Prospective evaluation of the SeptiCyte® Rapid
assay for the identification of systemic infectious

diseases In patients with suspected sepsis

Sophia Benthien!, Cem Ucarer?, Vitalie Mazuru?!, Carsten Zeiner?, Guy Danziger?,

Philipp M. Lepper?, Soren L. Becker!

Introduction

Sepsis Is a pathophysiologically complex
condition with severe Implications for
patients and health care systems, leading to
high morbidity, mortality and disability. In
patients being admitted with suspected
sepsis, the differentiation between an
Infectious and non-infectious aetiology Is
clinically challenging, and there is a lack of
laboratory parameters to distinguish between
both entities. Against this background, the
SeptiCyte® Rapid assay was developed: This
test can detect two specific mMRNA transcripts
(PLA2G7 and PLACS8) that are part of the
host’s Immune response and that are
differentially expressed during the early
phase of systemic infection. While this test is
now commercially available, real-life data on
Its clinical performance are scarce.

Materials & Methods

Between November 2022 and February 2024,
we prospectively enrolled patients with the
clinical suspicion of sepsis (defined as an
Increase In  sequential organ failure
assessment (SOFA) score of 22 within 24
hours) and with antiinfective treatment for
<48 hours on one pneumological Intensive
care unit (ICU) In southwest Germany. After
having obtained informed consent, peripheral
blood samples from the patients were
collected using PAXgene RNA tubes and
subjected to the SeptiCyte® Rapid assay. The
test’s result Is provided as a so-called
SeptiScore, ranging from 0-15, with values
27.4 Indicating a high suspicion of systemic
infection (Figure 1). In parallel, samples from
non-septic control patients from the same
ICU were also analysed. Clinicians were
blinded to these results.
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Figure 1. Possible SeptiScore test result values (ranging from 0 to 15) and
result bands (ranging from 1 to 4) of the SeptiCyte® Rapid assay.
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Results
We recruited 39 symptomatic patients with a
sepsis-like clinical pattern and 18 controls, owing
to a total number of 57 individuals. There were
more males than females (58% vs. 42%) and the
mean age was 63.8 years. Symptomatic patients
had an average SOFA score of 8.7. The mean
SeptiScore® of symptomatic patients was
considerably higher than in controls (Figure 2).

Among the 39 recruited symptomatic patients, 26
had a final clinical diagnosis of infection-related
sepsis. In these patients, microbiological
diagnostics revealed a likely causative agent In
81% (21/26) and 39% (10/26) had positive blood
cultures. Overall, Escherichia coli and other
Enterobacterales were the most frequently
detected pathogens (Figure 3).
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Figure 2. SeptiScores of septic patients and controls on a German pneumological ICU,
November 2022 — February 2024.
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The reagents for the
SeptiCyte® Rapid assay and
the testing platform were
provided free of charge by
the company Immunexpress
(Seattle, USA). The company
had no role in study design,
data collection and analysis,
decision to publish or
preparation of the poster.
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Figure 3. Overview of the most frequently detected pathogens in (A) blood cultures, and

(B) respiratory specimens obtained from patients with a clinical pattern suggestive of sepsis on a

German pneumological ICU, November 2022 — February 2024.

Discussion

In this real-life evaluation on a German ICU, SeptiScores

were higher In

symptomatologies and detectable

patients with sepsis-like clinical
microbiological

pathogens than in controls. Further analysis is ongoing
to evaluate the diagnostic accuracy of the SeptiCyte®

Rapid assay for individual

pathogens and for the

differentiation of individuals with an infectious aetiology

from those with other causes.



