Multicentric Screening Study — Brazil

Objective
Evaluate the effectiveness of Celbrea® as an adjunct screening and diagnostic tool alongside
clinical breast examination (CBE) in a large multicentric population.

Methods

This study enrolled 1,009 women from 16 centers in Brazil for screening or due to breast
symptoms.

Celbrea® was used in combination with CBE. Patients with abnormal findings were referred
for biopsy.

The combined use aimed to assess whether Celbrea® could improve the confirmation of
suspicious or normal clinical findings.

Key Results

* When CBE was suspicious and Celbrea® was positive, the probability of cancer was 94%.

¢ When CBE was normal or doubtful and Celbrea® was negative, the probability of being
cancer-free was 98%.

Importantly, when Celbrea® is used in combination with established screening procedures
like CBE, the combined sensitivity and specificity are significantly enhanced.

This dual approach strengthens clinical confidence in confirming the presence or absence of
cancer, providing doctors and patients with more reliable guidance on next diagnostic steps.

Conclusions

Celbrea® demonstrated excellent performance when used alongside CBE, offering clinicians
a powerful tool to increase diagnostic accuracy and confidence.

Its high sensitivity, specificity, and predictive values make it a valuable adjunct to established
breast screening practices.

This study was presented and submitted in the Technical Documentation, Annex II, Section 6.2 (‘Clinical
Evaluation’), in accordance with Article 61 and Annex X1V of Regulation (EU) 2017/745.



Table 1: Effectiveness Analysis. CELBREA adjunct to CBE
Celbrea® Effectivity
Sensitivity 94%
Specificity 98%
Negative Predictive Value 94%

Accuracy 96%

No Adverse Events reported
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