Screening Study Guttman

Objective

To assess the effectiveness of the Celbrea® device as a breast screening tool in a normal
population attending an outpatient clinic. Celbrea® was used prior to standard screening
procedures, including physical examination and mammography.

Methods

Celbrea® was used prior to the standard sequence of screening procedures including physical
examination plus mammography and other procedures.

A total of 2,805 women were enrolled.

The operational definition of a positive screening result was a recommendation for biopsy
based on the full screening work-up. A 'Significant' Celbrea® result was defined as a difference
of 4 or more activated columns between mirror segments.

Key Results

* Negative Predictive Value was exceptionally high at 99.4%, with 2,340 negative Celbrea®
results in 2,353 women with negative clinical screening.

» Notably, 86% of patients with positive clinical screening results had a positive Celbrea®
result, and 87% of patients with negative clinical results had a non-significant Celbrea®
result.

 Disease Prevalence: 4%, Accuracy: 87%, Positive Predictive Value: 19%, Positive Likelihood
Ratio: 6.42, Negative Likelihood Ratio: 0.15

* No adverse event was reported.

Conclusions

This study supports a difference between mirror segments of 4 columns or more as the
optimal criterion for defining a “Significant” (positive) Celbrea® test result to find breast
cancer.

The prevalence of the disease in combination with the negative predictive value supports the
use of Celbrea® as a screening device to detect breast abnormalities and demonstrates
consistent effectivity regardless of age.

This study was presented in Section V (‘Clinical Data Section’) of the 510(k) clearance and was also
presented and submitted in the Technical Documentation, Annex II, Section 6.2 (‘Clinical Evaluation’), in
accordance with Article 61 and Annex XIV of Regulation (EU) 2017/745.



Table 1: Primary Efficacy Results

Celbrea® Effectivity
Negative Predictive Value 99%
Sensitivity 86%
Specificity 87%
Accuracy 87%

No Adverse Events reported

Table 2: Negative Predictive Value by Age Group

Age Group NPV (%)
<25 100.00%

25 - 34 99.31%
35-44 98.75%
45 - 54 99.32%
55 - 64 99.87%

> 65 99.66%
All Ages 99.45%

This study was presented in Section V (‘Clinical Data Section’) of the 510(k) clearance and was also
presented and submitted in the Technical Documentation, Annex II, Section 6.2 (‘Clinical Evaluation’), in
accordance with Article 61 and Annex XIV of Regulation (EU) 2017/745.



Table 3: Sensitivity and Specificity by Age Group

Age Group Sensitivity (%) Specificity (%)

<25 100% 100%

25 - 34 90.9% 83.6%

35-44 84.4% 87.8%

45 - 54 83.9% 87.8%

55 - 64 94.1% 84.9%
> 65 83.3% 86.6

All Ages 86% 87%

Investigator Centers

Memorial Sloan-Kettering Gutman Diagnostic Center and the Strax Institute, New York, NY

Data evaluated by Department of Biostatistics and Epidemiology, Georgetown University
Medical School.

This study was presented in Section V (‘Clinical Data Section’) of the 510(k) clearance and was also
presented and submitted in the Technical Documentation, Annex II, Section 6.2 (‘Clinical Evaluation’), in
accordance with Article 61 and Annex XIV of Regulation (EU) 2017/745.



