and
commercialization of a once-daily fixed-dose conbinati on of TMC278 and G | ead's Truvada(R)
(entricitabine and tenofovir disoproxil (as fumarate)).

About TMC278

TMC278 is an investigational NNRTI, which blocks the reverse transcriptase, a key enzyne the
H 'V virus uses to replicate. The regul atory application for TMC278 is based on the 48-week
results of two pivotal Phase 3 doubl e-blind, random zed studies recently presented at the

I nternational Al DS Congress, known as ECHO ( TMC278- Ti DP6- C209) and THRI VE ( TMC278- Ti DP6-
C215).5 The studi es evaluated the efficacy, safety and tolerability of once-daily TMC278, in
combination with two NRTIs, in treatment-naive H V-1-infected adults, and both reached their
primary objective of denmpnstrating non-inferiority of TMC278 vs. efavirenz in the percentage
of patients achieving an undetectable viral |load (less than 50 copies/nL) at week 48 (with a
maxi mum al | owabl e di fference of 12 percent).5 The studi es showed that TMC278 denopnstr at ed
significant inprovenents in tolerability, with |ower rates of discontinuations due to
adverse events including dizziness, abnornmal dreans and ni ghtmares, and rashes.5

About Ti bot ec Pharmaceutical s

Ti botec Pharmaceuticals, based in Cork, Ireland, is a pharnaceutical research and

devel oprment conpany. The Conpany's main research and devel opment facilities are in Beerse,
Bel gium with offices in Titusville, NJ, USA. Tibotec is dedicated to the discovery and
devel oprment of innovative H V/ AIDS drugs and anti-infectives for diseases of high unnet
nedi cal need

About Ti botec, a division of Janssen-Ci | ag

Ti botec, a division of Janssen-Cilag, brings innovative products for HHV/AIDS to patients in
Europe, the Mddle East and Africa focusing on patients' and healthcare providers' specific
needs in this disease domain. The company will also comercialise medicines to conbat other
viral diseases in the future.

About Janssen-Cil ag
Janssen-Cilag is a leader in traditional and biol ogical medicines in areas such as

gastroenterol ogy, wonen's health, nental health and neurol ogy as well as for pain, oncol ogy,
haemat ol ogy and nephr ol ogy.
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Ti bot ec Pharmaceuticals and Janssen-Cilag are subsidiaries of the Johnson & Johnson famly
of conpani es.

Truvada is a registered trademark of G| ead Sciences, Inc.
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