A Clinical Investigation to Develop an Evidence Base for the use of Breastlight™ in examining the Breast
Study Backgrounder
About the Sunderland City Hospital Trial

This trial was designed to demonstrate that the current Breastlight model is capable of detecting malignant tumours. The trial was conducted in a symptomatic breast cancer clinic where it was known that there would be a higher percentage of patients presenting with tumours, offering the best opportunity to put the device to test. The trial involved 300 women who were referred to Sunderland City Hospital for breast assessment by their GP. These patients were examined with Breastlight before their standard clinical assessment. The Breastlight examination was compared with mammography, ultrasound and biopsy. The study started in January 2009 and was completed in November 2009.  

Rationale

Previous clinical trials have shown that early prototype devices using the same technology had been effective in detecting malignant tumours. In the University of Aberdeen study, 73% of diagnosed tumours were detected and this figure increased to 83.8% when tumours were over 2cm.1 28.6% of tumours considered non-palpable (1.8cm and under) were also picked up.1 This study was carried out on an earlier device of Breastlight but the intensity and wavelength of the light was identical to that used in the current Breastlight device so the physical characteristics of the light are directly comparable. This trial at Sunderland was designed to demonstrate that the latest design of the Breastlight was also effective. As with the earlier trials this was conducted in a clinical environment by medical professionals in order to establish that the device is effective. 

Study design

Patients attending the symptomatic breast clinic at Sunderland City Hospital were invited to participate in the trial. Consenting patients were taken to a room where a nurse carried out an examination of their breasts with the Breastlight. 
Both breasts were examined and the nurse was not aware which breast was the cause of concern. The nurse then gave an opinion as to whether a shadow was visible during the examination. Photographs were taken of both breasts and these were assessed by a panel of doctors. The patient then went through the standard of care procedures – clinical breast examination, imaging and biopsy. The findings of the Breastlight examination were compared with the final biopsy results. 

Participating patients

The average age of women referred to the Sunderland City Hospital breast clinic was 46 years. A significant proportion were premenopausal (59%). Women had been referred by their GP with symptoms of breast disease such as lumps, pain, nipple discharge, puckering of the skin etc. 

Results

The Breastlight device:

· detected 12 out of 18 malignant tumours, confirmed as positive using biopsy (giving a sensitivity of 67%)
· correctly identified as negative 240 out of 282 breasts (giving a specificity of 85%)

· detected malignant tumours as small as 7mm
Menopausal status, age or density or cupsize of breast did not make any difference to the accuracy or sensitivity of the device. In terms of usage, Breastlight was found to be easy to use. Researchers concluded that Breastlight correlates well in terms of sensitivity and specificity when compared to imaging techniques such as ultrasound and mammography, plus biopsy. 
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