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HMD-301 FOR DIAGNOSIS OF BACTERIAL MENINGITIS: NOVEL 
CLINICAL RESULTS PUBLISHED 
 
Hansa Medical’s clinical research partners have conducted a clinical study displaying that the 
diagnostic method HMD-301 is able to diagnose bacterial meningitis with an extremely high level of 
precision. The results of the study have been published in the scientific journal Critical Care 
Medicine, Volume 39, Issue 4, page 812-817.  
 
The clinical study was conducted at the department of infectious diseases at Lund University Hospital and involved 
174 patients, each with a suspected infection of the central nervous system. Of these 174 patients, 41 individuals 
developed bacterial meningitis. Through quantification of the level of HBP in their cerebrospinal fluid, these 
patients could be distinguished with a sensitivity of 100% and a specificity of 99.2%. The study also involved 
comparison laboratory tests, which are currently used in clinical practice for the diagnosis of bacterial meningitis: 
lactate, glucose, total protein level and cell count in the cerebrospinal fluid. The quantification of HBP was the best 
parameter, as regards both sensitivity and specificity, for the diagnosis of patients with bacterial meningitis. 
 
A diagnosis of bacterial meningitis implies that the outer membrane of the brain is infected with bacteria, most 
often Streptococcus pneumonia and Neisseria meningitides. The disease is a serious medical condition requiring 
immediate diagnosis and treatment. Bacterial meningitis has an incidence rate of 1-2 individuals per 100,000 in the 
western world, and the mortality rate is estimated at approximately 34%, in spite of treatment with antibiotics. 
Viral meningitis is a type of meningitis resulting from a viral, rather than bacterial, infection. Viral meningitis 
displays similar clinical symptoms to bacterial meningitis but requires different treatment methods. The diagnostic 
value of HBP quantification lies in both the diagnosis of bacterial meningitis and in differentiating between 
bacterial and viral meningitis. Viral meningitis does not result in increased levels of HBP. The incidence rate for 
viral meningitis is estimated at 5-15 cases per year, per 100,000 individuals. This statistic implies that the incidence 
rate for bacterial and viral meningitis can be estimated at a total of 60,000 to 160,000 cases per year in the USA, 
Europe and Japan. The number of patients investigated at emergency clinics, infectious disease clinics and 
neurology clinics, eligible for a test, is significantly larger than the number of patients infected with the disease. 
Furthermore, HBP quantification may become a method used to measure the effectiveness of treatment for 
bacterial meningitis. Hans Medical assesses the analytical requirement for the diagnosis of bacterial meningitis to 
500,000 per year. 
 
HMD-301 is Hansa Medical’s patented method for the quantification of HBP, which is, primarily, under 
development for early identification and diagnosis of severe sepsis. The analytical method is currently being 
developed towards market introduction in 2012, in collaboration with the British-Norwegian diagnostics company, 
Axis-Shield Diagnostics Ltd. Since the start of the collaboration in 2009, an optimized version of the analysis 
method has been developed and a major clinical study has been initiated. In addition, Axis-Shield has also entered 
into an option agreement with the international diagnostics group Bio-Rad Laboratories, in regards to the 
evaluation of HBP as a biomarker for severe sepsis. The market for the early identification and diagnosis is 
estimated at amount to 3 million analyses per year. Axis-Shield bears all of the expenses attributable to 
development and the agreement entails that Hans Medical has the right to comprehensive royalty payments from 
Axis-Shield for the sale of HBP assays, as well as royalties for up-front payments and milestone payments received 
by Axis-Shield. 
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