GlucoMen’ Surpasses ISO 15197:2013 Accuracy
areg and Haematocrit Interference Criteria

Requirement A: Accuracy

At glucose levels < 5.55 mmol/L, 95% of results should be within + 0.83 mmol/L of laboratory results.

At glucose levels > 5.55 mmol/L, 95% of results should be within + 15% of laboratory results.

40

vo Accuracy results for glucose < 5.5 mmol/L,n=198
204 Within £ 0.28 mmol/L | Within £ 0.56 mmol/L | Within £ 0.83 mmol/L
éé 'g . ) “ “ + 146 (198) 74% 196 (198) 99% 198 (198) 100%
& 109 Accuracy results for glucose > 5.55 mmol/L, n=402
o Within & 5% Within * 10% Within & 15%
407 T y'sl?referen'fe (mmf.;oL) — 317 (402) 78.9% 393 (402) 97.8% 401 (402) 99.8%
Results: 100% of results are within 0.83 mmol/L and 99.8% are within + 15% at respective glucose levels

Conclusion: GlucoMen Areo exceeds ISO 15197:2013 requirement of 95%

Requirement B: Accuracy

99% of results should fall within Zones A and B of the Consensus Error Grid.
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Results: 100% of results are within Zone A

Conclusion: GlucoMen Areo exceeds ISO 15197:2013 requirement

Requirement C: Haematocrit Interference Evaluation

For glucose levels < 5.55 mmol/L.

Results must be within 0.55 mmol/L of results obtained at reference haematocrit of 42%.
For glucose levels > 5.55 mmol/L.

Bias must be less than 10% compared to results obtained at reference haematocrit of 42%.
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Results: GlucoMen Areo exhibits an haematocrit interference effect of less than 10% at all levels
Conclusion: GlucoMen Areo exceeds ISO 15197:2013 requirement
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