The Most Clinically Advanced Test Menu
The Simplest to Operate
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Stat Profile Prime Plus is a comprehensive, whole blood
point-of-care analyser that combines blood gases,
electrolytes, metabolites, CO-Oximetry, plus four important
new assays not available on other critical care analysers.
Prime Plus combines maintenance-free, replaceable
cartridge technology for sensors and reagents with
patented, new, maintenance-free, and non-lysing whole
blood CO-Oximetry technology. Prime Plus results are
produced rapidly—in about 90 seconds— and are combined
with bidirectional connectivity and a powerful onboard
data management system.

Important New Tests for Clinicians

Urea (BUN), Creatinine and eGFR

Over 50% of patients admitted to the intensive care unit
(ICU) will develop some stage of acute kidney injury.'
Prime Plus is the only blood gas analyser to provide
optional whole blood urea and creatinine (plus eGFR) tests
for rapid assessment of kidney function.

lonised magnesium (iMg)

Disruptions in the balance of iMg, Na, K, and iCa can

cause cardiac arrhythmias, reduced cardiac contraction,
and cardiac arrest. Prime Plus is the only blood gas

analyser to provide a comprehensive profile

of electrolytes including iMg.

Estimated Plasma Volume

Plasma volume status is one of the top
priorities in evaluating and treating many
different conditions including, shock, sepsis,
congestive heart failure, acute or chronic
kidney disease, chronic pulmonary disease,
as well as general postoperative care.

ePV calculated with the Strauss equation
requires both measured haemoglobin and
measured haematocrit. Prime Plus is the
only blood gas analyser to provide this
critical value.

Mean Corpuscular Haemoglobin
Concentration (MCHC)
Mean corpuscular haemoglobin
concentration provides insight into
certain causes of anaemia, such as iron
deficiency or inability of the body to
absorb iron, chronic low grade

blood loss over time, and

autoimmune haemolysis.

1. Mandelbaum T et al. Outcome of critically ill patients with acute kidney injury using the AKIN criteria. Crit Care Med 2011;39(12):2659-2664.



MicroSensor Card™ Comprehensive
Test Menu

PO, PCO, pH Hct tHb Na Cl K TCO,
iCa iMg Glu Lac Urea Creat/eGFR SO,%
COHb O,Hb MetHb HHb tBil HbF ePV

* All Prime Plus biosensors use proven Nova
technology in a miniaturised, maintenance-free
sensor card format.

* Two MicroSensor cards capture all whole blood
assays including CO-Oximetry.

Prime*
MiaoSensor Card™

PO, PCO; pH Hct tHb
Na {1 K TCO, iCa
iMg Glu Lac SO,
0.Hb COHb MetHb HHb
tBil HbF

Prifiie #
MiaoSensor Card™

Urea (BUN),
(reatinine 205G

* Patent numbers: 95350531, 9933411B2

Disposable CO-Oximeter Technology

CO-Oximetry test menu
0,Hb COHb MetHb HHDb Bil HbF tHb

Stat Profile Prime Plus incorporates a new,
patented’, multi-wavelength optical system that
scans a continuous spectrum of wavelengths to
produce a comprehensive CO-Oximetry panel.
The optical components in contact with blood are
contained in the disposable sensor card.

* Cleaning and deproteinising are
completely eliminated.

 Lysing and all its required mechanical
components are eliminated, along with
lysing and deproteinising reagents. This new
technology reduces maintenance costs and
improves reliability.

Fast Stat Results

Prime Plus’s exceptional throughput easily handles
the high sample workload of a busy critical care
setting. Prime Plus delivers test results in about

90 seconds. Other analysers can require up to four
minutes, even with fewer tests reported.

Clot Protection
Prime Plus’s unique Clot Block™ sample flow path
protects sensor cards from blood clot blockages.



Individual Sensors and Calibrators
Maximise Uptime

Individual sensor cards and calibrator cartridges offer
a significant benefit in analyser uptime compared to
combined sensor/calibrator cartridge systems.

STAT FROFILE

Prife*

New Nova technology cards have fastest replacement time
MicroSensor cards can be replaced and automatically
hydrated, calibrated, and quality controlled in about
one hour. Other combined cartridge systems usually
take one hour to begin the calibration process and
remain unstable with drift, requiring frequent
calibrations for up to 24 hours.

Calibrator cartridges replaced in seconds

Calibrator and quality control (QC) cartridges are
immediately ready to use and easily replaced in seconds.
Replacing only a calibrator cartridge significantly
reduces analyser downtime because it has no warm-up
time, compared to the over two-hour wait for combined
technology reagent/sensor systems.

Individual Sensors and Calibrators
Lower Costs

Individual sensor cards and calibrator cartridges are a low
cost alternative to the inflexibility and waste of combined
sensor/calibrator cartridge systems. For example, an
analyser in a high patient workload setting requires

fewer sensor cards than calibrators, and a low volume
workload setting requires the reverse. In both cases, Stat
Profile Prime Plus eliminates waste and reduces overall
consumable costs by maximising the full life of each card
and cartridge.

Bidirectional Connectivity and
Point-of-Care Management

NovaNet bidirectional middleware for all Nova devices,

Prime Plus and StatStrip Glucose

NovaNet is a single, economical solution for
bidirectional interface of all Nova point-of-care (POC)
devices to the LIS/HIS/EMR. NovaNet ensures timely,
accurate capture of Nova analyser POC test results

for clinicians and managers to retrieve wherever and
whenever needed.

NovaNet

LIS/HIS

Prime Plus

» NovaNet provides bidirectional connectivity to
transfer patient test orders, demographics, admissions,
discharges, and data to Prime Plus analysers.

* POC data is captured seamlessly for medical record
review, retention, and billing.

* POC patient and QC results transmissions are
confirmed with acknowledgments. NovaNet flags and
reports any results that fail to transmit.

* NovaNet’s industry standard HL7, ASTM, or
POCT1-A2 formats are easily implemented with
LIS/HIS/EMR systems.

No third party middleware connectivity costs

NovaNet eliminates the cost of third party middleware
to connect Nova analysers to the LIS/HIS/EMR. For
hospitals that already have third party middleware
connectivity, NovaNet provides remote review and
remote control capabilities for connected Nova
analysers.

Management reports for patient and QC data, devices,
and operators
NovaNet is specifically designed to meet POC program
management and regulatory requirements by capturing
patient testing, QC compliance, and operator records.
A large library of reports is available including:

* Patient abnormal/critical results

* Patient report exceptions

* Daily QC

* QC cumulative statistics

* Sample comments

* Operator certifications

* Corrective actions

* Calibrator and sensor replacements



Remote Review and Remote Control

NovaNet dashboard provides information on analyser connectivity, calibration, QC, reagent, and sensor status.
The dashboard allows POC coordinators to review the status of remote analysers.

NovaNet

Prime Plus ICU

Prime Plus
Lab 1

Prime Plus Lab 2 Prime Plus NICU

Dashboard review Dashboard indicators

* Analysers connected and ready for analysis
* Analysers connected but need attention

* Not connected or communicating

* Analyser lock mode

* Operator certifications

* Daily results / history graph

* Device location

Individuals with password
privileges can view a dashboard
of all connected devices from
anywhere on the network.

High Level Data Encryption and Network Security

As part of Nova’s cybersecurity and protected health information (PHI)
risk protection, Stat Profile Prime Plus analysers and NovaNet middleware
comply with U.S. Homeland Security and U.S. Food and Drug Administration
cybersecurity risk mitigation measures, and U.S. HIPAA PHI security measures.! Prime Plus analysers
provide technical measures to support data protection and are EU-GDPR, UK-GDPR compliant. Utilis-
ing high level proprietary and SSL encryption, the following capabilities can be enabled for Prime Plus
analysers and NovaNet middleware:

* Encryption of the entire hard drive and all PHI data held in Prime Plus and NovaNet databases

* Encryption of all PHI traveling between Prime Plus, NovaNet, and the LIS or middleware

* Lockdown on access to Windows, protecting the Prime Plus and NovaNet operating systems and the

hospital network from malware intrusion

These features provide the highest level of analyser, PHI, and network security of any blood gas analyser.

1. Health Insurance Portability and Accountability Act



Avtomated, True Liquid QC

Liquid QC provides the only reliable test of an analyser

U.S. federal government and many
international government regulations
have eliminated electronic equivalent
QC and are requiring true liquid QC.'

Automated QC complies with U.S. CLIA,
German RiLiBAK, and other international
QC requirements
QC cartridges contain a 30-day supply
of liquid QC material. Controls run
automatically at user-selected intervals.
Prime Plus quality controls:
 Are independent, different
reagents from calibrators.
» Comprise a matrix similar to
patient samples.
 Are analysed as patient samples.
* Follow the same sample pathway as

patient samples, from sample probe
to waste container.

 Challenge all analytical phases
of testing.

e Challenge multiple levels of
each analyte.
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QC statistics and reports are automatically maintained and easily accessed.

Saves time and labour

Maintaining QC is one of the most time consuming aspects of critical care
testing. Prime Plus’s fully automated, onboard liquid QC saves hours of
time each week compared to individualised QC plans (IQCPs) and manually
running controls.

Supplemental Quality Monitoring (SQM)

Stat Profile Prime Plus provides

an automated electronic quality
monitoring supplement to liquid QC.
SQM continuously monitors the status
and performance of all analytical
components (including sensors,
reagents, calibrators, sample integrity,
software, and electronics), providing
real-time, sample-to-sample assurance
of correct performance.
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1. Centers for Medicare and Medicaid Services, Center for Clinical Standards and Quality/Survey and Certification Group. Policy clarification or
acceptable control materials used when quality control (QC) is performed in laboratories. Baltimore, MD: CMS, April 8, 2016.
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Simple, Fast Operation

10-inch wide, high definition, colour touchscreen operation
The large colour touchscreen is easy to read and operate with intuitive prompts.

Three simple steps to initiate
a full 22-test profile

1. Press \@

2. Scan or enter patient ID

3. Press <

| “ﬁ“ | 11:45 pm | ﬂﬂﬂaﬂ
m Full Panel

First Name Last Name

Integrated barcode scanner
The 1D/2D barcode scanner, conveniently located within the sample port, allows for fast, error-free entry of
operator and patient IDs. The optional, wireless, external barcode scanner also allows for positive patient ID,

further eliminating pre-analytical error.

Safety Sample Port
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Syringes can be docked and sampled with hands- Hands-free capillary sampling can be performed
free operation. without adapters.

Samples can be aspirated directly from tubes. QC proficiency ampules can be sampled

Sample transfer to a syringe or capillary is without adapters.
eliminated.



Prifiié+

Only Critical Care Analyser with ePV, iMg,
Urea, and Creatinine

Clinical Importance of ePV

* Fluid overload is increasingly recognised as an important and treatable
risk factor for adverse outcomes in the critically ill.!

 Plasma Volume Status (PVS) is a useful risk marker in ARDS and could be further
assessed as a treatment target.!

* Elevated PVS is associated with greater risk of mortality and fewer ICU- and
ventilator- free days, even after adjustment for age, sex, and degree of critical illness.'

iMg and iCa balance is key to cardiac function
* Jonised calcium (iCa) is an important factor for cardiac contractility.

* Jonised magnesium (iMg) is a natural calcium channel blocker,
regulating cardiac contraction.

* Maintaining a balanced ion ratio is crucial to sustaining normal
cardiac rhythm.

Why measure iMg and not total Mg?
* iMg is the physiologically active and clinically important
form of magnesium.>?
* iMg and total magnesium do not correlate in critically ill patients:

— Up to 85% of hypomagnesaemic critically ill patients
measured with total magnesium have normal iMg levels.>

 iMg monitoring allows for targeted treatment and avoids
unnecessary repeat testing.>?

» Patients with preoperative ionised hypomagnesaemia are nearly twice as likely to
experience AKI-dialysis and in-hospital mortality than normomagnesaemic patients.®

Urea and Creatinine
* Over 50% of patients admitted to the ICU will develop acute kidney injury.’

* The Prime Plus provides Urea and creatinine (plus eGFR) tests for rapid
assessment of kidney function.

References
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STAT PROFILE

Prime*

Most Comprehensive Critical Care Analyser for the ICU

24 tests including new tests for iMg, Urea, Creatinine and ePV

Blood gases
pH PCO. PO, $0.%

Electrolytes
Na K iCa iMg Cl TCO,

Metabolites
Glu Lac Urea Creat/eGFR

Haematology

(0-Oximetry
0:Hb COHb MetHb HHb 1Bil HbF

Broadest elecirolyte panel for full
assessment of elecirolyte status

Results in about 90 seconds

Maintenance -free measurement sensors
Automated liquid QC

Bidirectional connectivity with comprehensive
cybersecurity profection
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Prifiié+

Comprehensive Critical Care Analyser
with Broadest Test Menu

Stat Profile Prime Plus provides a comprehensive whole blood test menu including blood gases, electrolytes, metabolites,
haematology, and non-lysing CO-Oximetry for critical care testing in any hospital department. Prime Plus is always ready at
the point of care for stat analysis of up to 24 critical care analytes in about 90 seconds.

pH PCO; PO: Na K iCa iMg Cl TCO: Glu Lac Hct Hb ePV $S0:% MCHC O:Hb COHb HHb MetHb iBil HbF Creat/eGFR Urea

Clinical Importance of ePV

* Fluid overload is increasingly recognised as an important and treatable
risk factor for adverse outcomes in the critically ill.!

* Plasma Volume Status (PVS) is a useful risk marker in ARDS and could
be further assessed as a treatment target.!

* Elevated PVS is associated with greater risk of mortality and fewer
ICU- and ventilator- free days, even after adjustment for age, sex,
and degree of critical illness.!

iMg and iCa balance is key to cardiac function
* Jonised calcium (iCa) is an important factor for cardiac contractility.

* Jonised magnesium (iMg) is a natural calcium channel blocker,
regulating cardiac contraction.

* Maintaining a balanced ion ratio is crucial to sustaining normal
cardiac rhythm.

Why measure iMg and not total Mg?

* iMg is the physiologically active and clinically important form of magnesium.>*

* iMg and total magnesium do not correlate in critically ill patients:

— Up to 85% of hypomagnesaemic critically ill patients measured with total magnesium
have normal iMg levels.>*

* iMg monitoring allows for targeted treatment and avoids unnecessary repeat testing.>’

* Patients with preoperative ionised hypomagnesaemia are nearly twice as likely to experience AKI-dialysis and in-hospital
mortality than normomagnesaemic patients.®

Urea and Creatinine
* Over 50% of patients admitted to the ICU will develop acute kidney injury.’
* The Prime Plus provides Urea and creatinine (plus eGFR) tests for rapid assessment of kidney function.
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Flexible Point-of-Care Analyser
Serves ALL Departments

Standardise on One Platform
Stat Profile Prime Plus can provide various whole blood tests for critically ill patients in any hospital department including the
ICU and ED, as well as outpatient centers, clinics, and urgent care centers.

Prime Plus’s MicroSensor Card™ technology and calibrator and QC cartridges offer the flexibility to meet the specific test
menu and throughput needs of any care setting or patient population. Tests include:

pH PCO; PO; Na K iCa iMg Cl TCO. Glu Lac Hct Hb ePV $0:% MCHC O:Hb
COHb HHb MetHb 1Bil HbF Creat/eGFR Urea

Choose:
* Blood gases, electrolytes, and metabolites with non-lysing CO-Oximetry.

* Blood gases, electrolytes, and metabolites without CO-Oximetry.
Prime Plus provides measured Hb, Het, and SO:2% without the need
for CO-Ox, reducing costs for departments that don’t use it.

* Creat/eGFR and Urea tests on a separate MicroSensor Card.

» MicroSensor Card, calibrator, and QC cartridge sizes for high and low
sample throughput, which eliminates the waste of unused cartridge life
and reducing costs.

Total Quality Management
Prime Plus features dual quality systems to provide continuous, real-time
verification of analyser performance:
* Automated, liquid QC—provides the only true test of analyser performance.
It is EP23 A compliant and saves hours of labour each week compared to manual
QC or developing an individualised QC plan.

» Supplemental Quality Monitoring provides continuous, real-time, and automated
performance verification of all analytical components between QC intervals.

Maintenance -Free Testing
Prime Plus’ maintenance-free cartridges for sensors and reagents are easy to replace, allowing staff to focus on patient care.

Clot Protection

Clot Block technology “blocks™ or traps a clot in the sample probe where it can be easily flushed out. Clots are blocked from
entering the MicroSensor Card preventing prolonged downtime or loss of card life.
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Fast and Flexible Blood Gas/Critical Care Analyser
for Respiratory Care

Fast Testing
The Stat Profile Prime Plus whole blood critical care analyser features automated quality control (QC) calibration
so it’s always ready at the point-of-care for stat analysis of up to 24 critical care analytes in about 90 seconds.

Comprehensive, Configurable, and Flexible
Prime Plus provides up to 24 user selectable tests, including new tests for ionised magnesium—a critical yet underutilised
electrolyte test—and Urea and Creatinine/eGFR tests for kidney function. Prime Plus’s MicroSensor Card™ technology
and calibrator and QC cartridges offer the flexibility to meet the specific test menu and throughput needs of any care setting
or patient population.

* Choose blood gases, electrolytes, and metabolites with or without
non-lysing CO-Oximetry. Prime Plus provides measured Hb, Hct,
and SO,% without the need for CO-Ox, reducing costs for
departments that don’t use it.

* MicroSensor Card, calibrator, and QC cartridge sizes accommodate
high and low sample throughput, eliminating the waste of unused
cartridge life and reducing costs.

Maximum Uptime
* Prime Plus maximises analyser uptime—and the time point-of-care
staff can spend with patients—by using maintenance-free
cartridge technology.

* Snap-in calibrator and QC cartridges can be replaced in seconds.

* Nova’s MicroSensor cards can be replaced, calibrated, and QC
verified in one hour.

Total Quality Management
Prime Plus features dual quality systems to provide continuous, real-time verification
of analyser performance:
* Automated, liquid control analysis provides the only reliable test of analyser performance.
It is EP23 A compliant and saves hours of labour each week compared to manual QC or developing
an individualised QC plan.
 Supplemental Quality Monitoring provides continuous, real-time, and automated performance
verification of all analytical components between QC intervals.
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Prifiié*

lonised Magnesium (iMg) Monitoring Reduces
Ventilator Days and Improves Patient Outcomes

Hypomagnesaemia is a highly prevalent and important, but under diagnosed,

electrolyte abnormality in critically ill patients.
* Affects 24-59% of ICU patients and is associated with a 35-81% increase in mortality.'

Hypomagnesaemia increases the requirements for ventilatory support.
* Increases the need for ventilatory support by 26-44%.'2#

» Increased the duration of ventilatory support by 53-96%.!3#
* Leads to respiratory muscle weakness and respiratory failure,
resulting in difficulty weaning the patient from the ventilator.>?

Mg therapy guided by real-time, serial iMg
measurement improves patient outcomes.*’

* 21% reduction in the need for mechanical ventilation.?

* Up to 2.5 less days on a ventilator.!3#

* 77% reduction in ventricular tachycardia.’

Why measure iMg and not total Mg?
* iMg is the physiologically active and clinically important
form of Mg.>¢

* iMg and total magnesium do not correlate in sick patients.

—Up to 85% of hypomagnesaemic critically ill patients measured
with total magnesium have normal iMg levels.®®

* POC iMg monitoring allows for accurate and real-time MgSO,
titration compared to traditional bolus magnesium administration.’

* iMg monitoring avoids total magnesium toxicity and unnecessary repeat testing.’
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Emergency Department Point-of-Care Testing
Reduces ED Length of Stay and Improves
Patient Outcomes

Basic Metabolic Profile

Comprehensive point-of-care testing (POCT) including a metabolic panel has been shown to significantly
reduce ED LOS.'?

* POCT in the ED can provide results an average of 46 minutes earlier than the central lab.?

e POCT at ED triage may help identify critically ill patients and can help improve
patient safety.*

* POCT has been shown to reduce delays to treatment* and ED care time by
approximately one hour.’

POCT has been shown to increase early and timely patient discharge from the
ED?**—in some cases by 55 minutes®—compared to patients tested using the lab.

Estimated Plasma Volume: an Easy-to-Use Clinical Tool to
Determine the Risk of Sepsis in ED Patients with Fever’

Fever is a common cause of Emergency Department admission. Fever may be
the only symptom of rapidly evolving inflammatory diseases and a significant
fraction of these patients may develop a septic state.”* The ePVS value is a useful
predictive tool to assess the severity of illness in ED patients with fever.® Prime
Plus automatically calculates plasma volume as part of its 24 test menu.
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STAT PROFILE

Prime*

Fast, Simple, POC Analyser for the Emergency Department
Comprehensive Menu for Rapid Patient Triage

Blood gases
pH PCO. PO, 2%

Electrolytes
Na K iCa iMg Cl TCO,

Metabolites
Glu Lac Urea Creat/eGFR

Haematology
Hb Hcd ePV MCHC

(0-Oximetry
O.Hb COHb MetHb HHb iBil HbF

Comprehensive tests for triage and treatment

* Basic metabolic profile.

* Renal Panel with eGFR critical for early AKI detection and mitigation.
* Lactate to identify and guide therapy for tissue hypoxia in sepsis.

* Measured Hb and Hct for evaluation of anaemia and O, transport capability.
* ePV for assessment of fluid balance and fever.

* Blood Gas and CO-Ox for acid-base disturbances and pulmonary function.
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Benefits of iMg and ePV Monitoring
during Cardiac Surgery

Why monitor iMg in cardiothoracic surgical patients?
* 75% of cardiac bypass (CPB) patients have postoperative hypomagnesaemia.'
* Abnormal iMg levels can cause arrhythmias and cardiac arrest in these patients.'
» Maintaining normal iMg levels has cardio-protective benefits.!
* Intraoperative correction of magnesium guided by real-time serial
measurement of iMg reduces risk of ventricular arrhythmia after CPB.!
—77% reduction in ventricular tachycardia.'
—35% reduction in atrial fibrillation.'
—115% increase in number of patients maintaining.
continuous sinus rhythm after surgery.'

Why is iMg and iCa balance key to cardiac function?
* Jonised calcium (iCa) is an important factor for cardiac contractility.
* iMg is a natural calcium channel blocker, regulating cardiac contraction.
» Maintaining a balanced ion ratio is crucial to sustaining normal
cardiac rhythm.

Why measure iMg and not total Mg?
* iMg is the physiologically active and clinically important form
of magnesium.'
* iMg and total magnesium do not correlate in critically ill patients.
—Prior to CPB, 53% of patients have total hypomagnesaemia but only
11% have ionised hypomagnesaemia.'

—Up to 85% of critically ill patients with low total magnesium results
have normal iMg levels.>*
* Point-of-care iMg monitoring allows for accurate and real-time MgSO, titration
compared to traditional bolus Mg administration.'
* iMg monitoring avoids Mg toxicity and unnecessary repeat testing.’

Why monitor estimated Plasma Volume in cardiothoracic surgical patients?*6’#
* The ability to measure ePV rapidly to assess fluid balance can be of great benefit in managing complex patients, such
as those with heart failure (HF).
* For inpatients being actively treated and diuresed for HF, a decreasing ePV is a sign of response to therapy.
* ePV gives clinicians additional data at minimal cost and may be able to prevent readmission by identifying subclinical
congestion, allowing for outpatient treatment.

References

1. Wilkes NJ et al. Correction of ionized plasma magnesium during cardiopulmonary bypass reduces the risk of postoperative cardiac arrhythmia. Anesth and Analg 2002;95(4):828-834.
2. Escuela MP et al. Total and ionized serum magnesium in critically ill patients. Intensive Care Med 2005;31(1):151-156.

3.Yeh DD et al. Total and ionized magnesium testing in the surgical intensive care unit—Opportunities for improved laboratory and pharmacy utilization. J Crit Care 2017;42:147-151.

4. Huijgen HJ et al. Magnesium levels in critically ill patients. What should we measure? Am J Clin Pathol 2000;114:688-695.

5. Duarte, K., et al., Prognostic Value of Estimated Plasma Volume in Heart Failure. JACC Heart Fail, 2015. 3(11): p. 886-93.

6. Huang, C.Y., et al., Long-term Prognostic Value of Estimated Plasma Volume in Heart Failure with Preserved Ejection Fraction. Sci Rep, 2019. 9(1): p. 14369.

7. Kobayashi, M., et al., Prognostic value of estimated plasma volume in acute heart failure in three cohort studies. Clin Res Cardiol, 2019. 108(5): p. 549-561.

8. Chouihed, T., Rossignol, P., Bassand, A., Duarte, K., Kobayashi, M., Jaeger, D., Girerd, N. (2019). Diagnostic and prognostic value of plasma volume status at emergency department

admission in dyspneic patients: results from the PARADISE cohort. Clin Res Cardiol, 108(5), 563-573. doi:10.1007/s00392-018-1388-y



Prifiié*

The Most Clinically Advanced Test Menu

for Cardiothoracic Surgery

24 tests including unique tests for iMg, Urea, Creatinine/eGFR and Estimated Plasma Volume (ePV)

Blood gases
pH PCO; PO, $O.%

Electrolytes
Na K iCa iMg Cl TCO,

Metabolites

Glu Lac Urea Creat/eGFR

Haematology

(0-Oximetry
O,Hb COHb MetHb HHb 1Bil HbF

Results in about 90 seconds

Maintenance -free
disposable sensors

Automated QC
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Ideal Point-of-Care
Analyser for the NICU )

Reduced blood volume enhances blood conservation capabilities
of the Prime Plus

¢ Micro capillary sample mode assesses 11 measured parameters (pH, pCO,, pO,, Hct, Na,
K, Cl,iCa, iMg, Gluc and Lac) from a small 90uL capillary sample.

¢ Small sample size helps conserve blood in neonates, avoiding complications from
anaemia, cardiac arrest and transfusion.

lonised Magnesium
Only POC blood gas analyser to directly measure ionised magnesium (iMg)—aids in preterm and neonatal
patient care.

¢ Dysmagnesaemia is associated with increased mortality, morbidity, and length of stay.”
e iMg is the only marker that specifically identifies patients with dysmagnesaemia.®?

¢ iMg monitoring of patients treated with Mg sulfate may improve neonatal outcomes and reduce length of stay when indicated.” !

Causes of Hypermagnesaemia

e Maternal Mg sulfate treatment for preeclampsia and for preterm delivery risk can cause severe neonatal complications
including hyporeflexia, hypotonia, and respiratory depression.'>!’

¢ Newborn Mg therapy and Mg sulfate enema.'>'®

¢ Decreased renal Mg excretion due to prematurity and asphyxia.*!6

References

1. Jiang et al. Shock 2017;47(3):288-295.

2. Limaye et al. J Assoc Physicians India 2011;59:19-22.
3. Velissaris et al. J Clin Med Res 2015;7(12):911-918.
4. Tabatabaei et al. J Cell Mol Anesth 2017;2(1):9-14.

5. Walsh et al. Mayo Clin Proc 2015;90(8):993-995.

6. Upala et al. QIM 2016;109(7):453-459.
7
8
9
1

. Cheungpasitporn et al. Mayo Clin Proc 2015;90(8):1001-1010.

. Escuela et al. Intensive Care Med 2005;31(1):151-156.
. Kyriacou. Aust J Med Sci 2008;29(3):84-90.
0. Wilkes et al. Anesth and Analg 2002;95(4):828-834.

11. Soliman et al. Crit Care Med 2003;31(4):1082-1087.

12. Alison et al. BMJ 1990;300:125.

13. Narchi. Int Pediatr 2002;17(3):154-155.

14. Rigo et al. Nutrients 2017;9(10):1125.

15. Teng et al. Acta Paed Sin 1989;30(5):333-336.

16. Hyun et al. Korean J Pediatr 2011;54(7):310-312.

17. Abbassi-Ghanavati et al. Am J Perinatol 2012;29:795-800



novd

biomedical

novabiomedical.com

DOVOO

Prifiié*

Fast, Simple, Blood Gas/Critical Care
Analyser for the NICU

11 critical tests from 90 L
of capillary blood
pH PO, PO, Na K Cl iCo iMg Glu Lac Het

24-test test menu with
135 pL (syringe mode)

pH PCO, PO, Na K Cl iCa iMg TCO, Glu
lac Urea Creat/eGFR tHb Hct MCHC ePV

OHb COHb MetHb HHb tBil HbF SO,% v
Maintenance-free MicroSensor ;
Cards™

Calibrator and Auto-QC cartridges
Clot Block™ Technology

Virtually eliminates downtime associated
with blood clot
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Stat Profile Prime Plus Specifications

Critical Care Tests

Methodology
Direct ISE
Severinghaus
Amperometric
Optical, reflectance

Direct ISE
Direct ISE
Direct ISE
Direct ISE
Direct ISE
Direct ISE
Enzyme/Amperometric
Enzyme/Amperometric
Enzyme/Amperometric
Enzyme/Amperometric

Glucose.
Lactate
Urea (Urea).
Creatinine....

Calculated Tests

A, a/A , A-aDO:, Anion Gap, BE-b, BE-ecf,
Urea/Creat, Ca0,, (C(a-v)02), CcOz*, CvOs,
eGFR, ePV, AePV, FO,Hb, Hb, HCOs, MCHC,
nCa/nMg, nCa, nCa/nMg, nMg, O.Cap, O:Ct,

OI, OSM, POz, Pso, PO2/FI02, Qsp/Qt, RI, SBC,
S0:%, TCO», Temperature Corrected pH/PCOz, POz

CO-Oximetry Tests
HHb, deoxyhaemoglobin  O:Hb, oxyhaemoglobin

MetHb, methaemoglobin ~ COHb, carboxyhaemoglobin

tHb, total haemoglobin
tBil, total bilirubin

S0O:%, oxygen saturation
HbF, fetal haemoglobin

Special Calculated Tests (CO-Oximetry Required)

Tests Resolution

A-v DO2 0.1 mmHg (0.01 kPa)
Ca0: 0.1 mL/dL (0.01 kPa)
CcO: 0.1 mL/dL (0.01 kPa)
Py, 0.1 mmHg (0.01 kPa)
C(a-v)02 0.1 mmHg (0.001 kPa)
CvO2 0.1 mmHg (0.001 kPa)
Qsp/Qt 0.1 mmHg (0.001 kPa)
0:Ct 0.1 mL/dL (0.01 mL/dL)
0> Cap 0.1 mL/dL (0.01 mL/dL)

Optional Accessories

Combined 1D/2D Barcode Scanner: An optional, factory-installed barcode scanner is available for all Stat Profile Prime
models. The scanner reads both 1D and 2D barcodes for patient and operator IDs. QC package inserts can also be

scanned for lot number and expiration date.

Mobile Cart: Compatible with all Stat Profile Prime models. Also available with uninterrupted power supply (UPS).

Conductivity/Na correction

Complete Management Reports
- Calibration Report

- Cartridge Log Report

- Daily Sample Log Report

- Edit Log Report

- Error Log Report

- Maintenance Log Report

- Operator Setup Report

- Patient Report

- Levey-Jennings QC Report

- QC Corrective Actions Report
- QC Data Report

- QC Statistics Report

- QC Setup Report

- Sample Audit Log Report

Measurement Ranges

pH 6.5-8.0 (H+:316.2 - 10 nmol/L)
PCO: 3-200 mmHg (0.4 - 26.7 kPa)

PO:2 5 - 765 mmHg (0.66 - 102 kPa)
TCO: 90 - 1260 mg/dL (5 - 70 mmol/L)
Het 12-70%

Na 80 - 200 mmol/L

K 1 -20 mmol/L

Cl 50 - 200 mmol/L

iCa 0.4 - 10.8 mg/dL (0.1 - 2.7 mmol/L)
iMg 0.24 - 3.65 mg/dL (0.1 - 1.5 mmol/L)
Lactate 2.7-180.1 mg/dL (0.3 - 20 mmol/L)
Glucose 15 - 500 mg/dL (0.8 - 28 mmol/L)

Urea (Urea) 3 - 100 mg/dL (1.1 - 35.7 mmol/L)

Creatinine 0.2 - 12 mg/dL (18 - 1061 pmol/L)

O:Hb 1.8-100% ( 0.018 - 1)

COHb 0.3 - 60% (0.03 - 0.6)

MetHb 0.3 - 60% (0.003 - 0.6)

HHb 0.4 - 40.0% (0.004 - 0.4)

HbF 0-95% (0-0.95)

tBil 0.5 - 35.0 mg/dl (8.6 - 598.5 pmol/L)
SOx% 30 - 100%

O:Ct 2-33.4mL/dL (495.04 - 2952.56 pmol/L)
0:Cap 2-33.4mL/dL (495.04 - 2952.56 pmol/L)
tHb 5-25g/dL (50 - 250 g/L)

sHb Alert > 1.5%

BarP 400 - 800 mmHg (53.3 - 106.7 kPa)

Other Features

Full colour, 10.1-inch touchscreen, multilingual, QC
statistics, onboard data management, automatic sampler,
integrated capillary adapter, QC data storage.

Operating Temperature Range
59°F-89°F (15°C-32°C)

Physical Specifications

Height: 18.2 in (45.7 cm); Width: 14.2 in (35.6 cm);
Depth: 15.5 in (39.1 cm)

Weight: 35 1b (15.88 kg) without reagent packs

Electrical Power Requirement
<90 Watts

Printer
Onboard thermal printer

Calibration

Fully automatic two-point calibration every two hours;
user-selectable single-point calibration every 45 minutes or
with each sample. Manual calibration initiated at any time.

Acceptable Samples
‘Whole blood (heparinised), arterial, venous, mixed venous,
capillary. Sample draw requirement is 135 pL.

Whole blood (heparinised) microcapillary, sample draw
requirement is 90 uL.

Communication Protocols
ASTM, HL7, or POCT1-A2 connectivity formats.

Certifications
ISO 13485 Quality System Requirements,
Complies with EN IEC 61010, CE.

Nova Biomedical Headquarters: 200 Prospect St., Waltham, MA 02454 USA., +1-781-894-0800 800-458-5813, FAX: +1-781- 894-5915, Int'| FAX: +1-781-899-0417, e-mil: info@novabio.com
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Nova Biomedical Australia ANZ Pty. Ltd.: 5/372 Eostern Valley Way, Chatswood, NSW, 2067, Australia, TEL: +61(0) 2 9417 0193, e-mail: AU-info@novabio.com

Nova Biomedical Benelux B.V.: Korenmolen 22, 5281 PB, Boxtel, The Netherlands, TEL: +31(0)733032701, e-mail: benelux-info@novabio.com

Nova Biomedical Brasil: Rua Massena, 107, Jardim Canadd, Nova Lima - MG, CEP: 34007-746 Brasil, TEL: *+55-31-3360-2500, e-mail: BR-info@novabio.com

Nova Biomedical Canada, Ltd: 17 — 2900 Argentia Road, Mississauga, Ontario LSN 7X9 Canada, TEL: +1-905-567-7700 800-263-5999, FAX: +1-905-567-5496, e-mail: CA-info@novabio.com
Nova Biomedical France: Parc Technopolis - Bit. Sigma 3 Avenue du Canada 91940 Les Ulis Courtaboeuf, France, TEL: *+33-1-64 86 11 74, FAX: +33-1-64 46 24 03, e-mail: FR-info@novabio.com
Nova Biomedical GmbH, Deutschland: Hessenring 13 A, Geb. G, 64546 Mérfelden-Walldorf, Germany, TEL: +49-6105 4505-0, FAX: +49-6105 4505-37, e-mail: DE-info@novabio.com

Nova Biomedical Iberia, S.L.: ¢/Vic 17, Plonta 3A 08173 Sont Cugat del Vallgs, Barcelona, Spain, TEL: +34 935531173, e-mail: ES-info@novabio.com or PT-info@novabio.com

Nova Biomedical Italia S.r.L: via Como, 19 - 20045 Lainate (MI), Italy, Tel: +39 02 87070041, Fox: +39 02 87071482, e-mail: T-info@novabio.com

Nova Biomedical K.K., Japan: Harumi Island Triton Square Office Tower X 7F, 1-8-10 Harumi, Chuo-ku, Tokyo 104-6007, Japan, TEL: 03-5144-4144, FAX: 03-5144-4177, e-mail: jp-info@novabio.com
Nova Biomedical New Zealand: Regus Constellation Drive - Candida Building 4 Level 3/61 Constellation Drive, Rosedale, Auckland, 0630, New Zealand, TEL: +64 800 555 268, e-mail: nz-sales@novabio.com

Nova Biomedical Schweiz GmbH: Herostrasse 7, 8048 Zirich, Switzerland, TEL: +41-41-521-6655, FAX: +41-41-521-6656, e-mail: CH-info@novabio.com
Nova Biomedical U.K.: Innovation House, Aston Lane South, Runcorn, Cheshire WA 3FY United Kingdom, TEL: *44-1928 704040, FAX: *+44-1928 796792, e-mail: UK-info@novabio.com
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