
Oslo Trial Shows Effectiveness of Breast Tomosynthesis

Hologic has announced that a groundbreaking new study published in Radiology, found that the addition of three dimensional (3D)
mammography (breast tomosynthesis) screening technology to a 2D breast screening exam significantly increased cancer detection while
reducing the number of false positives. 

 

The study, "Comparison of Digital Mammography Alone and Digital Mammography plus Tomosynthesis in a Population-based Screening
Program," was led by Per Skaane, M.D., Ph.D. of Oslo University Hospital Ullevaal. The study was based on 12,631 screening examinations in a
large hospital in Norway. 

 

The researchers using Hologic's 3D mammography technology in combination with a 2D mammogram found a significant increase in cancer
detection rates, particularly for invasive cancers, and a simultaneous decrease in false-positive rates compared with 2D mammography alone.
Significant findings include: 

 

A 40% increase in the detection of invasive breast cancers 
A 27% increase in the detection of all cancers (invasive and in situ cancers combined) 
A 15% decrease in false-positive rates 

 

The authors reported that the increase in cancer detection was found across all breast tissue densities, from dense to fatty. At the same time,
there was no increase in the detection of ductal carcinoma in situ (DCIS), which is non-invasive and cited by critics of mammography screening
as potentially being over-diagnosed. 

 

As a result of the large increase in the detection of invasive cancers rather than in situ cancers the authors of the paper state, "Perhaps our most
important observation is that with the mammography-plus-tomosynthesis arm, the actual benefit, in terms of possibly improving outcome owing
to earlier detection, may be larger than merely the difference in the total count or number of detected cancers." 

 

Rob Cascella, Hologic's President and Chief Executive Officer said, "A number of major papers demonstrating the value of 3D mammography
have been published in the last few months. The Oslo trial is the first large-scale prospective study to show the additional cancers found with 3D
mammography in combination with 2D mammography were invasive cancers—the very type of cancers we want to detect and treat early. 3D
mammography is the best breast screening technology to date in that it finds significantly more invasive cancers while also reducing false
positives. Most other imaging technologies for screening require users to compromise specificity (recall rate) for sensitivity (cancer detection).
We believe the value of 3D mammography in breast cancer screening is most compelling." 

 

3D mammography was approved for clinical use for breast cancer screening and diagnosis in the U.S. in February, 2011 and has been available
in countries recognizing the CE mark since 2008. Hologic's 3D mammography technology is in use in 47 states and 30 countries outside the U.S.
Unlike a screening 2D digital mammogram, which involves a single X-ray image of the breast, 3D mammography captures multiple, low-dose
images from multiple angles around the breast. The images are then used to produce a 3D reconstruction of the breast. 

 

 

The study was published online  in advance of print on the Radiology website. 

 

Hologic has a Question and Answer document available on the  investor relations section of Hologic's website.
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