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Thank you for having me here….

High precision clinical diagnostics and prognostics  with 
PATHFAST POCT

Medi-lab year-end party 2023



PHC Group Business Domains



What is the PATHFAST TM principle?

W = 343 mm
D = 569 mm
H = 475 mm

Weight
28kg



Assy procedere PATHFAST TM



PATHFASTTM portfolio



PATHFASTTM Marketing Activities



PATHFASTTM Marketing activities: Scientific Webinars



PATHFASTTM Marketing activities: Product Manager Meetings



PATHFASTTM Marketing activities: Testimonials



PATHFAST hs-troponin in ESC guidelines



Why chosing a hs-troponin?



PATHFAST hs-troponin in ESC guidelines: The cut off v alues



PATHFAST hs-troponin is also evaluated for 0/2 hour algo rithm



PATHFAST hs-troponin is also evaluated for 0/2 hour:
The alorithm found



PATHFAST troponin I measured from Whole blood or
plasma show similar performance to Elecsys troponin T in 
terms of accuracy



PATHFAST troponin I measured from Whole blood or
plasma show excellent correlation



Diagnostic and prognostic value of the sex-specific 99th percentile of four high-sensitivity cardiac 
troponin assays in patients 
with suspected myocardial infarction - PubMed (nih.gov)

A new publication from 2023 for PATHFAST hs-cTnI

Key points:

 Use of unisex versus gender specific cut off values were investigated
 Manufacturer Devices implemented: Siemens, Abbott, Roche and PATHFAST
 Results show that application of sex specific 99th percentiles did neither affect 

diagnostic nor prognostic accuracy of PATHFAST hs-cTnI assay
 According to the latest ESC guideline from 2023 the 0/3 hour algorithm is still an

alternative where the faster algorithms 0/1 abd 0/2 hour are not applicable
 Publication is freely available



Biomarkers for sepsis diagnostic and prognosis:
Presepsin and PCT



What is our biomarker Presepsin?
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Presepsin and Guidelines

Presented in the conference of September 2023
In English accessible for free at www.sepsis.gr
Pocket book
One page devoted to presepsin



Presepsin key studies



Presepsin is also established as sepsis biomarker for adul ts:
Risk Stratification

Data from Germany

Data from Peru



Review from Italy



Presepsin in the Emergency Department (ER)



Presepsin in the Intensive Care Unit (ICU)



Presepsin for Early Onset Sepsis (EOS) in neonates

CONCLUSIONS AND RELEVANCE Results of this systematic review and 

meta-analysis suggest that presepsin was an accurate biomarker of 

EOS. Clinical trials are warranted to assess its usefulness and safety to 

reduce early antibiotic exposure, particularly in preterm newborns.

OBJECTIVE To assess presepsin accuracy for the 

diagnosis of EOS.

RESULTS In the primary analysis, among 12 studies 

and 828 newborns of any gestational age, pooled 

sensitivity and specificity were 0.93 (95%CI, 0.86-

0.95) and 0.91 (95%CI, 0.85-0.95), respectively; 

pooled diagnostic odds ratio was 131.69 (95%CI, 

54.93-310.94).

• Presepsin accuracy was not associated with: 

• gestational age, 

• measurement with chemiluminescence

enzyme immunoassay or ELISA testing, 

• country where the study was performed

Poggi C et al. JAMA 2022;176:250

Presepsin accuracy for diagnosis of EOS: The 
largest systematic review and meta-analysis
so far



Presepsin for Early Onset Sepsis (EOS) in neonates

P-SEP levels at T0 are not influenced by perinatal factors, such 

as birth weight, WBC count, delivery mode,

pPROM, IAP and antenatal steroids, in contrast to other sepsis 

biomarkers, such as CRP and PCT. In fact, CRP was found to 

increase by 2.4% for each increase of 100 g of birth weight, 

0.4% for each hour of pPROM, 40% in case of antenatal 

steroids, and 28% in case of IAP and

cesarean section in 200 uninfected preterm newborns during 

the first 4 days of life. 

Moreover, PCT levels increased by 2.2% for each increase of 

100 g of birth weight [13], in case of pPROM and clinical 

chorionamnionitis. 

Thus, P-SEP measured in the first 6 h of life would be a more 

reliable biomarker of EOS than CRP and PCT, as it

is not affected by the most relevant perinatal factors.

Poggi C et al., Clinica Chimica Acta 2020;508:191



Presepsin for Late Onset Sepsis (LOS) in neonates

Poggi C et al., Pediatrics 2015;135:68

METHODS: We prospectively studied 

newborns <32 weeks’ gestational age 

with LOS (n = 19) and noninfected

controls (n = 21) at 4 to 60 days’ 

postnatal age. 

At enrollment, and 1, 3, and 5 days

later, we ascertained the C-reactive 

protein, procalcitonin, and P-SEP in the 

LOS group, whereas P-SEP alone was 

ascertained in the control group.

RESULTS: P-SEP at enrollment was 

higher in the LOS than the control 

group (median 1295 vs 562 ng/L, P = 

.00001) and remained higher 

throughout the study period.



Presepsin for Late Onset Sepsis (LOS) in neonates

Poggi C et al., Pediatrics 2015;135:68

The cutoff value of P-SEP with the 
best accuracy for diagnosis of 
probable LOS was 885 ng/L with a 
specificity of 100%, and sensitivity 
was 94%.



Maddaloni C et al., Int J Mol Sci 2021;22:12154

Presepsin for Late Onset Sepsis (LOS) in neonates



Presepsin measurement in Cord Blood

Priolo F. et al. It J Pediatr 2023;49:35

Cord blood presepsin as a predictor of early-onset neonatal 

sepsis in term and preterm newborns

Maximum Youden’s index was 579 pg/ml for clinical EOS using cord P-SEP 

values



Presepsin: future studies
Italy: The PROPOSE study ClinicalTrials.gov Identifier: NCT05796115

Study design and setting: Multicenter randomized controlled study in level three neonatal intensive care units. 

Methods: Infants of 25+0-31+6 weeks of gestational age without risk factors for EOS will be enrolled in the study. They 

will be electronically randomized into two groups: 

• infants who will receive standard antibiotic prophylaxis for EOS (standard group) 

• infants who will receive PCT/P-SEP-guided antibiotic prophylaxis for EOS (intervention group). 

P-SEP values will be considered pathological when they exceed 800, 812, and 825 ng/L within 3 h of life, and at 

12 and 24 h of life, respectively (these values correspond to the 75° percentile of reference range by Poggi et al. 

Clin Chim Acta 2020).

PCT values will be considered pathological when they exceed 0.6, 26, and 48 ng/L within 3 h of life, and at 12 and 

24 h of life, respectively (these values correspond to the 97,5° percentile of reference ranges and to the upper 

limit of 95% C.l. reported by Chiesa et al. Clin Chim Acta 2011)  



Presepsin: future studies
Italy: Presepsin measurement from unconventional biological fluids
(urine)



PATHFAST BRAHMS PCT completes our portfolio for sepsis
Antibiotic Stewardship (ABS) and sepsis thresholds

By severity By indication



By severity By indication

PATHFAST BRAHMS PCT completes our portfolio for sepsis
Antibiotic Stewardship (ABS) and LRTI thresholds



The common use of Presepsin and PCT



The common use of Presepsin and PCT in combination with q SOFA



Tentative algorithm : Presepsin & PCT for the detection of invasive 
fungal infections



Proposal Prof. Giamarellos based on his clinical ex perience, 
preliminary INSPIRE data for PSEP and his BRAHMS PC T evaluations/ 
experiences: 
A possible algorithm for ER



PROCALCITONIN (PCT) AND PRESEPSIS FOR 2023

MDRO: multidrug-resistant organisms

Use Procalcitonin (PCT) to Guide Early Stop of Antibiotics
• When PCT decreases by at least 80% or when PCT is below 0.50 ng/ml

• ↓ infection-associated adverse events after 180 days

• ↓ 28-day mortality + antibiotic-associated adverse events

• Association with decrease of stool colonization by MDRO and C. difficile

Use Presepsin to Evaluate the Patient
• Better kinetics than C-reactive protein and soluble cytokines

• >350 pg/ml sepsis diagnosis and risk for severe infection: Consider early antibiotics

• Low: consider discharge from the emergency department
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A potential algorithm for ER and chest pain units implementing

biomarkers- multimarker panel

ns

Symptoms of acute chest pain and respiratory problem s

Physical examination, 12-lead-ECG, and other front- line examination  
PATHFAST biomarker panel (POC/ 15 min, or lab)

>29 ng/L <300
pg/ml

> 300
pg/ml

< 0.5
ug/ml

> 0.5
ug/ml

<350,<0.5
pg/ml,ng/ml

> 350,>0.5

pg/ml,ng/ml

Discharge Targeted physical diagnostic procedures/ imaging an d  
specific therapies

1

ACS / MI

Hs-Trop I

AHF

NT-ProBNP Presepsin (evaluation)
PCT (antibiosis)

PE Systemic  
Infection/ Sepsis

D-Dimer

<29 ng/L



New Biomarker on PATHFAST for Infectious disease soon t o
come…. PATHFAST TB LAM Ag test



PATHFAST TB LAM Ag test: the principle



PATHFAST TB LAM Ag test: the principle






