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B:-R-A‘H-M-S Procalcitonin
(PCT) Assay

A high-quality assay
to inform better
treatment decisions

Sepsis is a life-threatening emergency. Infections can lead to sepsis
when the infection triggers an uncontrolled response in the body and
can rapidly lead to deteriorating health conditions and death, if not
treated appropriately. The infection can start before a person goes
into the hospital, however, healthcare-associated infections are

one of the most frequent types of adverse events during hospital
care worldwide.

Procalcitonin (PCT) is a superior biomarker for the diagnosis of serious
bacterial infection and is used primarily to differentiate between
bacterial and nonbacterial drivers of infection. PCT is used to monitor
effective antibiotic treatment, including when antibiotics should be
discontinued. This helps minimize the overuse of antibiotics, which
isamain driver in antibiotic resistance. In fact, the World Health
Organization (WHO) has listed procalcitonin as the only biomarker
eligible to guide antibiotic therapy initiation or discontinuation

of sepsis.

The Vitros B-R-A-H-M-S PCT assay combines the quality of
B-R-A-H-M-S with the power of Vitros to enable clinicians make
faster and better informed treatment plans from diagnosis through
to resolution.

Excellent analytical and operational performance

Measuring range: 0.030-100 ng/mL (0.030-100 pg/L)
LOD: 0.007 ng/mL (0.007 pg/L)
LOQ (claimed): 0.030 ng/mL (0.030 pg/L)
LOQ (observed at 20% CV): 0.013 ng/mL (0.013 pg/L)
Precision at clinical decision points (within lab):
<3.9% at 0.100 ng/mL
<3.5% at 0.250 ng/mL
<3.7% at 0.500 ng/mL
<4.0% at 2.00 ng/mL
<4.1% at10 ng/mL
Calibration interval: 56 days
Vitros system-to-system correlation: within <3.7%
Notimpacted by biotin interference
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Vitros B-R-A-H-M:-S PCT assay delivers:
Trust in results for laboratories:

High analytical sensitivity and specificity

Accurate results through the quantification of
endogenous interferences, hemolysis, icterus
and turbidity

Proven high quality with >6 Sigma metric

Maximize efficiency with long calibration interval
of 56 days

Save time with 96.5% of results delivered to clinicians
without the need for repeat tests

Fast turnaround time of 24 minutes to first result

Protect precious samples with small sample volume
of 30 uL

Confidence in decisions for clinicians:

Early diagnosis of severe bacterial infections and sepsis
to help save lives

Therapeutic guidance for starting and safely stopping
antibiotic treatment

Excellent analytical correlation and clinical concordance
to B-R-A-H-M-S method at clinical decision points
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Vitros B-R-A-H-M-S Procalcitonin Assay

Excellent analytical correlation Excellent clinical concordance 4 N

Clinical concordance to B-R-A-H-M-S Intended use
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Product Vitros Immunodiagnostic Configuration - Theassessment of the degree of severity
code products item and the prognosis of the outcome of
systemic bacterial infection, sepsis,
6905558 B:R-A-H-M-S PCT Reagent 100 tests severe sepsis and septic shock
6905559 B-R-A*H-M-S PCT Calibrator Pack 2 levels, ImL vials Identifying patients that benefit from
antibiotic treatment
6905560 B:R:-A-H-M-S PCT Controls 3levels, ImL vials - Monitoring Ofantibiotictherapywithin
the measuring range
The assessment of successful antibiotic
therapy in patients with suspected or
confirmed bacterial infection
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New QuidelOrtho branding may not be available in all markets, subject to country
specific regulatory approval. Please confirm with your local commercial team.

B-R-A-H-M-S PCT is a trademark of Thermo Fisher Scientific. All other trademarks
are the property of QuidelOrtho Corporation.
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