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A R stn 7 B S AR AF L MR R
Measurand Concentration of PSA in serum
S q
. PSA. ng/mlL
Unit - ng/
F ik 6y R IR BF 0 ATk
Method Two-site enzyme-linked immunosorbent assay
2 -
PSA Test
Procedure
< 18.1 %o
B % F ¥ 5 JE From Westgard — Biological Variation Values

Target u

Desirable Biological Variation Database specifications
CV;

A I Mg 3B
Calibrator traceability

Access Hybritech PSA Calibrators prEN ISO 17511

A iF My R BE G2 PR
Urel

B AR My E B RS AF R hE PR AL

i S Ao B
Reported value

ng/mL -]~ B EEF ¥ {ir

Reference values

< 4.0 ng/mL
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QC:2013/1/1~2013/6/30 Level 1 Level 2 Level 3
T |
1995 .' | 3
Lot No QC 19951 QC 19952 QC 19953
AP
AR 184 180 18]
n
F
0.121 391 16.1
Mean :
RiEE
. 0.0207 0.306 1.181
Standard deviation
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BORETARAERE

0.02 0.31 [.I3
llc
A
ARHBSRIRHER | 10 7830 734%
e, CV %
BRARER
<(0.022 <(.71 <291
Targetu: <18.1 % - —
F| A (002<0.022) (0.31<0.71) (L18<2.91)
Fit for purpose FOAKER | BAAKBE | #oAKaR
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Biological Desirable
Sample Aonalyvte Sariatioi Specification
CN; C™ = I{2o) Bi{%o) TE({(%o)
5- 11l-Desoxycortisol 21.3 31.5 10.7 9.5 27.1
5- 1 7-Hyvdroxvprogesterone 19.6 S50.4 o8 13.5 297
T d-hydroxyv-3I-methoxyvimandelate 5o o 47 O 11.1 13.0 31 .3
(W INVLA)
=5- 5" INucleotidase 23.2 19.9 11.6 T.6 26.8
Tr- 5'—Hyd1‘0x§tfindoleacetate, 0.3 33 > 10.2 o - 6. S
concentration
=S- 1-Acid Glycoprotein 11.3 2449 5.7 o8 16.2
=S— 1 - Antichyvimotrvpsin 13.5 18.3 &8 5.7 16.8
S5- 1 - Antitrypsin 5.9 16.3 3.0 4.3 o2
- 1 -Globulins 11.-4 226 5.7 .3 15.7
T 1 —Microglobulijl, concentration., first 33 0 s8.0O 16 5 16 7 a3 o
INOITIIILE
P- Z-Antiplasiiiin G2 -— 3.1 -—— —-—
S5- 2-Globulins 10.3 12.7 5.2 4.1 12.6
=s- Z-Macroglobulin 3.4 18.7 1.7 A4 TS T7.56
r— 2—Mic1‘0globuli.11 output, first 29 O 32 .0 14.s 1O = P
morning
P- —aminobutryvic acid 247 323 12_4 10.2 30.5
=— - Aaamvlase s.7 28.3 e 7.4 14.6
=5- - Aammvlase (pancreatic) 11.7 29 9 5.9 8.0 17.7
TT- - Aoamvlase (pancreatic) 695 1050 34.7S 31.148 28.82
Tr- - Aammvlase concentration. randoin 940 460 47 .0 26.2 1037
P- —-Clarotene 240 &65.0 12.0 17.3 37.1
- —Carotenea 480 oS50 24 0 202 59.8
=5- -Fetoprotein{(non hepatic carcinoimna) 12 = 456 &1 11.8 21.9
=— -Tocopherol 13.8 15.0 o9 5.1 16.5
=5- Avcid phosphatase 82.9 8.0 4.5 3.0 10.3
AMvycid hosphatase tartrate-resistant
= (TR_ACE'?) P 2.0 13.3 4.0 3.9 10.5
<_ A2Aocid  phosphatase prostartic actiwvity” 33 = L 16.9 L L
(P.AP)
P- Aoctivated partial thromboplastin tiznie 2.7 8.6 1.4 2.3 4.5
P- Acdiponectin 18.8 51.2 b 13.6 2o .1
- Acodenosine deaminase (AT 11.7 25.5 5.9 T.O 16.7
P- A lanine 147 55.8 7.4 144 26.6
=- Adanine aminopeptidase 4.1 e 2.1 e e
- Adlanine aminotransferase (AT T 19.40 41.6 9.7 11.48 27 .48
- A 0 burrin 3.2 4TS 1.6 1.453 4 O7
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MExATEBEELSE TAF-CNLA-G40(2)

P- Vascular endotelial growth factor 14.1 18.1 7.1 5.7 17.4
B- Vascular endotelial growth factor 14.3 28.8 7.2 8.0 19.8
S- Vascular endothelial growth factor 10.7 47.6 5.4 12.2 21.0
P- Vitamin B1 4.8 12.0 2.4 3.2 7.2
B- Vitamin B2 (Riboflavin) 5.8 10.0 2.9 2.9 7.7
(B Vitamin B2 (Riboflavin) 6.4 11.0 3.2 3.2 8.5
Ervth-
(B) WVitamin ]3_»2 _ status (glutathion 5 40.0 -6 10.1 14.4
Eryth- reductase activation)
() WVitamin B12 15.0 69.0 7.5 17.7 30.0
Eryth-
() Vitamin B6 14.0 24.0 7.0 6.9 18.5
Ervth-
B- WVitamin B6 20.0 34.0 10.0 9.9 26.4
) Vitamin E (Tocopherol) 7.6 21.0 3.8 5.6 11.9
Ervth-
(B) WVitamin K (Phylloquinone) 38.0 44.0 19.0 14.5 45.9
Eryth-
S- VILDL Cholesterol 27.6 --- 13.8 --- -
P- Von Willebrand factor 2.5 27.3 1.3 6.9 8.9
S- Water 3.1 0.1 1.6 0.8 3.3
S- Zeaxanthine 34.7 --- 17.4 — —
S- Zinc 9.3 9.4 4.7 3.3 11.0
P- Zinc 11.0 14.0 5.5 4.5 13.5
EEESR
CV; = Intra individual biological variation
CV; = Between individual biological variation
I = Imprecision
B = Bias
TEa = Allowable Total Error

FoH sk R ¢ https:/www.owestgard.comy/biodatabasel htm
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# Bk - NMD.BILA.QRI1901/01 Rk D miFa ¥ 10654 115 01 B

We PSA £ 1 107 & f-a 3.0 40320/40330
a2 Control-1 Control-2 Control-3

A & mean T ey mean uc Ural MEan uc el

1 062 0.09 14.39 292 0.14 4.66 1557 038 244
2 0.61 0.09 14.51 2.86 0.10 343 1577 0.39 247
3 0.33 011 2090 278 0.10 3.52 15.78 0.49 3.10
4 0.57 0.08 14.60 275 011 396 15.54 0.59 3.80
5 061 0.08 1287 276 0.08 3.04 15.51 0.44 286
G 0.92 0.11 11.42 2.68 0.12 4.50 18.03 048 2.68
7 0.85 0.08 934 261 0.11 421 17.94 064 3.54
8 0.87 0.09 1031 2.64 011 435 17.63 0.39 223
o9
10
11
12

i i B 4

SR TEAR T4
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PSA Z B e B E T - E 2 & By

20150501-20151231 kB kR ¢ kR
P 40300 40300 40300
¥ A #i(n) 132 132 132
T 3218 (Mean) 0.998 3.482 17.962
£ 2% £ (SD) 0.082 0.173 0.610
X B A AT AR
BERERR IR 0.08 0.17 0.61
Z_& Uc(SD)
p$tie &R E 3 AR 8.2206 4.97% 3.40%
z_ Urel(CV%)
Bh AR 0.16 0.34 1.22
U(U=Uc*k)
P77 TR CVI <18.1% <18.1% <18.1%
Targetu : <18.1%
RS (8.22% < 18.1%) (8.22% < 18.1%) (8.22% < 18.1%)

Fit for purpose @ & iR & iR

B iR



Tohk

PSHIE 4.0 ng/al - 7 R & B ARG - 4ok fAPSAE 5.
ng/mLA_F3R2 £ ¥ 0 AT RE- HRHEKR Y

* d PSAshE Pl#cdy 45374, 0 ng/mLenfesk -2 e » H e S B SR TR 5 3. 48
ng/mL x 4.97% = 0.17 ng/mL > #F -+ 72 Fe T & 5 0.34 ng/mL(0.17 ng/mL x 2) - ©
sPSA=4. 8 ng/mLPFHE L2 e B 20.34 ng/mL > F5% %7 & & 4. 46-5. 14
ng/mL> ¥ B WIREALEL D TP R FFRIE N EERE -




ALLOWABLE TOTAL ERROR TABLE(F 7 2R 2% %)

Sample Analyte TE (%) Source # 2
Serum Alpha-FetoProtein (AFP) 21.9 Westgard
Plasma Adrenocorticotrophic Hormone (ACTH) 10 RCPA
Serum Aldosterone 36.7 Westgard
Serum CAI199 Antigen 46.03 Westgard
Serum CAI153 Antigen 20.8 Westgard
Serum CA125 Antigen 35.4 Westgard
Serum Carcinoembryonic Antigen (CEA) 24.7 Westgard
Serum Cortisol 22.8 Westgard
Serum C-Peptide (CPT) 20.8 Westgard
Serum Calcitonin 10 RCPA
Serum Dehydroepiandrosterone 22.2

ulfate (DHEA-S) BV
Serum Estradiol 26.86 Westgard
Serum Folic Acid 39.0 Westgard
Serum Follicle Stimulating Hormone (FSH) 21.19 Westgard
Serum Free PSA 30 WLSH
Serum Growth Hormone 20 RCPA
Serum Gastrin 10 RCPA
Serum Insulin 32.9 Westgard
Serum Luteinizing Hormone (LH) 27.92 Westgard




Abbreviations and Sources

Abbreviation

1CLIA

2 WLSH

3NYS

4 CAP

5BV

6 AAB

7 RCPA

8 CFX

Source

CLIA 88, CLIA

Wisconsin State Laboratory of Hygiene

Wadsworth Center of the New York State Department of
Health

College of American Pathologists (CAP)

2004 update of the Spanish Society of Clinical Chemistry
and Molecular Pathology (SEQC) table of Desirable
Quality Specifications based on Biological Variation.

American Association of Bioanalysts (AAB)

The Royal College of Pathologists of Australasia and the
Australasian Clinical Biochemist association Quality
Assurance Program

Canadian Fixed limits from the College of Physicians and
Surgeons of Saskatchewan




https://www. westgard. com/cli1a. htm

https://www. westgard. com/biodatabasel. htm
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