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Sepsis is a Global Health Threat
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Emerging Challenge of Antimicrobial Resistance
6 of the 18 most alarming antimicrobial resistance 
threats cost the US more than $4.6 billion annually

• Vancomycin-resistant Enterococcus (VRE)

• Carbapenem-resistant Acinetobacter species

• Methicillin-resistant Staphylococcus aureus 
(MRSA)

• Carbapenem-resistant Enterobacterales (CRE)

• Multidrug-resistant (MDR) Pseudomonas 
aeruginosa

• Extended-spectrum cephalosporin resistance in 
Enterobacterales suggestive of extended-
spectrum ß-lactamase (ESBL) production

https://www.cdc.gov/drugresistance/covid19.html
https://www.cdc.gov/drugresistance/pdf/covid19-impact-report-508.pdf
8. American Hospital Association (2022). AHA annual survey database. Retrieved from http://www.ahadata.com/ 

https://www.cdc.gov/drugresistance/pdf/covid19-impact-report-508.pdf
https://www.cdc.gov/drugresistance/pdf/covid19-impact-report-508.pdf
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Value of Rapid Diagnostic Testing in Bloodstream 
Infections is Well Established 

Molecular Diagnostic Limitations

• Until now, Rapid Diagnostic Testing has been 
primarily limited to Molecular Identification and 
Genotypic Resistance testing

• For gram-negative bacteremia, phenotypic
susceptibility is critical due to myriad 
mechanisms of resistance

• Selux provides this mechanism agnostic, rapid 
phenotypic option
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Overview of Selux Rapid AST Technology

Redefining Speed
• Same shift AST results in ~5.5 hours
• Assays to determine true MIC value without waiting for organism death
• AST with gram type only – Selux can run AST without organism ID
• Optimizes workflow and time to result

Comprehensive Panels with Accurate Results
• 384-well plate to test all clinically relevant antibiotics in parallel
• Capacity to expand as new antibiotics become available
• Reduction in reflex testing
• Updated breakpoints for accurate results & broad dilution series for future updates

Sample Types
• Isolated colonies
• Positive blood cultures
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Selux Rapid AST Platform – System Overview

1
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AST in Blood Stream Infections Today
Limited innovat ion in 20+ years
 Microscan (19 80), Vitek 2 (2000), & Phoenix 2001
 18- hour subculture  required
 Longer automated run t ime  leading to next  day AST Result
 Pane ls with limited bug/ drug combos & no room for expansion
 Outdated breakpoints without  dilut ion se ries to mee t  new requirements
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Selux Rapid AST
Provides Comprehensive  AST Informat ion Days Sooner
 No subculture  required (Separator creates a tuned bacte rial 

concentrate  from PBC in ~4 5 min)
 Average  AST run t ime  under 6  hours
 Extensive  bug/ drug combinat ions with room for expansion as new 

ant ibiot ics emerge .
 Latest  FDA and CLSI breakpoints with extensive  dilut ion se ries to 

mee t  new requirements
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Workflow for Selux Rapid AST

• The approach for document ing the  procedure  in the  medical record will vary by provider
• Documentat ion Example

− Notes ant i- suscept ibility test ing in the  order se t  in the  medical record under Laboratory results, 
Microbiology, e ither with the  Culture  result  or under Suscept ibility
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Summary

• Selux Rapid AST Platform is a breakthrough designated device that is awaiting FDA authorization.
- Selux has applied for NTAP for Selux Rapid AST Platform as part of the FY 2024 cycle.

• Proposed indication: The Selux DPBC-AST Platform is intended for in vitro diagnostic (IVD) use in 
the clinical microbiology laboratory for automated quantitative AST by minimal inhibitory 
concentration (MIC) of aerobic and facultative anaerobic gram-negative bacteria separated from 
monomicrobial positive blood culture bottle samples.

• There is no existing code that accurately describes the Selux Rapid AST Platform. Thus, Selux 
requests the creation of a new ICD-10-PCS code that describes this type of technology.
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Thank You
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