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Materials For LNS MATERIALS FOR THIS MAILING

LN9S LN9-08R — LN9-13R (RBC/HGB Set)
LN9-08W — LN9-14W (WBC Set)

RBC/HGB Set LN9-08P — LN9-14P (PLT Set)
L

LN9-08R — LN9-13R (RBC/HGB Set)

6 Samples 4 _«
> WBC Sets

oy
W

- P D & N

LN9-08W — LN9-14W (WBC Set)

7 Samples

3 PLT sets

LN9-08P — LN9-14P (PLT Set)

7 Samples
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Storage and Stability

LABORATORY
REFRIGERATOR

Unopened Storage

Store at 2-8°C, do not freeze.

Open Storcage

Use immediately, then discard.

Appearance

Normal appearance indicates product integrity.

£ Made with Gamma
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Red blood cell/hemoglobin (RBC/HGB)

White blood cell (WBC)
Fresh whole blood , A light pink-tinted supernatant clear to pale yellow supernatant

nma
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Hematology Survey

LN9-B 2024 Calibration Verification/Linearity

Kit Instructions =car 2024

Hematology Calibration Verification/Linearity
Program Information

P I"Dg ram Code « Twenty 3.0-mL liguid specimens
An alyte + Conventional and International System of Units (S1) reporting offered
LN
Hemoglobin

Shipping Schedule

« Shipment A April 4

RBC count
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Detailed Testing Instructions

RBC/HGB Set

. Allow vials to warm at room temperature for at least 15 minutes before mixing.
. To mix, hold vial horizontally between the palms of the hands.

. Roll the vial back and forth rapidly for 30 seconds. Gently invert the vial 10 times.

. Continue to mix the vial in this manner until the cells are completely suspended and there are no visible aggregates. Do not
shake the vial or mix on a mechanical (vortex) blood mixer.

WBC/PLT Sets

WBC/PLT Sets
. Allow vials to warm at room temperature for at least 15 minutes before mixing.

. Mix by vigorously agitating on a vortex mixer for 2 minutes to ensure complete dispersion of microaggregates.
. Let vials sit undisturbed for 10 minutes to allow micro bubbles to dissipate before sampling.

. For WBC and PLT testing on instruments with a blood detector: Turn off the blood detector between each samle
analysis. These instruments may not be able to test the specimens that do not contain any red blood cells.

Gently invert the vial 10 times immediately before each sampling.

Perform 2 assays from each vial within the same run. Two data points must be received for each solution.

At least 4 consecutive data sets must be submitted to receive an evaluation for both calibration verification and linearity.
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Allow vials to warm at room temperature for at least 15 minutes before mixing.

« Continue to mix the vial in this manner until the cells are completely suspended and
there are no visible aggregates.

***Do not shake the vial or mix on a mechanical (vortex) blood mixer***
& Made with Gamma
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WBC/PLT Sets

e Allow vials to warm at room temperature for at least 15 minutes before mixing

* Mix by vigorously agitating on a vortex mixer for 2 minutes to ensure complete dispersion of microaggregates.
Let vials sit undisturbed for 10 minutes to allow micro bubbles to dissipate before sampling.

***For WBC and PLT testing on instruments with a blood detector: Turn off the blood detector between each sample analysis.
These instruments may not be able to test the specimens that do not contain any red blood cells.

& Made with Gamma
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How to perform the Samples

Gently invert the vial 10 times immediately before each sampling.
Perform 2 assays from each vial within the same run. Two data points must be received for each solution

‘Manual Analysis

Sample No Manual Analysis

Sample No
Read ID

LNS-P8R
Patient |0 R | | 'Read ID

Patient ID
Discrete

V! Cap Open

\ V| Aspiration Sensor

Rased Botlom Tube
st -Open

Aspiration Sensor Xaised Botton

**For WBC and PLT testing on instruments with a blood detector:
Turn off the blood detector between each sample analysis.**

& Made with Gamma
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How to Submit the

WWW.Cap.org

2034HORIBAABX PENTRA'60/80
0010J0THER
. COLLEGE of AMERICAN

12TT{SIEMENS ADV 120(SP1)2120
1473|SYSMEX K-800,1000 4500
2135|SYSMEX KX-21, KX-21N
1986{SYSMEX XE-2100.21000D/L

Hematology Survey
Welcome to the CAP

{Calibration Verification/Linearity) Result Form

1828|SYSMEX XE-2100C XE-2100DC

1357|SYSMEX XE-2100D/L (BLD CTR)
2015[SYSMEX XE-5000
1205/SYSMEX XN-L SERIES
1198|SYSMEX XN-SERIES RL APP

T4 18|SYSMEX XN SFR‘IF‘S
1420|SYSMEX XP-SERI B

Website

Login

Select

Data Entry

£ Made with Gamma
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Instrument-Specific Information

INSTRUMENT-SPECIFIC INFORMATION

Instrument/method-specific notes are provided by individual manufacturer(s). If your manufacturer did not provide the CAP with any

special instructions, process specimens as you would a patient specimen or contact your manufacturer directly with any questions.

1. Abbott Cell-Dyn 4000 and Sapphire users: Instruments may report WBCs as nucleated red blood cells (nRBC). Users should
report the sum of WBC and nRBC on the result form.
Abbott Cell-Dyn 3500/3700 users: The WBC set and the platelet set do not contain RBCs. The RBCs are used to trigger
sampling volume in the instrument. The operator must allow the full instrument sample time by not removing the sample until the
instrument sampling needle wash block moves down.
Siemens ADVIA and Sysmex XE-series users: Analyzers have the capability of enumerating nRBC and correcting the WBC count,
report the uncorrected WBC results.
Sysmex XN-series users: Report the Total Nucleated Count (TNC-N) as the WBC count. To obtain the TNC-N:

a. Select the result from the Explorer browser screen, select the “Service Tab.”
b. Select "WNR” from the menu to the left. Find the “TNC-N" count.
c. Report the “TNC-N" count for the WBC.

Data Browser

»
7V1lqu List Rule Explorer Browser Validate Outout

I He ® b LN9-loW | @

Positive i
it [ Moroh. JCount ] —— )| | :

= - Rule Result ©30/09/2024 11:50:28 @ @z
Validated @ o S = v O LN9-10W

—_— = L e

Main \l\ Graph ‘ Cumulative ’ Q-Flag “ Sernvice User ” Lab. Only

RBC/PLT

Service Data

Sampling Data Scattergram Sensitivity
WNR - X 232.4
WNR-Y 216.9
NRBC- X 228.3

® oo

NRBC-Y 204.7

2K

HARDWARE Reference Data

- e N
T WBC-N 21.994 1073/ulL
(*6) TNC-N 53.797 1023/u
Cell 1 50482

(Ao

ADJUSTMENT

|

Laser Current .
LD driver 50.80 mA

S IYIAWUT Vil wanunud
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Evaluation Report

- - L ) i F o 1
College of American Pathologists CAP Number: 7080301-01 Kit # 01 KitID: 38478251
323 Waukegan Road, Northfield. Illmots 60093-2750 Institution: Rsch Inst for Hith Sci Chiang Mai U Kit Mailed: 09/23/2024
800-313-4040 - cap.org Attention: Warunee Jit-aree MSc Original Evaluation: 10/18/2024
Laboratory Quality Solutions City/State: Chiang Mai, 50202 Next Mailing Date: 03/31/2025

EVALUATION LN9-B 2024 Hematology Calibration Verification/Linearity

ORIGINAL
Executive Summary

Analyte Calibration Verification Linearity Evaluation

ped Blood Cells 10E12/L (10E6/pL) Different Linear from 0.305 to 7.500
Hemoglobin g/dL Verified from 0.90 to 23 .40 Linear from 0.90 to 23.40

hite Blood Cells 10E9/L (10E3/uL) Verified from 0.60 to 375.95 Linear from 0.60 to 375.95
Platelets 10E9/L (10E3/pL) Verified from 8.0 to 3823.0 Linear from 8.0 to 3823.0

Troubleshooting resources:
- Calibration Verification Troubleshooting Guide and Investigation Checklist - available in the Participant Summary and ELSS

£ Made with Gamma
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Evaluation Report

Page 4
Page 2 College of American Patholegists CAP Mumber: 7080301-01 Kit# 01 Kit Ix 38478251
Colbage of American Pathologists CAFP Number: 708030101 Kit# 01 Wit I 38478251 i Ml A 1 TR RS 75 Institution: Rsch Inst for Hith Sci Chiang Mai U Kit Mailed: 082372024
Institution: Rsch Inst for Hith Sci Chiang Mai U Kit Mailed: DBR232024 01219050 - iap e Attention: Warunee Jit-aree M5c Original Evaluation: 1001872024
Attention: Warunee Jit-aree M3c Original Evaluation: 1001872024 City/State: Chiang Mai, 50202 Mext Mailing Date: 03312023
City/State: Chiang Mai, 50202 Next Mailing Date: 0373172025
LN9-B 2024 Hematology Calibration Verification/Linearity EX AL LTI

EVALUATION R S g ] ORIGINAL
ORIGINAL Red Blood Cells 10E12/L {10E&/uL) Calibration Verification Evaluation
Ewvaluation Result: Verified from 0.90 to 23.40

Peer Instrument: SYSMEX XMN-5ERIES

35 Wankepem Boad, Mol o s0093-2750
01232040 - capong

Labaratory Quality Soiutions

Labaratory Quallty Solutions

LN9-B 2024 Hematology Calibration Verification/Linearity
Hemoglobin g/dL Calibration Verification Evaluation

’ . Allewable Emor: 3.5% or 067 g/dL,
Evaluation Result: Different - W[mmm.f:r F& g,.gmr

Peer Instrument: SYSMEX XN-SERIES

Allowable Emror: 3% or 0.2 10E12/L {10EG/L),
whichever is grester

Specimen Assay Assay Difference Allowable
1 Error

Specimen Assay Assay Difference Allowable
1 2 Emor
LMNE-0BR ! } E 0.02gidL  £067 gidL

LHE-0BR
Lho-0oR
LMB-10R
LME-11R
LMNB-12R

0:31
1.82
3.18
4.58
5.72

0.013x10ET2L
-0.108x10E12/L
-0.285x10E12/L
0.518x10E12/L
-0.818x10E12/L

+ 0. 200 10ET2/L
+ 0.200x 10E121L
+ 0.200x10E12/L
1 0. 200 10E12/L
+ 0.200x10E12/L

0.8
LMNB-00R 5.5
LHE-10R a8
LMB-11R 14.3
LMNB-12R 18.7
LNB-13R 235

-0.01 gidL
-0.01 gldl
021 gldl
0.04 gidl
0.8%

+ 0.67 gidL
+ 067 gid
+ 067 gidL
+ 0.67 gidL
+3.5%

LhE-13R 7.38 7. . ; 7.8% +3.0%
Note: 10E12L iz equivalent o T0EEHL

Calibration \erification Plot Percent Differences with
Allcwable Ermor Limits

T
&
Peer Mean

Peer Results Summary Table:

Evaluation of Instrument Performance Peer Group Size: 574

Calibration Verification Linearity Evaluation

Range % Verified % Different % Monlinear | % Imprecise

LN8-DBR - 12R B5.1 1.7 0.2 1.2
LMNB-08R - 12R 1. 0.0 0.0 0.0
LNE-D8R - 12R 0. 0.2 0.0 0.2
LN9-DBR - 11R 1. 0.0 | 0.0 0.0

Calibration Verification Plot: Percent Differences with
Allcwable Emror Limits

T
10 5
Peer Mean

Peer Results Summary Table:

Evaluation of Instrument Performance Peer Group Size: 573

Calibration Vernfication Linearity Evaluation

Range % Vernfied %e Different % Linear | % Monlinear | % Imprecise

LMe-08R - 13R 26.8 1.0 are 0.0 0.7
LME-08R - 12R 09 0.0 03 0.0 0.0
LM8-02R - 12R 1.0 0.0 0.8 0.0 0.0
LMN8-08R - 12R 02 0.0 a2 0.0 (H]

le with Gamma
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Evaluation Report

Page
Wit I 38473251
Kit Mailed: DB2372024
Original Evaluation: 100182024
Mext Mailing Date: 037312023

CAP Number: 7080301-01 Kat# 01
Institution: Rsch Inst for Hith 5o Chiang Mai U
Attention: Warunee Jit-aree M3c
CityState: Chiang Mai, 50202

College of Ametican Pathologists

325 Warke pin Bosd Kordficld s S0003-2750
$000-121- 4350 - caprare

Labaratory Quﬂt‘" Soluthons

-1

EVALUATION LN9-B 2024 Hematology Calibration Verification/Linearity

ORIGINAL White Blood Cells 10E9/L (10E3/pL) Calibration Verification Evaluation

Evaluation Result: Verified from 0.60 to 375.95
Peer Instrument: SYSMEX XMN-SERIES

Allowable Eror: 7.5% or 0.12 10EHL {(10E3L),

Specimen Aszay Assay Your Peer Difference Allowable
1 2 Mean M Error

LNg-08W [o1:] (1 1:] 0.80 568 QO010EHL £ 0.12¢10EHL
LS-0awy 108 108 10.80 560 3.0% +7.5%
LINS-10WY 538 529 53.35 568 2.4% T 7.5%
LIS-11W 100.0 100.7 100.35 570 2.7% +7.5%
LMG-12WY 1088 1881 10845 560 0.8% +7.5%
LMg-13W 3053 303.1 30420 560 1.9% +7.5%
LNS-14W 4.8 Irra 375.85 568 2.1% +7.5%

Miote: 10ESL (5 equivalent i TOEZUL

Calibration Verification Plot: Percent Differences with
Allowable Emor Limits

T
ﬂ.
Peer Maan

Peer Results Summary Table:
Ewvaluation of Instrument Performance

Calibration Venfication Linearity Evaluation

Range % Verfied %% Different % Linear | % MNonlinear | % Imprecise

LME-08W - 14V BO.9 14.7 7.9 0.4 2.1
LMS-DBW - 13W 05 0.0 11 0.0 0.0
LME-0aW - 14 0.9 y a2z 0.0 0.0
LMNG-D8W - 12V 04 B 2.3 Lol ] 0.0
LMG-08W - 11V 23 ; 6.0 0.0 0.0
LME-11W - 14%W 0.2 : oz 0.0 oo

whichewer is greater

Peer Group Size: 570

College of American Pathologists CAP Mumber: T080301-01 Kit# 01

125 Wankegen Bond Ronhfeld, o S0093-2750
#0012 9050 - cap o

Labaratory Quzilty Sclutions

Attention: Warunee Jit-aree MSc
City/State: Chiang Mai, 50202

Institution: Rsch Inst for Hith Sci Chiang Mai U

Page &
Kt ID: 38478251

Kit Mailed: DQ/232024

Original Evaluation: 1001872024
Next Mailing Date: 03312025

LN3-B 2024 Hematology Calibration Verification/Linearity
ORIGINAL Platelets 10E9/L (10E3/uyL) Calibration Verification Evaluation

EVALUATION

Evaluation Result: Verified from 8.0 to 3823.0
Peer Instrument: SYSMEX ¥MN-SERIES

Allowable Ermor: 12.5% or 4.5 10ESL (10E3/uL),

whichever is grestar

Specimen AsEay Assay Peer
1 2

Difference

Allowable
Error

LNB-08P B B
LNB-0oP 48 45
LMB-10P 366
LMB-11P 741 728
LNB-12P 1028 1028
LNB-13P
LMB-14P

-11.0%
-5.8%
-6.6%
-7.8%
£.8%
-T.1%

0.1<10ESL £ 4.5x10E0/L

1 12.5%
1 12.5%
1 12.5%
+12.5%
1 12.5%
1 12.5%

Nofe: T0ESL is equivatent fo 10E3LL

Calibration Verification Plot Percent Differences with

Allowable Ermor Limits

T
2000
Pesr Mean

Peer Results Summary Table:
Ewvaluation of Instrument Performance

Peer Group Size: 673

Calibration Verfication

Linearity Evaluation

Range %% Verified % Different % Limear

% Maonlinear | % Imprecise

LNS-08P - 14P 918 5.8 g7.o
LNS-08P - 12P 1.0 0.2 1.0
LNS-00P - 14P o7 0.0 0.2
LNS-08P - 12P 0.2 0.0 0.2
LNS-08P - 11P oy 0.0 0.5

0.2
0.0
0.0
0.0
0.0

0.0
0.0
0.0
oo
0.0
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Evaluation Report

Page 3
Collzge of American Patholomists CAP Number: T080301-01 Kit# 01 Kit ID: 3B4TEZS1
135 Wiaskcans R, Moethichd, e 60932750 |’;‘5ttt'eﬁ" Ef"ﬁ‘ |"5”;" Hith ﬁg‘:’iﬂﬂ Wi U — Eﬁt I"ai_"?df mﬂ Sage s
iR CityIStat:: Cig?ﬁiﬁﬂ? ] '-III?IT“HTIT‘IQ Da'l::: -:131'31&'1];5 Collega of American Pathologists CAP N!.Jmper.' T0a0301-M1 _Hii_t_#: ()] ] ] Ki‘_t ID: 3B4TEZS1
Latoratory Guality Salions : : 5 & 125 Witk e Rused, Noethficld, llinois 60093-1750 |’L‘5ti'em"m;‘;“: Eﬁ" Instfu'l-llhf'g&umg heiai U gz EKRI“;':':'-' Og%%i‘:
e Z g 2 L s B3T3 - Capun n: unes JE-ares MSc Mal Evali o 100
LN3-B 2024 Hematology Calibration Verification/Linearity L:"w; mm: rim.mms City/State: Chizng Mai 50202 “?,mai,inu Date: 0WILH05
Laborainey Chiaity Soltince

EVALUATION LMN9-B 2024 Hematology Calibration Verification/Linearity

Evaluation Result: Linear from 0.305 to 7.500 Evalustion Type: Standard ORIGINAL Hemoglobin g/dL Linearity Evaluation

Instrument: 5 SMEX XN-SERIES Goal for Total Emor (TEE 8%

EVALUATION
ORIGINAL Red Blood Celis 10E12/L (10E6/uUL) Linearity Evaluation

Evaluation Result: Linear from 0.90 to 23.40 Evaluation Type: Standard
Specimen Assay Assay Relative Instrument: SYSMEX XM-SERIES Goal for Totsl Eror (TEE 7%

1 Concentration

Specimen f | Relative
LME8-08R : X 0.000 Concentration

LMg-0SR : : 0.208
LMO-108 ! ; 0.403 LNS-08R ! ] [ : 0.000
LME-11R : : o811 LMg-0oR 1 : ; J 0.208
LME-12R ; : 0.7az LME8-108 . ; / j 0203
LMO-13R ; y 1.000 LNe-11R - - : o.en

LMO-12R ; ; : i 0.792
LMG-13R : . i ; 1.000

Limearity Plot 1: Reported Resulis Linearity Plot 2: Differences with
with Best-fit Line Limits of Acceptable Imprecisian Linearity Plot 1: Reported Resulis Linearity Plot 2: Differences with
with Best-fit Line Limits of Acceptable Imprecision

=
ki
1

=
i
1

£
1

E

&
1
Diftarence trom Best-# Line ghdL

I
W
1

; Diflerenca from Bast-#t Line 10E 1200 {10EG/L)
&

b
ki
1

T T T T T T T T T
02 04 UE : . 04 [ nE 10 LT 0z o4 T
Relafive Concentration Relative Concentration Retative Concendration

Mean of Included Results: 3.848 10E12/L {10E8/uL) Mean of Included Results: 12.12 gidL

@ Included in best-fit line @ Included in best-fit line
& Escleded from best-fit line 0 Escluded from best-it line

‘f'our pict has one or mare points within your linear range that
fall putside of the shaded area. Since your evaluation is Linear,
nia remedial action is necessary.
Puoints can fall outside of the shaded area for two reasons:
1) an average is used o estimate imprecision, so many
small differences can offset a few large differences. and
2) dinically insignificant nonfinearity (curved fit) can contribute to
differences betwesn your results and the best-fit straight line.
Larger differences may be an early warning sign of nonlinearity,
o srpehilty, trpearit with Gamma
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Kit 1D
Kit Mailed:

Original Evaluation: BI040 - cupiy

College of American Pathologists
125 Wannkeyan Rusd, Meethfidd, linos 600632750

Pags 9
2B4TEE
D204
1182024

CAP Number:
Institution:
Attention:

7080301 Kit# 01
Rsch Inst for Hith Sci Chiang Mai U
Warunee Ji-aree MSc

Kit 1Dz
Kit Mailed:
Original Evaluation:

Hext Mailing Date:

Laboratory Guall

EVALUATION
ORIGINAL

LN9-B 2024 Hematology Calibration Verification/Linearity
White Blood Cells 10ES/L (10E3/uL) Linearity Evaluation

Evaluation Result: Linear from 0.60 to 375.95

Instrument: 5YSMEX XN-SERIES

Evaluation Result: Linear from 8.0 to 3823.0
Instrument: SYSMEX XM-SERIES

Evaluation Type: Standard
Gaoal for Total Ermor (TE): 15%

Assay
1

Specimen

Assay
2

Relative
Concentration

LMB-08W
LMNB-0EWwW
LME-10W
LME-11W
LMB-12W
LME-13W
LME-14W

0.8
10.8
53.8

06
10.8
5249

1007
188.1
303.1
IrrAa

0.000
0024
0137
0242
0514
0.800
1.000

Limearity Plot 1: Reported Resulis
with Best-fit Line

Limearity Piot 1: Reported Results

Linearity Plot 2: Differences with

Saluticns

EVALUATION
ORIGINAL

City/State: Chiang Mai, 50202 Hext Mailing Date: 0/31/2025

LN9-B 2024 Hematology Calibration Verification/Linearity
Platelets 10E9/L {10E3/pyL) Linearity Evaluation

Evaluation Type: Standard
Geoal for Total Ermor (TE): 25%

Relative
Concentration

Specimen

LMSa-08F
LiNg-0oP
LiNg-108
LNg-11P
LNg-12P
LMNg-13P
LNg-14P

0.000
0.011
0.088
0.188
0.278
0.555
1.000

Linearity Plot 2: Differences with

with Best-fit Line Lirnits of Acceptable Imprecision

Limits of Acceptable Imprecision

B
I

o

o
1

Diftemnca from Bastiil Lina 10ES/L (10E34L)

&
1

1 1
o4 0
Relative Concentration

Asgay Resull 10ESL (10E L)

g
1

WL {10E3L)

B
L

rTnHasHl Line 10€

a2
1

Ciflamnca f
a8
1

T T
od 05
Relative Concentration

Mean of Included Results: 148.11 10ES/L (10E3/uL)

@ Included in best-it line
0 Excheded from best-ft line

WBC

1 T ] LI L] ] L] L]
0.4 05 hE 10 oo oz ad 0E
Relative Concentration Refative Concentration

Mean of Included Results: 1156.8 10ESL (10E3/pL)

& Included in best-fit fine
O Exclsded from best-fit line

PLT
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Troubleshooting

KitID: 38478251

Kit Mailed: 00/23/2024
Original Evaluation: 10/18/2024
Next Mailing Date: 037312025

CAP Number: 7080301-01 Kit# 01
Institution: Rsch Inst for Hith Sci Chiang Mai U
Attention: Warunee Jit-aree MSc
City/State: Chiang Mai, 50202

College of Amernican Pathologists

3125 Waukepn Read Northfacld, [Bnois 60091.2750
S00- 3233090 - cap.oex

Laboratory Quallty Solutions

LN9-B 2024 Hematology Calibration Verification/Linearity

EVALUATION Z : : . :
Red Blood Cells 10E12/L (10E6/puL) Calibration Verification Evaluation

ORIGINAL

Evaluation Result: Different
Peer Instrument: SYSMEX XN-SERIES

Allowable Error: 3% or 0.2 10E12/L (10E6/uL).
whichever is greater

Alloviable
Error

Assay Assay Difference

1 2

Specimen

LN9-08R
LNS-00R
LNO-10R
LNS-11R

-0.013x10E12/L
-0.106x10E12/L
-0.205x10E12/L
-0.518x10E12/L
-0.816x10E12/L

+ 0.200x10E12/L
1 0.200x10E12/L
£ 0.200x10E12/L
£ 0.200x10E12/L
% 0.200x10E12/L

Calibration Verification Troubleshooting Guide

This froubleshooting guide provides suggested actions if you receive a colibration verification

LNO-12R

LNG-13R evaluation result of Different, or if your evaluation result is Verified over a range that does not

include all of your reported results. To use this guide, defermine which of the following examples
is most similar fo your calibration verificafion plot. Refer to the comesponding suggested actions,
in conjunction with the CVL Investigation Checklist for Problematic Results, to investigote possible
causes and comreclive actions.

Constant Bias

NOSW 2O
BN8aBY

-7.8% £3.0%
Note: 10E121L is equivalent to 10E6/uL.

Calibration Verification Plot: Percent Differences with
Allowable Error Limits

Review the ANALYTICAL section of the nvesfigation
checklist. Analvhical problems that produce a constant bias
may be dus to a calibration emor. Recalibration moy be
needed.

Review the CLERICAL section of the investigation checklist.
Clencal emors thot result in a constant bias are ikely due to
units of measure or decimal ploce emors, or incomect peer
group assignment. Clerical erors may indicate o need for

additional staff training.

Percent Differance

Percent Difference

Peer llean

]
Peer Mean

Peer Results Summary Table:

Evaluation of Instrument Performance Peer Group Size: 574

Calibration Verification Linearity Evaluation

Range % Verified % Linear

LN9-08R - 13R : 1.7 97.2 0.2 12
LNG-08R - 12R . 0.0 03 0.0 0.0
LN8-09R - 13R > 0.2 03 0.0 0.2
LN9-08R - 11R : 0.0 05 0.0 0.0

% Different % Nonlinear | % Imprecise

~
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CVL Survey Investigation Checklist for Problematic Results

Analytical YES NO NA

Wias the wiiHen proceaume Follomeml T i i i L L L g i s %]
Vas instrument mainfenance performed on sChedUlE T e e %]
Viere guality Control resul e O e O e T ettt e s e e st em e et n e et nam s et mmmn ry

VWas the most recent calibration acceplalble and within established stabiliby
inniks at fhe et WS P T O T I O i i o i b it s e e S i e e e e i e b %]

Does a review of recent proficiency testing results or past CVL results indicate
evenhy dishibuled Aol WITOUT DO - i e e st st o ot S A s e e B e ]

Viere the reagents prepared according 1o ProC e tUrE T e ee e e e eeeeneman (%]
VWere the reagents wiathin ther open stability occeptable ronges e (%]
Vilas the intended result within the measunng range for the Instfrument e i a
VWas the dilution protocol followed when diluhng samples that are ot of range® ol ]

Dioes a review of records indicate that there were no reloted instrumentftest
problems noted pnior to or after the testing was performed e e enneneneeee 18] ]

H B[00 8 0080

A response of “No” to any of these guestions may indicate an analytical emor. These types of errors could

indicate a failure to follow recommended instrument maintenance and calibration. You may need to review
the instructions provided with the testing matenial and/or laboratory procedures. If recalibration has not

already occumed, recalibrate the instrument.
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CVL Survey Investigation Checklist for problematic Results

Clerical YES NO NA

Were the results comectly ranscrbed from the instrument read-out orreport® e %]
Was the comect instrurment/method/reagent code reported on the result form© . (%]
Do the units of meosure match between the result form and the iInstrument results®e . [%]
Iz the decimiol Dlace OO Tl et enmm e ee e enmmm et e ens snmmm e e anmnm e L]

Does the submitted result match the result found on the calibration verification
i (Bl §iTe g B (= o Lo g £SO OO [%]

If the result was cut of range and a dilvhion was performed, was the comect
dilution factor used in the calculation of the fimal result B e OO0 L [

A response of “No” to any of these questions may indicate a clerical emor. Although reporting of testing results
is unlike those for palient results, clerical errors may indicate a need for additional stoff training. review of kit
instructions, or investigation of the reporting format provided by the testing device. If results reported on the

result form do not match the results found on the evaluation report, please contact the CAP Customer Contact
Center at 800-323-4040,
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EQA Evaluation for Quantitative Testing

28 Aug 2024 EQA Provider: OWA: TH1021Al

HIDO131_RIHES
Research Institute for Health Sciences at Chiang | Panel: Hematology HEFG435-2 2024
Mai University, Chiang Mai, Thailand

Summary: This EQA event was successful for all protocol analytes.

Investigation Reports are required for all protocol analytes scoring less than 100%. The analytes requiring investigation are:
None

Internal investigations are recommended for non-protocol analytes scoring less than 100% , and for any bias, shifts and/or
trends identified below:

Bias noted:
Positive: Platelet Count
Negative: Mone
Loy @3l oy TR Ty
Dt D', Crmlrisng Mad
*ebesaLE, C e Vs, Ds
il P M B

Shifts noted: [ JiTRML ,‘,‘:{:;[:::m:::_
uECEioR: Chnes Laz, Fil
Positive: None Dmiac B0 LG 8541 0T

Feol PO Edied varien: 51010
Negative: Mone

Trends noted:
Positive: Mone
Negative: Mone

MNon-Protocol Analytes scoring less than 100%:
None

Comments:
Congratulations on your successful EQA results.

Reviewer:
Amy Rada, BS MLS(ASCP)CM
Senior International QA/QC Coordinator

-~
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Performance Report

EQA Evaluation Report 2/2024

Page 9/23
Print Date 2024/Aug/17
Status Final

TH1021Al
275066
2024/Juli17

(Ace s;.u_v‘rft?"

Participant
Subscription 1D
Results Deadline
Accreditation

Research Institute for Health Sciences
HEFG435 Hematology 5-Part Differential

This program is provided by Oneworld Accuracy Inc. within the scope of its 1SO/AEC 17043:2010 accreditation by A2LA under
certificate 4839.01.

Instrument Model: Sysmex XMN-1000

PARTICIPANT DATA
Result PAD Score{%) Grade

Analyte / Sample

COMPARATIVE GROUP DATA

Statistical Mean 5D CW(%) PG:Description Evaluation Criteria

Acceptable Range

Red Blood Cell Count 1046/ L

PAD-Soorm Perfarmanca

*

ID:Sysmex XMN-1000 Peer Group Mean

ID:Sysmex XMN-1000 Peer Group Mean

Historical PAD-Score Performanca Farformance by Concantration

£ Made with Gamma
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Monthly IQC September 2024

QC Chart Clinical Laboratory, RIHES, CMU

. Exp. Date | Date From | To | iUL
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Monthly IQC October 2024

€linical Laboratory, RIHES, CMU XN series admin
oC Chart

UL
shift All Nickname Material Lot MNo. Exp. Dete | Date From To :
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