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THE AIM OF OUR STUDY:

Invasive Candidiasis (IC) diagnosis is currently witnessing a growing need for nonculture-based tests to enhance sensitivity and specificity of the
available culture-based and biomarker testings. Given the potential role of real-time Candida PCR in satisfying this need by detecting Candida species
directly from clinical samples, we aimed to:

- determine the sensitivity, specificity, positive predictive value (PPV) and negative predictive value (NPV) of a real-time Candida PCR and,
- design an algorithm into which Candida PCR can be incorporated into patient's care and shed some light on the possible outcomes of combination
testing.

MATERIALS AND METHODS:

We performed a retrospective analysis to evaluate the performance of a commercially available OLM CandID real-time PCR (OLM Diagnostics,
Newcastle-upon-Tyne, UK) In our setting. e collected surplus serum from 110 samples previously drawn for 3-D-Glucan testing (B-D Glucan Test
Wako, Wako Pure Chemical Industries) per our routine diagnostic procedures. The collected sera comprised cases of possible, probable and proven IC
following the EORTC/MSGERC criteria based on reported bloodculture (BC) and B-D-Glucan (BDG) results.

RESULTS AND CONCLUSIONS:

A total of 40 (40/110) sera have been tested and the PCR performance results showed a 100% specificity (23/23), 64,7% sensitivity (11/17), 100% PPV
(11/11) and 80% NPV (23/29). The only 2 initially false positive PCRs were later confirmed by BC; anticipating BC results by 3 and 5 days,
respectively. False negatives were attributed to possible BC catheter contamination and pre-analytical DNA degradation given the retrospective nature
of the study:.

On the light of those preliminary results, we have designed a diagnostic algorithm (Figure 1) with the BDG as the primary test and the Candida PCR
as a complementary test to BC.

Our analysis provided promising results with excellent concordance between molecular and culture identification. Therefore, we aim to implement the
Candida real-time PCR into our routine practice upon the completion of the retrospective study.

Given the high NPV of BDG assay, the use of BC as a gold standard for IC diagnosis and the Candida PCR’s high PPV suggested by our preliminary
results, our diagnostic algorithm points to the use of BDG as a screening test and the Candida PCR as a complementary test to BC, factoring in clinical
suspicion based on the EORTC/MSG criteria.

Moving forward, we aim to further expand our sample size and evaluate the sensitivity of our algorithm, rather than the PCR's sensitivity on its own, to
achieve a more accurate reflection of the PCR's clinical performance. Furthermore, we aim to test the PCR’s performance on other clinical samples
such as peritoneal fluids and biopsies in patients with high risk for deep-seated candidiasis.
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