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Protelos® significantly reduces non vertebral fracture risk in postmenopausal women with osteoporosis

The results of the TROPOS (Treatment of Peripheral Osteoporosis) study, published today in the Journal of Clinical Endocrinology and Metabolism show that strontium ranelate (Protelos®) significantly reduces the risk of all non vertebral and, in a high risk group, hip fractures over three years.1 The study demonstrated the following results:

· 16% risk reduction in non vertebral fracture (p=0.04)1 
· 19% risk reduction in major fragility fractures (hip, wrist, pelvis & sacrum, ribs & sternum, clavicle and humerus)(p=0.031)1 
· 36% risk reduction in hip fracture in a high risk elderly population (age ≥ 74 years and T score ≤ -3)(p=0.046)1 
· 8.2% increase in bone mineral density at the femoral neck (p<0.001)1 
In addition, Protelos® was also shown to reduce vertebral fracture by 39% (p<0.001)1, a result which reinforces the previous finding published in the Spinal Osteoporosis Therapeutic Intervention (SOTI) study,2 where vertebral fracture risk was shown to be reduced by 41% over three years and by 49% in the first year.2
The double-blind, placebo-controlled study was conducted over five years in 5,091 postmenopausal women with osteoporosis with a main statistical analysis over three years of treatment.1 In line with international recommendations, calcium and vitamin D supplements were given to patients before and during the study; patients were then randomised to receive placebo or Protelos®.1  
Protelos® was well tolerated throughout the study, especially at the upper gastrointestinal level, with an incidence of adverse events not significantly different to placebo.1
Professor Juliet Compston of Addenbrooke’s Hospital, Cambridge and a lead author on TROPOS said, “These results are encouraging as they demonstrate that Protelos has a clear benefit across the full spectrum of fractures.  The data add to the growing weight of evidence supporting the use of Protelos as a first line treatment for postmenopausal osteoporosis.”
It has been estimated that in England and Wales, approximately 180,000 symptomatic osteoporotic fractures occur each year, with around 50% of these fractures occurring in women over the age of 75 years.3  The combined social care and medical costs for treating osteoporotic fractures is estimated to be at least £1.7 billion annually in the UK.4
Professor Tim Spector, TROPOS trialist added, “Hip fractures are very costly to treat and have a greater impact on patients’ health and quality of life than other fractures.  Protelos is one of the only osteoporosis therapies to be studied in such depth in an elderly population and it will be interesting to see how this data will be interpreted when NICE review Protelos next year.”

Protelos was launched in the UK in November 2004 and is licensed for the treatment of postmenopausal osteoporosis to reduce the risk of vertebral and hip fractures.  Protelos® is the first in a new class of drug treatments called Dual Action Bone Agents (DABAs), and is the only osteoporosis drug to simultaneously increase bone formation and decrease bone resorption.  Protelos® is a 2g sachet of tasteless powder to be dissolved in a glass of water.  It should be taken once daily preferably at bedtime and at least two hours after eating. 

Editor’s notes

· The TROPOS study was conducted in 75 centres in 11 European countries and Australia. 

· Servier Laboratories is an independently owned pharmaceutical company based in France. Servier has over 16,000 employees worldwide including 2,500 in research and development. 

· Servier’s commitment to research has resulted in one of the most active product pipelines in the industry. The Company invests over 25% of annual turnover into research, a figure double the industry average.

· Servier’s contribution to improving the management of disease in the UK remains a key priority, with products in the osteoporosis, cardiovascular and diabetes therapy areas.

· Osteoporosis is a progressive bone disease characterised by a loss of bone density and deterioration of the bone structure.  This results in increased bone fragility and susceptibility to fracture.5 At least one in three adult women and one in 12 adult men aged 50 and over will sustain one or more vertebral, hip or other fractures.6
At least one in three adult women and one in 12 adult men aged 50 and over will sustain one or more vertebral, hip or other fractures.4
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