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Avelox® (Moxifloxacin) IV Granted UK Licence for the Treatment of Community-Acquired

Pneumonia and Complicated Skin and Skin Structure Infections

Newbury, Berkshire, 10" March 2010 — Bayer Schering Pharma is pleased to announce that
Avelox® IV (moxifloxacin HCI, solution for infusion) is now available in the UK for the treatment of
Community-Acquired Pneumonia (CAP) and complicated Skin and Skin Structure Infections (cSSSI)
when antibacterial agents that are commonly recommended for the initial treatment of these
infections are considered inappropriate.* This UK launch follows a recommendation from the
European Medicines Agency (EMEA) for the marketing authorisation of Avelox® IV. This now offers

UK physicians a valuable treatment option in the fight against CAP and cSSSls. ?

“Moxifloxacin retains excellent antimicrobial activity against respiratory pathogens in the UK and
Ireland, as well as MSSA and B.haemolytic streptococci which are commonly associated with
complicated skin and skin structure infections”, said Professor Alasdair MacGowan, Professor of
Clinical Microbiology & Antimicrobial Therapeutics at the North Bristol NHS Trust. “Intravenous
moxifloxacin, therefore, is a welcome addition in terms of antimicrobial chemotherapy for those

patients who have not responded to more standard therapies.”

Approximately 30—-50% of patients admitted to hospital with CAP will initially require treatment with
parenteral antibiotics.® The British Thoracic Society multi-centre study reported a mortality of 5.7%
in CAP in adults in British hospitals between 1982-1983.* Other UK studies have reported
mortalities of 8%°, 12%° and 14%.’

In 2007 it was reported that Skin and skin structure infections (SSSI) were an emerging issue in
healthcare.? Complicated skin and skin structure infections (cSSSIs) are an important healthcare

concern worldwide, as they can be life-threatening and challenging to treat.®
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Avelox IV provides targeted coverage of key pathogens in CAP, including Streptococcus
pneumoniae and atypicals.® It also offers a simple 400mg od dosage regimen in both indications
with no dose adjustment for elderly patients or those with renal impairment.” Initial treatment with

Avelox IV can then be followed by Avelox oral. %3

Moxifloxacin IV provides similar clinical improvement in CAP compared to ceftriaxone
+erythromycin. Five to twenty days after the final dose, the rates of continued clinical resolution
were 85.7% in the moxifloxacin 1V group (138 of 161 patients) and 86.5% in the ceftriaxone

+erythromycin group (135 of 156 patients) (P>.1).*2

A separate study looking at the efficacy, safety and tolerability of moxifloxacin 1V (400mg od)
followed by oral moxifloxacin compared to a comparator regimen of co-amoxiclav 1V (1.2g tds)
followed by oral co-amoxiclav (625 mg tds) with or without clarithromycin (500 mg bd) (IV or orally),
showed that clinical success rates were statistically significantly higher for moxifloxacin (93.4%),
compared to the comparator regimen (85.4% P =0.004). Bacteriological success rates were higher
for moxifloxacin (93.7%) compared to the comparator regimen (81.7%). This was seen despite the

fact that half of the population in this study had severe pneumonia.’®

Over 112 million patients have taken Avelox oral and 4.5 million patients have received Avelox IV

worldwide.*
- Ends -
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About Moxifloxacin

Moxifloxacin is an antimicrobial of the fluoroquinolone class. It is marketed under the brand names
Avelox®, Avalox®, Izilox®, Actira®, Octegra®, Proflox®, Actimax®, Havelox®, Avelon®, Megaxin®and
Promira®. World-wide, moxifloxacin is currently approved in 115 countries for the oral formulation
and 105 countries for the intravenous (IV) formulation. Moxifloxacin has been studied in over 17,951
patients in clinical trials and 134,000 patients in post marketing surveillance studies. Furthermore,

moxifloxacin oral and IV have been used to treat 117 million patients worldwide.

About Bayer Schering Pharma

Bayer Schering Pharma is a worldwide leading specialty pharmaceutical company. Its research and
business activities are focused on the following areas: Diagnostic Imaging, General Medicine,
Haematology & Neurology, Oncology and Women's Healthcare. With innovative products, Bayer
Schering Pharma aims for leading positions in specialised markets worldwide. Using new ideas,
Bayer Schering Pharma aims to make a contribution to medical progress and strives to improve the

quality of patients’ lives.

Further information can be found at www.bayerscheringpharma.co.uk

Forward-Looking Statements

This release may contain forward-looking statements based on current assumptions and forecasts
made by Bayer Group or subgroup management. Various known and unknown risks, uncertainties
and other factors could lead to material differences between the actual future results, financial
situation, development or performance of the company and the estimates given here. These factors
include those discussed in Bayer’s public reports which are available on the Bayer website at
www.bayer.com. The company assumes no liability whatsoever to update these forward-looking

statements or to conform them to future events or developments.

References

! Avelox IV Summary of Product Characteristics. November 2009
2 European Medicines Agency Committee for Medicinal Products for Human Use. June 2009 Plenary Meeting Monthly

Report. http://www.ema.europa.eu/pdfs/human/press/pr/38932609en.pdf. Last accessed on 4th March 2010.

% The British Thoracic Society. Guidelines for the management of Community Acquired Pneumonia in adults: update 2009.
Thorax 2009; 64 (Suppl ) iiil-iii55

* British Thoracic Society. Community-acquired pneumonia in adults in British hospitals in 1982—-1983: a survey of
aetiology, mortality, prognostic factors and outcome. Q J Med 1987; 62: 195-220

UK.PH.GM.AVE.2010.003

Prepared in March 2010


http://www.ema.europa.eu/pdfs/human/press/pr/38932609en.pdf

® White RJ, Blainey AD, Harrison KJ, et al. Causes of pneumonia presenting to a district general hospital. Thorax 1981;
36:566—70.

® Macfarlane JT, Finch RG, Ward MJ, et al. Hospital study of adult community acquired pneumonia. Lancet 1982; 2:255-8.
" Lim WS, Macfarlane JT, Boswell TC, et al. Study of community acquired pneumonia aetiology (SCAPA) in adults
admitted to hospital: implications for management guidelines. Thorax 2001; 56:296—301.

8 Giordano P et al, Skin and skin structure infections: treatment with newer generation fluoroquinolones. Thelr Clin Risk
Manag June 2007; Vol. 3(2)

9 Vick-Fragoso et al. Efficacy and Safety of Sequential Intravenous/Oral Moxifloxacin vs Intravenous/Oral Amoxicillin/
Clavulanate for Complicated Skin and Skin Structure Infections. Infection 2009; 37

1% Finch et al, Randomized Controlled Trial of Sequential Intravenous (i.v.) and Oral Moxifloxacin Compared with
Sequential i.v. and Oral Co-Amoxiclav with or without Clarithromycin in Patients with Community-Acquired Pneumonia
Requiring Initial Parenteral Treatment. Antimicrobial Agents and Chemotherapy 2002. Vol. 46, No. 6

' Anzueto et al, Community-Acquired Pneumonia Recovery in the Elderly (CAPRIE): Efficacy and Safety of Moxifloxacin
Therapy versus That of Levofloxacin Therapy. Clinical Infectious Diseases 2006; 42:73-81

12 Welte et al, Treatment with Sequential Intravenous or Oral Moxifloxacin was Associated with Faster Clinical
Improvement than was Standard Therapy for Hospitalized Patients with Community-Acquired Pneumonia Who Received
Initial Parenteral Therapy. Clinical Infectious Diseases 2005; 41:1697-705

3 Torres et al, Moxifloxacin Monotherapy Is Effective in Hospitalized Patients with Community-Acquired Pneumonia: The
MOTIV Study—A Randomized Clinical Trial. Clinical Infectious Diseases 2008; 46:1499-1509

14 Bayer Schering Pharma data on file. March 2010

UK.PH.GM.AVE.2010.003

Prepared in March 2010


http://www.google.co.uk/url?q=http://www.ncbi.nlm.nih.gov/pmc/issues/146626/&ei=E-GQS4iYEo-RjAeh_omBCw&sa=X&oi=breadcrumbs&resnum=1&ct=result&cd=2&ved=0CAgQ6QUoAg&usg=AFQjCNG5n9PMt1U2S6XiunXgFy-KxYTHSA

