Data on Investigational Drug TMC207 for Treatment of MDR-Tuberculosis, Published in New
England Journal of Medicine
Clinical Activity Of TMC207 shows ATP-Synthase is a Viable Target for treatment of TB
[Mechelen Belgium, June 3, 2009] -Interim results from an ongoing phase 2, randomized, placebo-controlled trial of the
investigational drug TMC207 for the treatment of multidrug-resistant tuberculosis (MDR-TB) were published in the New England
Journal of Medicine today. TMC207 is being developed by Tibotec BVBA. The data show that the addition of TMC207 for eight
weeks to a 5-drug background regimen, in patients with multidrug-resistant tuberculosis (MDR-TB), resulted in a significant
increase in the proportion of patients achieving a negative sputum culture and a shorter time to sputum culture conversion
compared with the background regimen alone.
"The results of this study are highly encouraging news for the treatment of tuberculosis," said Peter Donald M.D., Professor
Emeritus, Stellenbosch University in Capetown, South Africa. "Not only is this an agent with a radically different means of action,
but it shows potential to shorten the treatment of tuberculosis in the foreseeable future, something the tuberculosis community
has been hoping for years."
Treatment of TB is protracted and burdensome. MDR-TB is currently responsible for an estimated 490,000 incident cases of
TB and 110,000 fatalities worldwide each year1. MDR-TB requires extended treatment for at least 18 months with second-line
drugs that are less effective and associated with more side effects than first line regimens2. This underscores the need for
effective drugs with the potential to shorten and improve MDR-TB treatment outcomes.
TMC207 is being investigated as part of a combination therapy for the treatment of MDR-TB. The results reported are from the
first stage of a two-stage Phase II randomized placebo-controlled trial. Forty-seven hospitalized patients with newly diagnosed
multidrug-resistant pulmonary TB were randomized to receive TMC207 (400 mg daily for 2 weeks, followed by 200 mg threetimes weekly for 6 weeks) (n=23) or placebo (n=24) in combination with a standardized 5-drug background second-line
antituberculosis regimen. Six subjects (3 in each treatment group), discontinued the study prematurely. This first stage was
conducted in South Africa, where the prevalence of MDR-TB is particularly high.
The results of bacterial culture of sputum showed more patients were TB culture-negative at 8 weeks in the TMC207 group,
47.6% versus 8.7% in the placebo group. In addition TMC207 reduced the time to culture conversion. The probability of
becoming culture negative on any given day within the 8-week treatment period was 11.8 times higher in the TMC207 group,
versus in the background regimen alone hazards ratio (95% CI): 11.8 (2.26, 61.3); p=0.003 by Cox regression analysis. Mean
sputum colony-forming units (CFU) count declined more rapidly in the TMC207 than in the placebo group. Most adverse events
were mild to moderate and only nausea occurred more frequently with TMC207 than with placebo (26% vs. 4 %). One subject
in each treatment group experienced a serious adverse event, neither of which was considered to be related to the study
medication. The data obtained validate ATP synthase as a viable target for the treatment of TB.
"The nearly half a million estimated new cases of MDR-TB annually highlights the urgent need for a paradigm shift in the way
this disease is being tackled," said Roger Pomerantz, President, Tibotec Research & Development. "The development of
TMC207 is a tribute to the dedication of our scientists, to innovation and to the commitment of our company to accelerating the
development of new drug regimens for tuberculosis."
TMC207 is a diarylquinoline that offers a novel mechanism of action by specifically inhibiting mycobacterial ATP-synthase3,
responsible for the cell's energy production. In vitro, TMC207 potently inhibits both drug-sensitive and drug-resistant M.
tuberculosis isolates and is bactericidal against both actively replicating tubercle bacilli and non-replicating bacilli4. The safety
and efficacy of TMC207 are being further evaluated in ongoing and future trials.
The second stage of the study, which will evaluate efficacy following 24 weeks of treatment, is currently ongoing with active
recruitment in South Africa, Peru, Latvia and Russia. Results from the second stage of the study are expected to be available
in 2010.
About Tibotec
Tibotec BVBA, based in Mechelen, Belgium, is a pharmaceutical research and development company, with offices in Yardley,
PA and Co Cork, Ireland. Tibotec is dedicated to the discovery and development of innovative HIV/AIDS drugs and antiinfectives for diseases of high unmet medical need.
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(This press release contains "forward-looking statements" as defined in the Private Securities Litigation Reform Act of 1995.
These statements are based on current expectations of future events. If underlying assumptions prove inaccurate or unknown
risks or uncertainties materialize, actual results could vary materially from Tibotec BVBA and/or Johnson & Johnson's
expectations and projections. Risks and uncertainties include general industry conditions and competition; economic
conditions, such as interest rate and currency exchange rate fluctuations; technological advances and patents attained by
competitors; challenges inherent in new product development, including obtaining regulatory approvals; domestic and foreign
health care reforms and governmental laws and regulations; and trends toward health care cost containment. A further list and
description of these risks, uncertainties and other factors can be found in Exhibit 99 of Johnson & Johnson's Annual Report on
Form 10-K for the fiscal year ended December 28, 2008. Copies of this Form 10-K, as well as subsequent filings, are available
online at www.sec.gov, www.jnj.com or on request from Johnson & Johnson. Neither Tibotec BVBA nor Johnson & Johnson
undertake to update any forward-looking statements as a result of new information or future events or developments.)

