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Next Generation Hospital Glucose/Ketone System

New meter features
« Linux® 0S with advanced cybersecurity

- Rugged external meter casing

- Wireless charging

- Sealed battery casing

- RFID (NFC) option

- Hoematocrit range extended to 5-75%

Also measures
f-hydroxybutyrate (ketones)

Only glucose meter FDA-cleared
for use with all ritically ill
patient samples

« No known dlinical interferences
8,000 medications investigated

+ Proven in a study of 1,698
itically il patients with 257
specific medical conditions

* Glucose accuracy proven in over StatStrip Hospital Connectivity Meter It
200 publications
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biomedical




& 72 28 Next G(?nerui!on .
GLU/KET Nova Biomedical Hospital Glucose/Ketone System

New features

Nova’s new Linux-based StatStrip Hospital Glucose/
Ketone Meter System has important new features: e

* Linux OS advanced cybersecurity

* Rugged external meter casing

* Larger color touchscreen

* Wireless charging

* Improved battery charging capacity It 194546586

* RFID data entry option Sl Srip Lok 0205806750
Fatient Acepted

These features add to StatStrip’s exceptionally accurate

glucose measuring technology that has been validated
in over 200 peer reviewed publications and extensively

Glu
proven in hospital critical care settings for over 15 years. 5 6
» & mmol/L

Linux advanced cybersecurity

StatStrip’s Linux based operating
system is very secure against
computer viruses and other types -
of malware that affect Microsoft® Windows based
operating systems. Linux is the platform of choice for most
governments and over 95% of the world’s top one million
domains due to its inherent defense against attacks and
system compromise.'

Normal 3.9-6.1

Rugged, external meter casing

To meet the challenges of occasional rough meter use
and repeated exposure to harsh disinfecting chemicals,
StatStrip’s new meter casing uses a unique soft-touch
over-molding material.

* Improves grip and significantly reduces the potential for
damage due to dropping

* Provides excellent resistance to chemicals and stress
cracking from repeated use of the more aggressive
disinfectants used in today’s healthcare settings

» Meter casing, touchscreen, and sealed battery compartment
have been designed and tested to withstand more than
10,950 cleaning and disinfection cycles




Ketone blood fest

Ketone testing with a separate test strip facilitates the
management of diabetic ketoacidosis (DKA), a potentially
life-threatening complication of both type 1 and type 2
diabetes. The American Diabetes Association, European
Association for the Study of Diabetes, American
Association of Clinical Endocrinology, Diabetes
Technology Society and Joint British Diabetes Societies
for Inpatient Care recommend blood testing for elevated
ketones whenever glucose >11.1 mmol/L to rapidly
differentiate lifethreatening diabetic ketoacidosis
(DKA) and to direct therapy.

* Measures blood beta-hydroxybutyrate (BHB), the
preferred ketone for detecting DK A3

* Blood BHB is more accurate than urine testing for
diagnosing DK A3+

* Blood BHB monitoring reduces costs and ICU length
of stay versus urine testing for DKA patients *¢

Simply insert the ketone test strip and the meter
automatically converts to ketone testing mode. No further
steps are necessary.

Enhanced data eniry options
* RFID Data Entry

StatStrip’s new RFID (NFC)
tap-and-go feature provides a
fast and simple alternative to
line-of-sight barcode scanning
or touchscreen entry of
operator ID and patient ID.

* Improved, illuminated
barcode scanner
A new barcode scanner reads
both 1D and 2D barcodes,
delivers excellent barcode

scanning speed and acuity,

—
-
and accommodates a broad — J

range of barcode types. The lighted barcode scanner
brightly illuminates the barcode label for easier scanning.

* Touchscreen Entry
StatStrip’s 4-inch color touch-
screen screen provides a large
onscreen keyboard for gloved-
hand entry of alphanumeric
operator and patient ID.

Larger color touchscreen

The larger touchscreen provides a brighter and easier to
read display.

Improved battery charging capacity

A new battery with 75% more capacity extends meter
use-time between charges.

Wireless charging

Wireless meter charging provides faster, easier and safer
meter charging in a smaller package. The battery is
charged in the meter’s sealed compartment and the charger
automatically shuts off when the meter is fully charged,
reducing energy use and preventing battery overheating.

Expanded wireless connectivity network

A single NovaNet server can support wireless connectivity
for all meters throughout multiple facilities.



Only Glucose Meter Cleared by the U.S. FDA
for Use with All Critically Il Patient Samples

Measures and corrects errors from dlinical interferences

A high number of adverse patient events and more than

14 deaths have been traced to the use of glucose meters in
hospitals in the U.S.”!® The Food and Drug Administration
(FDA) now requires hospital glucose meters to be accurate
even in the presence of the many interferences found in
critically ill patients. In order to be cleared for use with
this patient population, the FDA requires more stringent
clinical proof of accuracy. To date, only the Nova StatStrip
Glucose Hospital Meter System has been found to be
accurate enough to obtain this FDA critical care clearance
for all patients and all sample types."

StatStrip is designed specifically to measure and correct
clinical interferences that can be present in critically ill
patients. The proof data submitted to the FDA included:

StatStrip results from 1,698 critically ill patients from five university
medical centers that were paired with an IDMS traceable laboratory
glucose reference method.

Data from multiple intensive care settings representing 19 complex
medical condition categories and 257 subcategories as designated by
the World Health Organization.

Over 8,000 medications representing 33 parent drug
classes and 134 subclasses as designated by the United States
Pharmacopeia that were studied for clinical inferference;

no clinical interferences were observed. StatStrip Glucose/Kefone

20 ;
Hospital Connectivity Meter T et

“This device provides an important public health resource for critically ill hospitalised patients, who often have conditions or are
taking medications that can cause incorrect blood glucose reading. It is important for manufacturers of glucose meters used in
hospitals to design and test their devices for use in all hospitalised patients.””?

“Users of BGMS [blood glucose monitoring systems] with manufacturer instructions that do not provide for use with critically
ill hospital patients would be subject to the high complexity festing requirements under the Clinical Laboratory Improvement
Amendments (CLIA) if such systems were to be used in the critically ill hospital population.”

Alberto Gutierrez, Director of the Office of In Vitro Diagnostics and Radiological
Devices Center for Devices and Radiological Health, FDA
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FDA-cleared for use with ALL patients, ALL sample types, ALL departments

Nursing and point-of-care (POC) operators can perform StatStrip Glucose testing with all patients including critically ill.

STt ST

GLU/KET

Emergency

Oncology

Recovery

Labor and Delivery

ALL Putients ALL Departments ALL Sample Types

Accuracy proven in over 200 publications

Over 200 published studies throughout the world have
proven that Nova’s StatStrip Glucose test strip sensor
technology dramatically improves accuracy by measuring
and correcting for haematocrit and other interferences.
These studies have been conducted at some of the most
prestigious hospitals and diabetes centers in the world
including the Mayo Clinic College of Medicine, Rochester,
Minnesota; The Johns Hopkins University School of

Studies cover many patient care areas

Inpatient

Evaluation of a Point-of-Care Glucose
Meter for General Use in Complex Tertiary
Care Facilities?

Comparison of Four Hospital Based
Glucose Meter Technologies for Accuracy,
Precision and Interferences Encountered
* i Hospitalised Patients?

ICU

Improved Blood Glucose Levels
Achieved in ICU Patients Using

- Haematodrit Corrected Glucose Meter
and Blood Gas Analyser Results?

Validation of a Glucose Meter af
an Infensive Care Unit®

Medicine, Baltimore, Maryland; University of Toronto
Sunnybrook Health Sciences Centre, Toronto, Canada;
Addenbrook’s Hospital, Cambridge University Hospitals,
United Kingdom; University Hospital of Wales, Cardiff,
Wales; Isala Klinieken, Zwolle, Netherlands; Saint-
Pierre Hospital, Brussels, Belgium; and Saitama Medical
University, Saitama, Japan.

NICU

Performance of the Nova StatStrip
Point-of-Care Glucose Meter
*in a Neonatal Infensive Care Unit*

Clinical Performance of the New
Glucometer in the Nursery and
Neonatal Intensive Care Unit®

Burn Unit

Haematocrit Effects Lead fo Inadequate
Glycaemic Control and Insulin Dosing in
Adult Burn Patients?
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Only Glucose Meter Technology with No Known
Clinical Interferences

StatStrip technology measures and corrects errors

caused by interferences

StatStrip’s Multi-Well® technology employs a patented,
additional interference test well to measure and correct for
electrochemical interferences, including acetaminophen,
ascorbic acid (vitamin C), uric acid, maltose, galactose,
dopamine, and n-acetylcysteine.

In a university medical center study?’, StatStrip provided
excellent equivalence to the central laboratory reference
method for critically ill burn patients on ascorbic acid
therapy. The Roche Accu-Chek Advantage meter results
were incorrect by nearly 100 mg/dL due to ascorbic acid
interference. Treatment based on Accu-Chek’s results
would have caused insulin dosing errors and possible
hypoglycaemia.

300 -

Accu-Chek Advumuge glucose meter results were erroneous by nearly 100 mg/dL
due to ascorbic acid inferference.
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Glucose errors due to interferences result in insulin

dosing errors

Boyd et al. studied the effect of glucose measurement
errors on insulin dosing error rates. Glucose errors of 15%
resulted in very significant insulin dosing error rates, with
two-step or greater errors in insulin dosing occurring more
than 5% of the time.?®

StatStrip measures and corrects electrochemical
interferences and abnormal haematocrit levels that
cause glucose meter error

Separate test strip wells measure and correct
electrochemical interferences and haematocrit levels,
ensuring the most accurate results.

“We present a case of glucose meter interference caused by extremely high therapeutic doses of vitamin C. While the Nova StatStrip
glucose meter effectively detecied the presence of ascorbic acid interferant and suppressed glucose resulis, the Roche Inform II
and Abbott Precision Xceed Pro demonstrated falsely increased results that could have impacted patient care or possibly led fo

inappropriate patient treatment.”’

“In one of our patients’ samples with infravenously administered ascorbic acid we saw a positive bias an all glucose meters

except StatStrip."?



Measures and corrects errors caused by abnormal haematocrit

Low haematocrit is one of the leading causes of glucose meter error. The average haematocrit among
patients at intensive care unit (ICU) admission is 33% to 34% and continues to decline during ICU
stay.***! Low haematocrit levels result in erroneously high glucose results, while high haematocrit levels
result in erroneously low glucose results. StatStrip measures and corrects for the effects of haematocrit
throughout the haematocrit range encountered in hospitalised patients.
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“With the exception of the StatSirip, all meters were affected by variable haematocrit.”*?

“Nova StatStrip Glucose meter showed good dlinical accuracy and performance for measuring and monitoring glucose levels...[and]
was unaffected by varying levels of haematocrit and pH, and is a svitable alternafive to a blood gas analyser for measuring glucose.”*®

“The study reports that the implementation of an auto-correcting POC GMS [glucose measuring system] robust fo confounding factors
enables proper IIT [intensive insulin therapy] and improves glycaemic control.””

“Improved accuracy was associated with fewer endocrinology consults and a decrease in relative mortality; there was no change in
LOS [length of stay].”*
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Improves Safety and Outcomes

27,35-37

Improves sensitivity for neonatal hypoglycaemia

Raizman et al. compared StatStrip and a competitive meter
to the laboratory reference method in a large population

of critically ill neonatal patients. The study reported

that StatStrip improved detection of hypoglycaemia and
critically low glucose results:*

Period 1 Period 2 Outcome
Competitor Meter | StatStrip

12.3% improvement in

Hypgglycuemm 63.6% 71.4% defecting Hypoglycaemia
sensifivity
with StatStrip
Gitical low Gl 17.4% improvement in
68.9% 80.9% defecting critical low Glu

results sensitivity

results with StatStrip

StatStrip’s accuracy improved test utilisation and efficiency,
leading to less frequent testing and contributing to reduced
overall costs of care (especially important in high volume
testing patient populations).

Improves glycaemic variability and time in target
range for cardiac surgical patients

A Karon et al. study of critically ill cardiovascular
surgical patients found that StatStrip resulted in improved
glycaemic variability and time in target range:*®

Period 1 Period 2 Outcome
Competitor Meter StatStrip

Glycaemic variability

(standard deviation) 2.6 my/dl 137 me/dl
% GLU values in
target range 66.7% 74.5%

(110-150 mg/dL)

36.5% reduction in
glycaemic variability
with StatStrip
11.7% increase

in time in target
range with StatStrip

Improves insulin dosing for crifically ill patients

Another Karon et al. study compared StatStrip and a
competitive meter to the laboratory reference method using
critically ill patients from six different ICUs. The study
found that StatStrip:

* Meets the more stringent CLSI POCT12-A3 glucose
accuracy guidelines

* Improves insulin dosing, with 99% of StatStrip’s data
points within the same or one-category dosing as the
lab, leading to the same clinical treatment®’

Reduces hypoglycaemia for severely burned patients

receiving intensive insulin therapy (IIT)

A study by Tran et al. randomized severely burned patients
(= 20% total body surface area) to receive IIT, targeting a
glucose level of 111-151 mg/dL and guided by StatStrip

or the hospital’s current meter. The trial reported lower
glycaemic variability, mean insulin rate, and frequency

of hypoglycaemia with StatStrip than with the hospital’s

current meter.?’
Group 1 .
i i Group 2 StatStrip Outcome

38% reduction in

Glycaemic variability

34.3 mg/dL 21.3 mg/dL glycaemic variability
(CONGA) with StatStrip
Mean insulin rate Sl
(Units/hour) 4.02 2.66 insulin rafe with
StatStrip
86% reduction in
T 14 events 2 events hypoglycaemic events

with StatStrip

Exceptional accuracy proven in a study of 1,698
crifically ill patients

An unprecedented, international, multi-site study of
StatStrip’s accuracy in critically ill patients demonstrated
excellent equivalence to the IDMS aligned hexokinase
laboratory reference method, and met or exceeded

the FDA'’s final guidance for glucose meters used in
hospitalised patients, including critically ill.3834°
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Measures Ketones Using the Same Meter

Blood kefone testing should be performed whenever
glucose exceeds 11 mmol/L (200 mg/dL)

The American Diabetes Association, European Association
for the Study of Diabetes, American Association of Clinical
Endocrinology, Diabetes Technology Society and Joint
British Diabetes Societies for Inpatient Care recommend
blood testing for elevated ketones whenever glucose

>11.1 mmol/L to rapidly differentiate life threatening
diabetic ketoacidosis (DKA) and to direct therapy.

StatStrip Glucose/Ketone measures blood
beta-hydroxybutyrate, the preferred ketone for

diagnosing ketoacidosis**

According to the European Society for Paediatric
Endocrinology, Diabetes UK, ADA, and others, blood
ketone testing methods that quantify beta-hydroxybutyrate,
the predominant ketone body in DKA, are recommended
over urine ketone testing for diagnosing and monitoring
ketoacidosis.

Easy to use

No meter preparation or calibration coding steps are required.
Insert a ketone strip and the meter automatically recognises the
strip and converts to the ketone measuring mode.

Ketone testing results obtained from blood samples

Blood samples are not only preferred over urine samples

to detect DKA, they are also easier to obtain and allow for
immediate POC reflex testing of ketones whenever glucose
is greater than 11 mmol/L.

Blood ketone is more accurate than urine
ketone testing

Blood ketones indicate the patient’s status in real time,
whereas urine that may have been in the bladder for several
hours does not. Urine testing can also produce false positive
or negative results when the urine is very colored or highly
acidic, or when the urine test strip has been exposed to air for
prolonged periods of time. Drugs such as the ACE inhibitor
captopril, or high doses of vitamin C can also cause produce
erroneous urine ketone results.

Blood ketone monitoring reduces length of stay
for DKA patients

An ICU study evaluated the effectiveness of blood ketone
testing versus urine ketone testing for DKA patients. The
blood ketone testing group of patients left the ICU 6.5
hours earlier than the urine ketone testing group. This

led to savings of 22 hours of nursing time and 375
laboratory investigations.’

A second study of DKA patients compared a DKA therapy
endpoint of pH > 7.3 and blood ketones < 1.0 mmol/L,
versus an endpoint of pH > 7.3 and negative urine ketones.
The pH/blood ketone endpoint was reached after 17 hours,
whereas the pH/urine ketone endpoint was not reached for
28 hours. The mean lag between the blood ketone and urine
ketone groups was 11 hours, ranging from 1 to 36 hours.°®




— I Fast, Easy Glucose and Ketone Testing

Simple, color touchscreen operation 1.2 microliter capillary, venous, arterial, or

* A bright, color display prompts the user through simple neonqml sumple
operating steps and is easy to read, even in a darkened

. The small sample size means less pain for the patient and
patient room.

easy sampling with end-filled, capillary-action test strips.
 User-defined normal, abnormal, and critical test results

S aiSIA T oSG A s dn Tl Glucose results in 6 seconds, ketone results in

and symbols. 10 seconds

Fast analysis reduces the time POC personnel spend
performing frequent bedside testing.

« User comments can be attached to results via selection
from a pre-determined list or by free text entry.

RFID, barcode or touchscreen eniry of operator and

patient identification

StatStrip’s RFID (NFC) sensor wirelessly reads patient and
operator RFID tags. An integrated scanner accommodates
one-dimensional (1D) and two-dimensional (2D) barcodes.
Patient and operator IDs can also be entered via

the touchpad.

Meter Name: NICU-1 « 13:42

194546646

is a valid Pt ID

Confirm Patient ID

Patient Name: . Gender:
Meltzer, Jessica F

Bed: DOB:
1152w 11/03/1974

Back Accept

Multiple identifiers for positive patient ID

The display validates patient ID, name, date of birth,
gender, and room and bed numbers—confirming two or
more patient identifiers in compliance with regulatory

patient safety goals.

No dosing errors

StatStrip Multi-Well® test strips prevent glucose errors
due to sensor over- or under-filling by electrochemically
monitoring the movement of blood across each of the four
measurement wells. Results are reported only if all four
wells are filled.

Test strip ejector
StatStrip’s ejector button eliminates handling of used test
strips, a potential biohazard.

10



Manual, offline test entry

StatStrip supports touchpad entry of unlimited user-defined,
offline tests, which can be transmitted to the LIS/EMR

via NovaNet™. Results can be quantitative, qualitative,
numeric input, or free text. Test and control range, as well
as lot number, can be input for each test.

Patient Test Op: 8636

Meter Name: NICU-1 « 13:42

Glu

Manual Testing

I hCG

H Urinalysis I

Hemoccult

‘ Review H Admin H Non-Pt’

Logout Accept

Eliminates the need for single lot use

StatStrip lots perform consistently without the need for lot-
based calibration coding. Lots can be used interchangeably.

Eliminates the need for new lot validation studies and
strip sequestering

StatStrip’s test strip lots are factory verified for compliance
with accuracy, linearity, precision, and bias. Test strip

lots can move from receiving docks directly to floors
without new lot validation studies—saving time, labor,
and consumable costs.

No calibration codes

An operator step and possible error source are eliminated.
Erroneous results (up to 60%) can be reported due to
miscoding of other meters.*!

Unique connectivity features

» StatStrip can be custom-configured for each meter
location, department, and facility

* On-screen operator messages can be broadcast to
multiple users or a specific user for viewing at meter
log-on, and mandatory click-through acknowledgment
can be enabled

Wireless meter connectivity

StatStrip Glucose/Ketone offers both hard wired and
wireless bidirectional, dual-band meter connectivity for
data integration with patient records. Complete security and
encryption is provided in both formats. Results are captured
in the medical record without the need for meter docking.

Bidirectional connectivity

NovaNet is a configuration and communication tool
for StatStrip that runs on a hospital’s server and is
accessed using a web browser from secure network
locations. NovaNet allows simple bidirectional
communication between Nova’s devices, middleware,
and the LIS/HIS interface.

Features include:
* Connection to LIS/HIS via POCT1-A2, ASTM, or HL7

* Configuration of Nova’s devices based on the unique
requirements of each department or location

* Dashboard indicators for rapid identification of data
flow exceptions

R
m Wireless

Lm0 Connectivity

ﬂ . E ! Middleware
Partners

LIS/HIS/EMR

Test Entry



StatStrip® Glucose Strips

StatSirip® Hospital Connectvity Meter

Test Measured:..............eevvree......Blood Glucose, Hoematocrit Corrected Weight: 215 ¢ (0.47 Ib)
Test Reported: Glucose Size: 158 mm x 77 mm x 28 mm (6.23 in x 3.04 in x 111 in)
Test Time: 6 Seconds Meter Data Storage:

Test Strip Volume: 12 pl Patient Tests: 1,500 Tests
Test Methodology: Flectrochemistry QC Tests: 200 Tests
Sample Types & Operating Modes: Users: 8,000 Users
Whole Blood:...........o.ooceverrer..... Artericl, Venous, Capillary, Neonatal Connediivity:

Glucose Measurement Range: Data Output: RI-45 Ethemet Port
0.6-33.3 mmol/L (10-600 mg/dL) Protocol: TCP/IP Ethemet 100 Mbit
Haematocrit Range: Standard: POCT1-A2 Compliant
5-75% Operating Ranges:

Interferences, Measured and Corrected: TEMPEIHUIE: v 1°C - 40°C(34°F - 104°F)

Haematocrit, Ascorbic Acid, Uric Acid, Paracetamol, N-acetylcysteine, Bilirubin,
Maltose, Galactose, Oxygen

Test Strip Stability:

30 months from date of manufacture 6 months open-vial stability

gt

StatStrip® Ketone Strips

Test Measured........... ....Blood Ketone, Haematocrit Corrected
Test Reported: Ketone
Test Time: 10 Seconds
Test Strip Volume: 0.8 pl
Test Methodology: Electrochemistry
Sample Types & Operating Modes:

Whole Blood: Venous, Capillary, Neonate

Ketone Measurement Range:

StatStrip Hospifal Mefer

0-7.0 mmol/L

StatStrip Xpress 2 Meter

0-8.0 mmol/L

Inferferences, Measured and Corrected:

Haematocrit, Ascorbic Acid, Uric Acid, Paracetamol, Bilirubin, Maltose,
Galactose, Oxygen

Test Strip & QC Stability:

24 months from date of manufacture 3 months open-vial stability

AUHUTE: oo Up 10 4,572 meters (15,000 feet)

HOMidity: .ovoorvrrree ..10% to 90% relative humidity
Battery Information:
Type:..... cerenenn-3.6V Li Polymer Rechargeable Battery
ereless Speuﬁcunons:
Wireless Standard: ............ovocvrre... [EEE 802.110/b/g/n/ 0
Ethernet: IEEE 802.3u
Data Rate: Up to 54Mbps
Modulation: ..........occee..... 64QAM, T6QAM, BPSK, QPSK, DBPSK,
DQPSK and CCK

....2.4 and 56hz supported
Wireless Security: .. WEP, WPA, WPA2, RADIUS, 802.1x
Encryption Types: .. RC4, TKIP, AES, PSK, EAP-FAST, EAP-TLS,

EAP-TTLS, PEAP-GTC, PEAP-MSCHAPv2, PEAP-TLS, LEAP

Frequency Range: ...

StatStrip® Xpress 2 Meter

Weight: 78.5g (0.2Ib)
Siz8:..orvrrrrrenn. 98 MM x 61 mm x 23 mm (3.6 in x 2.4 in x 0.9 in)
Data Storage:

Patient & QC TeStS: .ovveverererrvrerrserssenn 400 Tests Total (FIFQ)

Operating Ranges:
Temperature Glucose:... 1°C-40°C (34°F - 104°F)
Temperature Ketone:..... 1°C-40°C(34°F-104°F)

AHUE: oo U 10 4,572 meters (15,000 fegt)

Humidity: 10% to 90% relative humidity
Battery Information:
Type: 2 AAA Batteries

References:
1. hitps/mulst.co/blog/linur-statisics

2. Diabetes UK. Diabefic ketoacidosis (DKA) 2016. https;/, fiabetes.org.uk/guide-to-diabetes/complicati
diabetic_Ketoacidosis.

3. Rewers M et al. ISPAD dinical practice consensus guidelines 2014 compendium. Assessment and monitoring of
glycaemic control in children and adolescents with diabefes. Pediatr Diabetes 2014;15(Suppl 20):102-114.

4. American Diabefes Association. Test of glycemia in diabefes. Diabetes Care 1004;17(Suppl 1):591-93

5. Vanelli M et al. Cost effectiveness of the direct of 30-B-hydoryt inthe of
diabefic ketoaddosis in children [letter to the editor]. Diabetes Care 2003;26:959.

6. Noyes K et al. Hydrorybutyrate near-patient tesfing to evaluate a new end-point for infravenous insulin therapy in
the freatment of diabetic ketoacidoss in children. Pediatr Diabetes 2007:150-156.

7. Orifa IB et ol. Pseudo hyperglycemia Secondary fo High-Dose Infravenus Vitamin C Managed as Diabefic Kefoacosis:
An Endocinological Catastrophe. AACE Clin Case Reports 8.2021.

8. Krabbe J et al. Significant interference on specific point-of-care glucose measurements due to high dose of
introvenous vitamin C theropy in ciically patients. Clin Chem Lab Med. 59(5) 2021.

9. Katzman B et al. Unintended Consequence of High-Dose Vitamin C Therapy for an Oncology Pafient: Evaluation of
Ascorbic Acid Inferference with Three Hospital-Use Glucose Mefers. J Diabet Sci and Tech 15(4) 2021.

10. Lachance O et ol. High-dose vitamin-C induced prolonged factitious hyperglycemiia in o peritoneal dialysis patient:
a cose report. J Med Case Reporfs 2021.

1. Daon Ten Berge et al. Delayed Diagnosis of Severe Hypoglycaemia in o Sepfic Pafient With Chronic Renal Foilure.
Cureus. 14(8) 2022.

12. Oria 1B et ol. Pseudohyperglycemia Secondary to High-Dose Intravenous Vitamin C Managed os Diabefic Ketoacidosis:
An Endocrinological Catostrophe. AACE Clin Case Reports 2021

13. Pillay, T. S. et al. (2013) Confinuing danger of glucose point-of-care fest devices in the neonatal seffing
[Ltter fothe editor. S A Med J, 103(6), 356. do10.719/SAML6918

14. Kim, S. K. et l. (2013). Spurious elevation of glucose concentrafion during administration of high dose of ascorbic
adid in a patient with type 2 diabefes on hemodialysis. Yonsei Med J, 54(5), 1289-1292. doi:
10,3349y 2013.54.12893.

15. Mathew, V. et al. (2013). Erroneous glucose recordings while sing mutant variant of quinoprofein glucose
dehydrogenase glucometer in a child with galactosemia. Indian J Endocr Metab,17(Suppl. 1), 289-291.
doi-10.4103/2230-8210.119616

16. Harper C. FDA perspective - Public Health Nofifcafion: Potentially fotal errors with GDH-PQQ glucose monitoring
technology. Presented at the FDA/CORH public meefing, Gaithersburg, MD: 2010.

17. Darragh T. Report: Lehigh Valley Hospital gave fatal dose. The Moming Call, 2011 Jun 15.

18. Fiics J et al. Review of adverse events associated with false glucose readings measured by GDH-PAQ—based glucose
test stips in the presence of interfering sugars. Diabetes Care 2010;33:728-729.

19. Food and Drug Administrafion. FDA dears glucose monitoring system for use in hospital ciical care s [

Press release]. 2014 Sep 24.

20. Chan P et ol. Evaluation of a point-of-care glucose meter for general use in complex terfiary care faclites.
Clin Biochem 2009;42:1104-1112.

21. Bewley B et al. (2007, June). Comparison of four hospital based glucose mefer fechnologies for accuracy, precision
and interferences encountered in hospitalised patients. Poster session presented af the meefing of the European
Congress of Clnical Chemistry and Laboratory Medicine, Amsterdam, Netherlands.

22. Roman A et al. (2011, February). Improved blood glucose levels achieved in ICU potients using Haematoci corrected
glucose meter and blood gos analyzer results. Poster session presented at the meefing of Advanced Technologies &
Treatments for Diabetes, London, UK.

23. L6pez M et al. Validation of a glucose meter at an intensive care unit. Endocrinol Nutr 2012;59:28-34.

24. Tend! K et ol. (2012, October). Performonce of the Nova StatStip point of care glucose meter in o neonatal infensive

care unit. Poster session presented af the meeting of the European Joint Congress, Dubrovnik, Croafi.

25. Nuntnarumit P et al. Clinical performance of the new glucometer in the nursery and neonatal intensive care unit.
Pediatr Int 2011;53:218-223.

26. Godwin et al. (2012, July). Hoematocrit effects leads to inadequate glycaemic control and insulin dosing in
adult bum patients. Poster session presented af the meefing of the American Associafion for Cinical Chemistry,

Los Angeles, CA.

27. Tran N et . Clinical impact of sample interference on infensive insulin therapy in severely bumed pafients: A pilot
study. J Bum Care Res 2014;35:72-79.

28. Boyd J et al. Quality specications for glucose meters: Assessment by simulation modeling of erors in insulin dose.
Clin Chem 2001;47:209-214.

29. Hopt S et al. Comparison of point-of-care fesfing glucose resulfs from infensive care patients measured with nefwork-
ready devices. Diabefes Technol Ther 2011;13:1047-1056.

30. Mann E et al. Emor rates resulfing from anemia can be cortected in muliple commonly used point-of-care
glucometers. J Trauma 2008;64:15-20.

31. Corwin H et ol. The CRIT Study: Anemia and hload transfusion in the aically il—Current dinical practice in the
United States. Cit Care Med 2004;32:39-5:

32. Koron B ef ol. Evaluation of the impact uf Haematocit and other inferference on the accuracy of hospital-based
glucose meters. Diabefes Technol Ther 2008;10:111-120.

33. Mohn B. Evaluation of the Nova Biomedical StatSrip glucose mefer. NZ J Med Lab Sci 2010;64:18-21.

34. Raizman J et al. Impact of improved glucose monitoring in the neonatal infensive care unit: An evaluation of the
dinical performance of the point of care Nova StatStrip glucose meter. Poster presented af AACC Annual Meefing,
Chicago, IL: 2014.

35. Roizman J et . Clinical impact of improved point-of-care glucose monitoring in neonatal intensive care using
Nova StatStrip: Evidence for improved accuracy, better sensitivity, and reduced fest uflisation. Clin Biochem
2016;49:879-884.

36. Karon B e al. Impact of glucose mefer error on glycaemic variabilty and ime in torgef range during glycaemic
control after cardiovascular surgery. J Diabetes S Technol 2016;10:336-342.

37. Karon B e al. Retrospective evaluation of the accuracy of Roche AccuChek Inform and Nova StatStip glucose meters
when used on fically il pafients. Diabetes Technol Ther 2014;16:1-5.

38. DuBois J et al. Bedside glucose monitoring-l it safe? A new, regulatory-compliant risk assessment evaluation profocol
in aiically il potient care settings. it Care Med 2017;45:567-574.

39. Food and Drug Administration. Blood glucose monitoring fest systems for prescription point-of-care use. Guidance for
industry and Food and Drug Administration staff. Silver Spring, MD: FDA, 2016.

40. DuBois J et al. Multi-site evaluation of o hospital POC blood glucose monitoring system in ciically il patients on
intensive insulin therapy. Poster presented at the 2017 Intemational Hospital Diabetes Meefing, Atlana, GA.

41. Baum J et al. Improving the quality of self-monitoring blood glucose measurement: A study in reducing calibrafion
errors. Diabetes Technol Ther 2006;8:237-247.

Certifications and Compliance:
Nova Biomedical complies with FDA Quality System Regulations and is cerfified to EN IS0 13485:2016. StatStrip
mefers are tested according fo EN 61010-1:2010 EN 61010-2-101:2015.
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