@ BECKMAN

COULTER

IQURE DIAGNOSTICS
PRECISION & ACCURACY ACCESS2
TotT3 TotT4 TSH3 HCG VitB12
1(216.60 12.30 5.04 22.23 461.00
2|213.87 12.44 4.93 22.42 483.00
3|213.06 12.35 5.10 21.61 456.00
41211.00 12.59 5.00 22.05 461.00
5|217.33 12.78 5.06 21.83 463.00
6[215.61 12.22 5.09 21.99 457.00
71215.62 12.54 5.17 22.48 455.00
8|212.63 12.47 5.05 22.32 458.00
9(219.89 12.29 5.10 22.01 444.00
10(213.84 12.30 5.20 21.94 464.00
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Annexure 3.
pwy System Performance Evaluation.

Following Procedure was Carried out as part of the Performance Qualification:-

1. Calibration of Assay.

Assays calibrated and checked —: T3, T4, TSH3, VITB12 and BHCG.
Checked and found all calibrations are valid Curve.

2. Internal Quality Control Performance.
Bio-Rad Immunoassays Control
Checked and found Controls are within the acceptable limits.
3. Precision Study
Run Precision for T3, T4, TSH3, VITB12 and BHCG
assays of 10 replicates was carried out, CV % obtained
Are within the acceptable limit for the assay.
See print outs attached.

4. Carryover Check

Performed the Carryover study in Access2 as per BCI protocol
See printout attached

5. ACCESS-2 Methodology & Range

See print outs attached
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QC Chart and Dota Sereen

* View QC data and Levey-Jenmings charts
+ Editthe date range of the quality control
* Copy QC data © adisk
+ Printreports
To get to this screen from the Main Meny, sdect Quality Gontrol F4 to display the

Quality Control screen, select the quality control you want to viow, then sekct
Review Chart and Data F2.
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Figure 7-§ QG Ghart and Data Screen

Test {Ficld) Displays the test name.
Gontrol {Field) Displays the quality control name.
Tabie 7-7 QC Ghart and Data Screen Descripbions
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selected test Results Report

Access2, Access Immunoassay System

S/N 571402, Version 3.6.0

Filter: Prog - Sorted by Sample ID Than by Test Name

patientID Sample ID
PRECISION
PRECISION
PRECISION
PRECISION
PRECISION
PRECISION
PRECISION
PRECISION
PRECISION
PRECISION

Rack
400
400
400
400
400
400
400
400
400
400

Technologist,

Test Name

VitB12
VitB12(2)
VitB12(3)
VitB12(4)
VitB12(5)
VitB12(6)
VitB12(7)
VitB12(8)
VitB12(9)
VitB12(10)

Results

461.00
483.00
456.00
461.00
463.00
457.00
455.00
458.00
444.00
464.00

pg/ml
pg/ml
pg/ml
pg/ml
pa/ml
pg/ml
pg/ml
pg/ml
pg/ml
pg/ml

Comp.Time
4/1/19 11:18 AM

4/1/19 11:19 AM
4/1/19 11:19 AM
4/1/19 11:32 AM
4/1/19 11:32 AM
4/1/19 11:34 AM
4/1/19 11:35 AM
4/1/19 11:35 AM
4/1/19 11:36 AM
4/1/19 11:36 AM

Flags Pipettor
1
1
1
1
1
1
1
1
1
1
Page 1of1

Printed 4/1/19 04:32 PM



selected test Results Report

Access2, Access Immunoassay System

5/N 571402, Version 3.6.0

Filter: Prog - Sorted by sample ID Than by Test Name

patient ID Sample ID
PRECISION

PRECISION
PRECISION
PRECISION
PRECISION
PRECISION
PRECISION
PRECISION
PRECISION
PRECISION

Technologist.

Rack
400
400
400
400
400
400
400
400
400
400

Test Name

HCG5
HCGS5(2)
HCG5(3)
HCG5(4)
HCG5(5)
HCG5(6)
HCG5(7)
HCG5(8)
HCGS5(9)
HCG5(10)

Results
2223  miu/mlL
22.42 miu/mL
21.61 miu/mL
22.05 miu/mL
21.83 miu/mL
2199 miu/mL
22.48 mlu/mL
2232  miu/mL
22.01 miu/mL
21.94 miu/mL

Comp.Time

4/1/19 11:13 AM
4/1/19 11:13 AM
4/1/19 11:14 AM
4/1/19 11:16 AM
4/1/19 11:17 AM
4/1/19 11:17 AM
4/1/19 11:20 AM
4/1/19 11:20 AM
4/1/19 11:21 AM
4/1/19 11:23 AM

Flags Pipettor

1
1
1
1
1
1
1

1

1
1

page 10of1

Printed 4/1/19 04:30 PM



selected test Results Report
Access2, Access Immunoassay System
§/N 571402, Version 3.6.0

Filter: Prog - Sorted by Sample ID Than by Test Name

patient!D SampleID Rack Test Name  Results Comp.Time Flags  Pipettor
PRECISION 400 TotT3 216.60 ng/dl 4/1/19 11:43 AM 1
PRECISION 400 TotT3(2)  213.87 ng/dl 4/1/19 11:43 AM 1
PRECISION 400 TotT3(3)  213.06 ng/dl 4/1/19 11:45 AM 1
PRECISION 400 TotT3(4)  211.00 ng/dl 4/1/19 11:46 AM 1
PRECISION 400 TotT3(5) 217.33 ng/dl 4/1/19 11:47 AM 1
PRECISION 400 TotT3(6)  215.61 ng/dl 4/1/19 11:48 AM 1
PRECISION 400 TotT3(7)  215.62 ng/dl 4/1/19 11:50 AM 1
PRECISION 400 TotT3(8)  212.63 ng/dl 4/1/19 11:50 AM 1
PRECISION 400 TotT3(9)  219.89 ng/dl 4/1/19 11:52 AM 1
PRECISION 400 TotT3(10) 213.84 ng/dl 4/1/19 11:53 AM 1
page lof1l

Technologist_____
Printed 4/1/19 04:30 PM
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d test Results Report

selecte
Accessz, Access Immunoassay System
s/N 571402, Version 3.6.0
Filter: Prog - sorted by Sample ID Than by Test Name
patient ID sample ID Rack Test Name
PRECISION 400 TotT4 12.30
PRECISION 400 TotT4(2) 12.44
PRECISION 400 TotT4(3)  12.35
PRECISION 400 TotT4(4) 12.59
PRECISION 400 TotT4(5) 12.78
PRECISION 400 TotT4(6) 12.22
PRECISION 400 TotT4(7) 12.54
PRECISION 400 TotT4(8) 12.47
PRECISION 400 TotT4(9) 12.29
PRECISION 400 TotT4(10) 1230

Technologist,

Results

ug/dl
ug/dl
ug/dl
ug/dl
ug/dl
ug/dl
ug/dl
ug/dl
ug/dl
ug/dl

Comp.Time

4/1/19 11:55 AM
4/1/19 11:56 AM
4/1/19 11:56 AM
4/1/19 11:57 AM
4/1/19 11:58 AM
4/1/19 11:58 AM
4/1/19 12.04 PM
4/1/19 12.05 PM
4/1/19 12.05 PM
4/1/19 12.06 PM

Flags Pipettor
1
1
1
1
1
1
1
1
1
1
Page1of1

Printed 4/1/19 04:30 PM



selected test Results Report

552, Access Immunoassay System

Technologist

Acce!

s/N 571402, Version 3.6.0

Filter: Prog - Sorted by Sample ID Than by Test Name

patientID SampleID Rack Test Name  Results Comp.Time Flags Pipettor
PRECISION 400 TSH3 5.04 ulu/ml 4/1/19 11:18 AM 1
PRECISION 400 TSH3(2) 4.93 ulu/ml 4/1/19 11:19 AM 1
PRECISION 400 TSH3(3) 5.10 ulu/ml 4/1/19 11:19 AM 1
PRECISION 400 TSH3(4) 5.00 ulu/ml 4/1/19 11:32 AM 1
PRECISION 400 TSH3(S) 5.06 ulu/ml 4/1/19 11:32 AM 1
PRECISION 400 TSH3(6) 5.09 ulu/ml 4/1/19 11:34 AM 1
PRECISION 400 TSH3(7) 5.17 ulu/ml 4/1/19 11:35 AM 1
PRECISION 400 TSH3(8) 5.05 ulu/mi 4/1/19 11:35 AM 1
PRECISION 400 TSH3(9) 5.10 ulu/ml 4/1/19 11:36 AM 1
PRECISION 400 TSH3(10) 5.20 ulu/ml 4/1/19 11:36 AM 1

Page 1of1

Printed 4/1/19 04:30 PM




{"type":"Document","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":true}


{"type":"Document","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":true}


{"type":"Document","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":true}


{"type":"Document","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":true}


{"type":"Document","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":true}


{"type":"Document","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":true}


{"type":"Document","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":true}


{"type":"Document","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":true}

