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Sepsis Dx Challenge: Decisions Still Rely On Clinical Variables
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Critical unmet need in diagnosing sepsis: No diagnostic gold standard and delayed diagnosis increases mortality and cost

Lack of a rapid, sensitive, reliable diagnostic test to provide physicians with actionable results to rule in sepsis with high confidence and expedite 

intervention with prompt therapeutic administration for a potential life-threatening situation



Addressing the Sepsis Dx Workflow Challenges
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The Immunexpress Solution – SeptiCyte® Technology
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SeptiCyte LAB FDA 510K Validation And Clinical Impact
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SeptiCyte RAPID: A Sample-To-Answer Platform For SeptiCyte LAB



SeptiCyte RAPID Intended Use And Correlation With Predicate Device

*Miller, Lopansri, Burke, et al. Validation of a Host Response Assay, SeptiCyte 
LAB, for Discriminating Sepsis from Systemic Inflammatory Response Syndrome 
in the ICU. Am J Respir Crit Care Med. 2018 Oct 1;198(7):903-9
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SeptiCyte RAPID Ability To Differentiates Sepsis vs SIRS

R Brandon et al. Clinical performance of a rapid sepsis test on a near-patient molecular testing platform. #P481 

ISICEM 2020 Brussels

Miller R, Lopansri B, McHugh L, Rapisarda A, Seldon T, Burke J. 2015. Validation of a novel host response assay 

to distinguish SIRS and sepsis in critically ill patients. Am. J Respir Crit Care Med . 2018 Oct 1; 198(7):903-913
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SeptiCyte RAPID – Sensitivity and Specificity (N=356)
SeptiSCORE RANGE (0-15) INCREASES WITH PROBABILITY OF SEPSIS

BAND 3
Performance Estimate**

Lower (Forced) Upper (Consensus)

Cohort size (N) 356 324

Specificity 0.89 0.90

Sepsis probability 79% 80%

SIRS probability 21% 20%

Likelihood Ratio 5.12 5.90

0 15

* Band 2 results indicate an INTERMEDIATE RISK of sepsis. SIRS probability = 66 – 69% ; Sepsis probability = 31 – 34%

** Upper and lower performance estimates are defined as a range based on the confidence in the reference method (retrospective physician

diagnosis). Lower estimates include indeterminate cases. Upper estimates only include cases with a consensus diagnosis by the physician panel.

LOW RISK OF SEPSIS HIGH RISK OF SEPSIS

SEPSIS
BAND 1 BAND 3

SIRS SEPSIS
BAND 2*

BAND 1
Performance Estimate**

Lower (Forced) Upper (Consensus)

Cohort size (N) 356 324

Sensitivity 0.92 0.93

Sepsis probability 13% 10%

SIRS probability 87% 90%

Likelihood Ratio 0.20 0.17

5.0 7.4
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Diagnosing Sepsis – Clinical Workflow in Sepsis Low Risk 
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Diagnosing Sepsis – Clinical Workflow In Sepsis High Risk 
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Proposed SeptiCyte RAPID Clinical Utility

A unique ICD–10 code for 
SeptiCyte RAPID would… 

1)Impact ease and accuracy of 
sepsis coding 

2)standardize sepsis research 
studies or assessments

Ultimately driving adoption in 
the sepsis clinical workflow to 
improve healthcare and 
economic outcomes.

*Infection negative systemic inflammation

12



Where Coders Can Find SeptiCyte RAPID ?

Individual

Care Provider orders tests 
individually under a sepsis 
order set. eg:

Laboratory Tests

❑ CBC, diff and platelets

❑ Bilirubin

❑ Lactate

❑ BUN and Creatinine

❑ CRP

❑ SeptiCyte RAPID

❑ Troponin

❑ PCT

❑ IL6

❑ ESR

❑ Glucose

❑ d-Dimer

❑ INR

❑ Urine for UA and culture

Blood Culture

Inclusive

Developed by multidisciplinary 
sepsis team. Reviewed by 
medical staff, nursing and 
pharmacy. Care Provider marks 
a box in the order sheet to 
cover initial laboratory 
evaluation. Care provider must 
enter others as needed:

❑ Sepsis initial evaluation
laboratory tests:

Includes CBC, Diff, platelets, 
Lactate, urine for UA and 
culture, blood culture and 
SeptiCyte RAPID

Other, add as needed:

❑ BUN and Creatinine

❑ CRP

❑ Troponin

❑ PCT

SeptiCyte RAPID could be 
found… 

1)Ordered within the hospital
Sepsis Order Set

2)Results reported in Patient
Lab tests

3)Results documented or
discussed by Care Provider in 
progress notes or
discharge report.

Sepsis Order Sets  – 2 models
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A Unique Code For SeptiCyte RAPID Should Be Included in the ICD-10 PCS

• Immunexpress received FDA clearance for SeptiCyte® LAB, the 1st host response gene signature assay 
for differentiating sepsis from SIRS, in 2017

• SeptiCyte® RAPID is the 2nd generation of this predicate device and has demonstrated equivalent 
performance, generating strong analytical & clinical data.

• Immunexpress submitted the 510K for SeptiCyte RAPID December 23rd. Combined clinical data easily 
passes primary endpoint. FDA clearance is anticipated Q2 2021

• Current ICD-10 codes do not describe a host response gene signature assay for differentiating sepsis 
from SIRS generating results in 1 hr.  All other diagnostic tests in this category are for pathogen 
identification or non-specific single biomarkers.

• Inclusion of a unique code will assist in diagnostic reporting purposes

• Widespread usage of SeptiCyte RAPID would address a critical unmet diagnostic challenge in sepsis 
workflow and enable more precise sepsis coding
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