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Acute infections and sepsis, as leading causes of morbidity S 4 / 0.88 for prediction of 30-day mortality, improving AUROCs
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people are assessed annually for acute infection and sepsis in Mulile heterogeneous Development of a PCR format assay. To demonstrate
. . microarray.&RNAs.eq cohorts . .
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to evaluate patients with suspected acute infections or sepsis 104 datasets with 10,000 samples,  Independently validated, distinguishing viral from bacterial infections was
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in the ED are inaccurate or slow. > Analysis of host-response successfully converted into rapid multiplex PCR assays,
Figure 2: Analysis of publicly available microarray and NGS gene expression data sets from

signatures using RNA expression has been described for both cohorts of children and adults with community- and hospital-acquired infection and sepsis ~ With correlation of 0.95 to a NanoString standard based on
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le|agn95|s ana rI.Sk stratification Of. patients with acute non-infectious inflammation, between viral and bacterial infections, and that can predict dlgltal detection and.quantlflcatlon of unique transcripts
infections or sepsis.*’ We here describe the development of the severity of infection. (Fever Metascores) (Fig. 4).
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presence of an infection, ii) the type of infection (viral or Presence of bacterial vs. viral infection. The HostDx Sepsis clinical o _j:_ o
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bacterial), and iii) the severity of the infection using whole performance was validated in 38 independent cohorts. g g .
blood collected in PAXgene® RNA tubes. The HostDx Sepsis ~ Performance for the presence of any bacterial infection in 20 3 . - g -
test is being developed as a cartridge-based, sample-to- pooled cohorts of 1,057 ED/ICU patients incl. kids/adults from all 5 4 ay 5 4 e
answer, quantitative assay with turn-around time of less than continents showed a 94% sensitivity and 60% specificity (99% 1 1 -
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60 minutes (Flg 1) negative predictive value at 15% preva|ence) re5u|t|ng in 3 Virus  Healthy Bacteria Virus  Healthy Bacteria
ED/hospital patient Rapid (15-25 min) negative likelihood ratio (LR-) of 0.1 (Fig. 3). In a prospective Figurze 4: ICorlrelation of results Iget}/ve/en Tagl\/llan)PCRd(zTaql\/lan assayz| di(\j/ideg
- . . : : : Into 2 multiplex reactions, one 5-plex/one 3-plex) and Nanostring standard in
with suspected POC molecular clinical study of 96 pediatric ICU subjects LR- was upheld at 0.15-. blood samples of patients with viral or bacterial infections and controls.
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o ot | Lowted | Lowied | N B xR A TPPREEEL s Emergency physicians rely on a battery of tests with low
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L & e Ml P ] 4 ¥ e response signatures have demonstrated high diaghostic
Figure 1: HostDx Sepsis workflow, sample processing using rapid POC molecular ] W I Saaan and prognostic accuracy. As a rapid (<60 min) triage assay
platform, and potential result readout | ; ; : : :
on a molecular platform HostDx Sepsis allows for
Methods Figure 3: Distinction of infectious from non-infectious etiologies, and between bacterial and improved decision making for antibiotics, downstream
. . . . iral infecti . - )
The generation of validated generalizable gene signatures viral fTectons testing, and level-of-care decisions. Emergency room

The f!nal HostDx Sepsis version will Us€ d machine Igarnmg | physicians showed high interest in these tests (Poster #15170).
algorithm to output separate probabilities of bacterial and viral Reforences:
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Rapid multiplex PCR tests are in development.

from heterogeneous microarray and RNAseq cohorts is
described in Fig. 2.
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