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*EN ISO 15197:2015 requires = 99 % in zones A and B.

New Intuitive Sensing Technology (IST) with clinically Designed by
validated accuracy I I

GDH-FAD test strips for accurate measurements
Strip ejection design for hygienic strip removal

Large display for clear and easy readings FORA




FORA Diamond

Created to assist diabetes patients with visual impairments in managing their
blood glucose. The Talking Guidance guides patients through each step of
the testing process with a clear, crisp and audible human voice, allowing
patients to hear their test results independently.

Apart from being audible, the FORA® Diamond VOICE is also equipped with
GDH-FAD test strips and the new Intuitive Sensing Technology (IST) that
guarantees clinically accurate results for a reliable measuring experience.
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FORA® Diamond VOICE is equipped with
leading technologies that guarantees clinically
accurate results. The innovative Intuitive
Sensing Technology (IST) improves the
accuracy and precision of the measurements
by applying advanced measuring techniques.
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FORAP® Diamond Test
* High accuracy and precision with
GDH-FAD enzyme ﬂ

* Improved blood sampling with
Advanced Sip-in (A@ technology

e No-coding
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What is New Intuitive Sensing Technology (IST)?
The New Diamond IST is the second generation of Diamond blood glucose monitoring systems. Detecting common
sources of interference in the blood sample is crucial for accurate blood glucose measurement results.
FORA" Diamond VOICE uses the New Intuitive Sensing Technology (IST), an innovative technology included
in all Diamond meters. The meter applies Dynamic Electrochemistry in blood glucose measurements to identify
sources of interference, providing accurate and precise results.

How Intuitive Sensing Technology (IST) Works?

The meter detects the blood sample and sends advanced signals into the test strip. The electrically charged
signals polarize the blood into blood cells and plasma, detecting distortions caused by the hematocrit. This
allows the meter to provide accurate results, free from variation interference from the sample.

Blood Cells Plasma

Influenced glucose signal in
blood sample (Hematocrit /
Environmental influence)

The meter chip then processes the
signal via an algorithm that detects
and corrects blood glucose
measurement interferences caused
by environmental variations.

New Intuitive Sensing Technology
Dynamic electrochemistry —
Accurate results every time

Neutral glucose signal in blood sample

Intuitive Sensing Technology

Why is Accuracy Important?
Blood glucose meter accuracy is important for several reasons:
Improved reliability in your data and trust in your current diabetes management plan.
Helps you understand and/or anticipate potential lab results when going for your Alc checkup.
Accurate meters are able to detect episodes of hypo- or hyperglycemia.
Can help with decision-making surrounding medication dosages.

The electrochemistry is essentially utilized to correct the hematocrit levels that could lead to wrongful blood
glucose meters in the blood. A POC device displaying inaccurate blood glucose levels can potentially lead
to incorrect diets, or worse, incorrect medication dosages which could be fatal.
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FORA® Diamond's innovative technologies are backed up
by strong evidence. What was great, just got better.

System Accuracy Evaluation
This report is intended to compare the performance of glucose measurement function for FORA® Diamond
BGMS before and after the New IST based on the analysis from the existing data.

Sample Distribution

The glucose concentration intervals were determined with YSI-2300 and adjusted by supplementing the
venous blood sample with dextrose solution. Three samples were prepared with glucose concentrations in
the intervals: 1) Low (<100 mg/dL), 2) Middle (100~200 mg/dL), 3) High (~500 mg/dL).

Data Analysis
Accuracy: Bias (%) of individual result compared to the value of the reference method (YSI-2300) is
calculated. The results are presented by graphs for individual values or their mean with SD.
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Precision: for each glucose interval, the Mean 63.3 149.5 540.5
test results obtained from Diamond ﬁeforleéT sSD 2.07 382 12.87
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BGMS were calculated to determine its cV 3.07% 2.55% 2.38%
Mean, Standard Deviation (SD), and
Coefficient of Variation (CV%) After
New IST
Conclusion

This study shows that the FORA® Diamond Blood Glucose Monitoring System with the New IST upgrade
has superior performance for accuracy and precision.

For accuracy, the Mean Bias (%) has shown to be lower across all blood glucose levels.

For precision, the new device has a lower SD at low levels. At middle and high levels, it has a considerably

smaller CV.
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- Model No. DM20a
FORA Diamond

Unique Features Talking Guidance (English/Spanish/Arabic)

IST Technology

)

Dimensions 104.4 (H) X 60.4 (W) X 23 (D) cm

Weight 71.2 g (without Battery)

Ketone Warning Yes. if =240mg/dL (13.3 mmol/L)

Meal Tag Yes. General / Pre-meal (AC) / Post-meal (PC)
I Daily Alarm 4 Alarms
§. Strip Indicator Light Yes
2 Strip Ejection Yes
EEI_ ’l- P Connectivity Cable Link (Micro USB cable)
Memory Capacity 450 Memory Sets
T o Operating Condition +10°C ~ +40°C
VOICE Stf)rage gondition -20°C ~ +60°C
Precision CV<5%

Day Average 7-, 14-, 21-, 28-, 60-, 90-Day

Power source 2 AAA Batteries

Clinically Validated Meet EN ISO 15197:2015 Standard

A
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60.4 mm

*The product image is in real size.

Model No. ACS044

Technology ASSI Technology
F@RA Enzyme Type GDH-FAD

Coding Type No-Coding

Diamond

Blood Sample Volume 0.5 pL

Blood Glucose

Reaction Time 5 Seconds

Test Strip

Bandelette réactive
pour la glycémie

Measuring Range 20 ~ 600 mg/dL (1.1 ~ 33.3 mmol/L)

HCT Range 20% ~ 60%

Striscia reattiva per

glicemia Applicable Sample Type Capillary; Venous

Dialysis; General Patient; Gestational

Application

ForaCare Suisse AG 210

Neugasse 55, 9000 St. Gallen, Switzerland %

TEL : +41-71-220-1001 F@
FAX : +41-71-220-1075 R‘ i
URL : www.foracare.ch

E-mail : chservice@foracare.com
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