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The Challenge: Diagnostic Uncertainty Driving Abx Misuse

To Treat or Not To Treat? 
…Because bacterial and viral infections are 
often clinically indistinguishable



The Problem: Limitations of Current Diagnostic Solutions

Require access 
to infection site

False alarms due 
to colonizers

Poor performance 
to evolving 
pathogens 

Prolonged time 
to results Difficult to use



Leveraging Host Response to Infection
Prototype Platform
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Oved et al. PloS One 2015

Training-set Validation-set

The Curiosity Study (n=1,002, prospective)
Discovery and Preliminary Validation of BV™ 



Comparator Method for Etiology:
Adjudication by Expert Panel

Labs

Microbiological

Clinical

Follow-up

Radiological

Bacterial, Viral
or Don’t know

Comparator Method for Etiology:
Adjudication by Expert Panel
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External Double-Blind Validation
>1,300 Patients (2013-2017)
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Central lab precision

Rapid results   (<15 min)

Compatible with multiple sample types

Wide dynamic range (pg/ml to ug/ml)

Easy to use

One cartridge per patient

Contains all reagents necessary for the test

Easy sample loading

Contains reservoir for the biological waste

Amenable to large scale manufacturing

BVTM When and Where Needed 

MeMed KeyTMMeMed BVTM



Apollo: Clinical Study to Support FDA Clearance (in progress)

Study specific 
samples

Patient enrollment
(informed consent) ED/Urgent 

Care/Hospital ward

Medical history and 
physical examination 

MeMed BVTM Score

Comparator method 
adjudication by at least three 

independent expert physicians 
(blinded to MeMed BVTM Score)

Disease follow up 
questionnaire

(7-35 days post discharge)

Labs, radiology, microbiology

Diagnostic 
performance of 
MeMed BVTM

Measure of success
Increasing probability of 
bacterial infection with 
increasing test scores

All data entered to
a dedicated eCRF/database



Prototype Solution to address Antibiotic Misuse

Strain information

Robust to colonizers

Robust to evolving pathogens

Inaccessible infection diagnosis

Short time to results

High performance

Easy to use



Movement of these assays through the FDA clearance and 
evaluation in real-world practice is the critical next step

HostDx Sepsis:
Whole blood testing (B, V and Severity)

Multiple Other Promising Assays are in Various Stages of 
Development: e.g. Inflammatix

*In silico analysis test performance. Prospective studies and cartridge development in progress
Shared with permission from O. Lisenfeld, Inflammatix. 
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