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Title:

Validation of OnPoint Glucose Meter Conducted at the Department Of Chemical Pathology University College
Hospital Ibadan

Purpose:

1. To verify the manufacturer’s claim for within-run and between-run precision
2. To estimate the bias and compare with CLSI standard

Method:

* Within-run precision: Three heparinized whole blood samples (Hypo, Normo and Hyperglycaemic) were
analysed ten times in one run.

« Between-run precision: Two quality control samples (Levels 2 and 3) were analysed daily for ten days.

« Estimation of bias: Fifty blood samples were analysed with the glucometer and in the central laboratory. The
concentrations of the blood samples spanned the measurement range of the glucometer.

Acceptability Criteria:

» Achievement of manufacturer’s claim of a coefficient of variation of < 5% for both within-run and between-
run precision.

» 95% of the individual results from the glucose meter should agree within +12mg/dL of the central laboratory
values at glucose concentrations at <100mg/dL and within £12.5% of the central laboratory values at
glucose concentrations >100mg/dL

» In addition, the sum of the number of individual results with 1) errors that exceed 15mg/dL at glucose
concentrations <75mg/dL and 2) errors that exceed 20% at glucose concentrations> should not exceed2%
of all results

f Results:

¢ Within-run CV: Hypo - 4.76%, Normo - 3.67%, Hyper- 3.14%

» Between —run CV: Level 2 CTRL - 3.03%, Level 3 CTRL - 2.41%

*» Bias estimate: 96% of values were within acceptable limits of central laboratory values and 2% of all results
had an error that exceeded 20% @ glucose conc above 75mg/dl.

Conclusion:

The OnPoint GH82 Blood Glucose Monitoring System has demonstrated acceptable performance and is therefore
recommended for use in monitoring patient's glucose control.
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APPENDIX 1

Assay : GLUCOSE

Desirable CV : Less than 5%

Instrument : OnPoint GH82 Blood Glucose Monitoring System

Laboratory: DEPARTMENT OF CHEMICAL PATHOLOGY, UCH IBADAN ~ Abott c4000 analyzer

Sample Matrix: | Medisign GH Glucose Control Solution
Date: LEVEL 2 LEVEL 3 CTRL(INTERMEDIATE
CTRL(INTERMEDIATE PRECISION)
PRECISION)
1/9/2024 121 348
1/10/2024 120 351
1/11/2024 128 360
1/12/2024 120 333
1/13/2024 124 342
1/14/2024 129 341
1/15/2024 128 344
1/16/2024 126 356
111712024 122 337
1/18/2024 118 337
GRAND MEAN 123.6 344.9
BTW-RUN CV 3.03% 2.41%

Sample Matrix:

Heparinized whole blood
HYPO (REPEATABILITY)

Heparinized whole blood
NORMO (REPEATABILITY)

Heparinized whole blood
HYPER (REPEATABILITY)

CV

Run1 22 99 272
Run2 20 98 254
Run3 20 | 105 268
Run4 21 101 261
Run5 23 97 277
Runé 20 97 286
Run7 55 103 272
Run8 21 106 278
Run9 20 100 275
Run10 21 108 270
GRAND MEAN 21 MEAN = 101.4 MEAN = 271.3
WITHIN-RUN 4.76% 3.67% 3.14%
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APPENDIX 2
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APPENDIX 2
s GEFE 0 3 i
~ LABORATORY PLASMAVALUES '|BIAS COMMENT -
76 75.BIN2-1/6 -1'Acceptable for use within the hospital agrees withint/-12
137 1228ING-1/12 15 Acceptable for use viithin the hospital agrees withint/-12.5%
114 1zgésm3-1/3 14 Acceptable for use within the hospital agrees within#/-12.5%
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98 89I ‘BIN3-11/8 -9, Acceptable for use wiithin the hospital agrees within#/-12
13 181 BINd-4/12 3£Acceptable for use within the hospital agrees within+/-12.5%
136 126 BIN4-5/12 -10,Acceptable for use within the hospital agrees withint/-12.5%
111  %9BIN- 12/8 -12;Acceptab|e for use within the hospital agrees within#/-12
14 123EBIN4-6/12 -1 Acceptable for use within the hospital agrees withint/-12.5%
141 157,BIN4-7/12 161Acceptrable for use within the hospital agrees withint/-12.5%
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WAL Osombelrsewthntehsylgeswitniash
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