Analyte

Ethanol

Unit of Measure

g/100 mL

Lowest Calibrator Concentration

0.010 g/100mL

Highest Calibrator Concentration

0.500 g/100 mL

Matrix

Blood

Analyst Performing Validation Studies

K. Baylor and M. Henry

Laboratory Director

Derek Sanders

Start Date

August 18, 2023

Completion Date

October 4, 2023

Instrument

BAC-1

Method

BAC.M

Validation Approval

Analyst: %% 777 gdzjé 10/13/9093
7 / Date
Analyst; /V\/\\QJQ,V/}C\ Q—QWW/G _ 10 \ 1% ‘D@Q%
" " Date
Laboratory Director: M(C//}— '7 QQ&/ ZDZ:Z
Date
Quality Manager:"/l -,. M‘/f@ WZ;MD%///*}

This method validation study, even though it may depict an approval date by the crime laboratory, will not be used in
casework until ANAB grants a re-accreditation to include this test method and instrument technology.
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Validation Study 2 ———————
Analyte: Ethanol
Units: g/100 mL

- BIAS AND PRECISION]
Analyst: K. Baylor and M. Henry
Study Dates: 8/18/2023 to 10/4/2023

Instrument: BAC-1 Matrix: Blood
Batch Name [ Run Order xtra low QC Low QC Blood QC A Blood QC B High QC
Target Concentration (g/100 mL): 0.018 0.080 0.0778 0.1976 0.400
BAC_20230818_MH 1-1 0.0188 0.0791 0.0772 0.1938 0.3995
1-2 0.0198 0.0790 0.0770 0.2008 0.4019
1-3 0.0189 0.0781 0.0785 0.1964 0.3989
Within Run Mean 0.0191 0.0787 0.0776 0.1970 0.4001
SD 0.0006 0.0005 0.0008 0.0035 0.0016
%CV 2.91% 0.69% 1.05% 1.80% 0.41%
% Bias 6.37% -1.58% -0.31% -0.29% 0.03%
BAC_20230823_KB 2-1 0.0186 0.0785 0.0764 0.1966 0.3984
22 0.0188 0.0785 0.0793 0.1999 0.4029
2-3 0.0187 0.0811 0.0784 0.1986 0.4130
Within Run Mean 0.0187 0.0794 0.0780 0.1984 0.4048
SD 0.0001 0.0015 0.0015 0.0017 0.0075
%CV 0.39% 1.93% 1.88% 0.85% 1.85%
% Bias 3.81% -0.78% 0.30% 0.40% 1.19%
BAC_20230828_MH 3-1 0.0200 0.0799 0.0779 0.1945 0.4008
3-2 0.0205 0.0868 0.0793 0.2045 0.4246
3-3 0.0226 0.0848 0.0793 0.2063 0.4083
Within Run Mean 0.0210 0.0838 0.0789 0.2018 0.4112
SD 0.0014 0.0036 0.0008 0.0064 0.0122
%CV 6.59% 4.25% 1.02% 3.15% 2.96%
% Bias 16.87% 4.79% 1.37% 2.13% 2.81%
BAC_20230918_MH 4-1 0.0183 0.0794 0.0799 0.1985 0.3988
4-2 0.0189 0.0796 0.0805 0.2094 0.4104
4-3 0.0190 0.0817 0.0783 0.2093 0.4109
4-4 0.0188 0.0801 - - 0.4124
4-5 0.0187 - - - -
Within Run Mean 0.0187 0.0802 0.0796 0.2057 0.4081
SD 0.0002 0.0010 0.0012 0.0063 0.0063
%CV 1.25% 1.30% 1.47% 3.05% 1.54%
% Bias 4.13% 0.23% 2.28% 4.11% 2.03%
BAC_20230921_MH 5-1 0.0189 0.0782 0.0746 0.1949 0.3998
5-2 0.0191 0.0794 0.0795 0.1948 0.4073
5-3 0.0193 0.0806 0.0778 0.1985 0.4074
5-4 0.0192 - - - 0.4075
Within Run Mean 0.0192 0.0794 0.0773 0.1961 0.4055
SD 0.0002 0.0012 0.0025 0.0021 0.0038
%CV 0.89% 1.51% 3.19% 1.08% 0.94%
% Bias 6.43% -0.70% -0.64% -0.77% 1.38%
BAC_20230926_MH 6-1 - 0.0782 0.0766 0.1876 0.4002
6-2 - 0.0808 0.0781 0.1876 0.4050
Within Run Mean - 0.0795 0.0774 0.1876 0.4026
SD - 0.0018 0.0011 0.0000 0.0034
%CV - 2.28% 1.37% 0.00% 0.84%
% Bias - -0.60% -0.58% -5.06% 0.65%
Mean 0.0193 0.0802 0.0782 0.1984 0.4057
SD 0.0010 0.0023 0.0015 0.0064 0.0067
Precision Max Within-Run 6.59% 4.25% 3.19% 3.15% 2.96%
(%CV) Between-Run 5.13% 2.88% 1.89% 3.21% 1.66%
% Bias 7.52% 0.23% 0.40% 0.09% 1.35%

Comments:

Acceptance Criteria:

Numbers in red have concentrations outside the acceptable range

%Bias: 5% if target concentraton is > 0.05 g/100mL
<10% if target concentraton is < 0.05 g/100mL
Within-Run %CV <10%
Between-Run %CV =10%
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Validation Study 4

- SENSITIVITY (LOQ)

Analyte: Ethanol Analyst: K. Baylor and M. Henry
Units: g/100 mL Study Dates: 8/18/2023 to 10/4/2023
Instrument. BAC-1 Matrix: Blood
Batch Name Run Order LOQ
Target Concentration (g/100 mL): 0.01
BAC_20230818_MH 1-1 0.0102
1-2 0.0104
1-3 0.0106
Within Run Mean 0.0104
SD 0.0002
%CV 1.69%
% Bias 3.92%
BAC_20230823_KB 2-1 0.0104
2-2 0.0105
2-3 0.0102
Within Run Mean 0.0104
SD 0.0002
%CV 1.61%
% Bias 3.75%
BAC_20230918_MH 3-1 0.0102
3-2 0.0106
3-3 0.0109
Within Run Mean 0.0106
SD 0.0004
%CV 3.38%
% Bias 5.69%
Mean 0.0104
SD 0.0002
Precision Max Within-Run 3.38%
(%CV) Between-Run 2.25%
% Bias 4.45%
Comments: N/A

Acceptance Criteria:

Bias: £10%

Within-Run Imprecision: CV £10%
Between-Run Imprecision: CV £10%
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