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Whole Blood Glucose
Reference Analyzer

Nova Primary addresses the needs of glucose
device manufacturers and researchers for

an accurate, easy-to-use, blood glucose
reference analyzer to replace the discontinued
YSI STAT PLUS 2300. The Nova Primary
glucose reference analyzer state-of-the-art
features include:

An accurate Nova glucose sensor
25 uL whole blood sample

Automatic hematocrit measurement and

correction for plasma equivalent glucose results

Simple, color touchscreen operation

Comprehensive data storage and connectivity

FDA Cleared



Nova Primary

Whole blood glucose
reference analyzer

Accurate
biosensor technology

Excellent correlation
to the YSI 2300

Glucose (mg/dL) — Whole Blood Sample
Nova Primary vs YSI Average Results

Nova Primary is a modern, accurate, easy-to-use, laboratory blood
glucose reference analyzer that uses a 25 pl sample of whole blood

or plasma. Nova Primary fills the need for a new glucose reference
analyzer to replace the YSI STAT PLUS 2300 Glucose and L-Lactate
analyzer (YSI, Inc., Yellow Springs, OH). Manufacturers of blood glucose
measuring devices and clinical diabetes researchers need a reference
and correlation analyzer. The Nova Primary analyzer fills that need

with rapid, accurate glucose oxidase measuring technology, reduced
maintenance, and a simple, three-step touchscreen operation.

Nova Primary uses a glucose
oxidase electrochemistry
sensor to measure glucose

in whole blood and plasma.
Nova’s Stat Profile critical

care analyzers have used this
technology for over 20 years.

It is accurate, reliable, and
proven over time. Glucose in the

sample is rapidly oxidized by
the biosensor’s glucose oxidase
membrane cap, producing
hydrogen peroxide. The hydrogen peroxide is oxidized at the electrode
base (platinum anode), producing a current directly proportional to

the concentration of glucose in the sample. Snap-in, glucose oxidase
membrane caps are easily replaced in seconds and have a use-life of up
to 3 weeks. The electrode base has a use-life of up to one year.

Nova Primary glucose biosensor

The Nova Primary provides excellent correlation of whole blood and
plasma samples to the YSI 2300 across a wide measurement range of
20-900 mg/dL. Calibrators and controls are traceable to National Institute
of Standards and Technology (NIST) Standard SRM-917, assuring
excellent lot-to-lot consistency and glucose testing accuracy.

Glucose (mg/dL) — Plasma
Nova Primary vs YSI Average Results
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Touchscreen operafion

Comprehensive data
storage and export

Nova Primary uses a large (10.1”) modern color touchscreen interface.
It can be operated with minimal training and all functions are performed
simply. For example, performing a whole blood glucose test requires
only 3 steps, versus 8 steps for the YSI 2300.

Nova Primary sample analysis

1 = Press Analyze

2 = Position Sample

3- Press Aspirate

YSI 2300 sample analysis

Measure Enter Hct Position
‘ = Hematocrit *¥= digit 1 = “Sample”

Press 5 Enter Hct Press
» “Run” « digit 2 = “Sample”

Press 6 Press
= “Sample” = “Enter”

Nova Primary has on-board storage for thousands of test results and
QC samples. Test data is exported through the USB port using
comma delimited (csv) format for easy data capture, review, analysis,
and sorting.

Time Sample ID In Range User

11:30 PM 086244 v QA Dept.
11:00 PM 001553 QA Dept.
10:30 PM 065172 QA Dept.
10:00 PM 006923 QA Dept.
9:00 PM 069335 QA Dept.
8:30 PM 046121 97 QA Dept.
8:00 PM 035686 119 QA Dept.
7:30 PM 007950 105 QA Dept.
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Automates the analysis of
plasma equivalent

whole blood glucose

Single calibrator
cartridge simplifies
reagent maintenance

Eliminates
peristaltic pump
mainfenance

Nova Primary measures the hematocrit levels of whole blood
samples and uses them to calculate an accurate plasma equivalent
whole blood glucose. This eliminates the need for a separate
hematocrit assay and manual entry of hematocrit values for each
glucose sample.

Nova uses a single, plug-in, reagent
cartridge instead of separate calibrator,
buffer, and waste bottles. The Primary
cartridge contains ready-to-use,
pre-made calibrators and buffers, plus
a built-in waste receptacle for easy m
maintenance. Cartridge replacement
takes less than 2 minutes.

-~/
. . Calibrator Cartrid
Other cartridge benefits: fralaic

biomedical
* Multiple cartridge sizes
accommodate variable

sample workloads
Nova Primary plug-in calibrator cartridge

* RFID technology reports the
cartridge expiration date and
number of samples remaining

+ Eliminates daily checking of individual calibration, buffer,
and waste bottle levels, and separate replacement schedules

 Eliminates weekly or daily manual preparation of buffer solutions

+ Eliminates maintenance to the waste receptacle, a potential biohazard

The YSI 2300 used two peristaltic pumps and a magnetic mixer to
perform sample and calibrator dilutions and mixing. Peristaltic pump
tubing degrades with time and becomes loose at the fittings, affecting
dilution accuracy and requiring replacement. Nova Primary uses a highly
accurate, maintenance-free syringe pump to perform sample dilutions
and mixing.

Syringe Pump benefits:

» Eliminates the need for periodic replacement of sample and calibrator
peristaltic pump tubing

+ Eliminates monthly cleaning of calibrant pumping system

* Provides consistently accurate sample dilution and mixing
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Nova Primary
specifications
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Nova Primary has extensive safeguards

to protect the system from outside
cybersecurity attacks. The main operating
system is an embedded, light version of
Windows® with Windows Defender
anti-virus firewall.

protection

Glucose Measurement Range: 20 - 900 mg/dL
Acceptable Samples: Whole blood (heparinized) and plasma
Sample Volume: 25 pL
Glucose Measurement Time:
Single analysis: 1.5 minutes
Throughput: 35 samples per hour
Operating Temperature Range: 15°C - 32°C (59°F - 89.6°F)
Electrical Power Requirement: 180 Watts
Printer: On-board Thermal Printer

Certifications:
Universal: EN ISO 13485:2016

EU: EN 61010-1:2010/AMD1:2019; EN 61010-2-101:2017;
EN 61326-2-6:2013; EN 55011:2016

US: IEC 61010-1:2010/AMD1:2016; IEC 61010-2-101:2018;
IEC 60601-1-2:2014

Calibration: Fully automatic two-point calibration; user selectable
single-point calibration or with each sample. Manual calibration initiated
at any time.

Communication Protocols:

ASTM, HL7, or POCT1-A2 connectivity formats.

Physical Specifications: 26.5 Ib (12.0 kg) without reagent pack; 31.9 Ib
(14.5 kg) with full reagent pack, power supply and wireless keyboard. It
can be operated benchtop or on a mobile cart with battery backup.

Optional Mobile
Cart with
Power Supply

Compact Size

g
. 288cm T
Weight:

33.6in
85.34 cm
il
26.51b (12 kg) without reagent pack 19.2in

I RS

40.13cm

Nova Biomedical Headquarters: 200 Prospect St., Waltham, MA 02454 USA.: +1-781-894-0800 800-458-5813 FAX: +1-781- 894-5915 Int'l FAX: *1-781-899-0417 e-mail: info@novabio.com
Nova Biomedical Benelux B.V.: K len 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, email: BR-info@novabio.com

Nova Biomedical Canada, Ltd: 17 — 2900 Argentia Road, Mississauga, Ontario L5N 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 - Bt. 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, Planta 3A 08173 Sant Cugat del Vallés, 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), ltaly, Tel: +39 02 87070041, Fax: +39 02 87071482, e-mil: IT-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 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, Runcom, Cheshire WA7 3FY United Kingdom, TEL: +44-1928 704040 FAX: +44-1928 796792 e-mail: UK-info@novabio.com
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