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Descript Mean Repeatability Wlthln—Lfl‘t?oratory
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SD %CV SD %CV

Patient 033 0.017 5.15 0.036 10.91
Pool

Patient | 304 | o125 | am | 04 14.08
Pool

Patient 7.20 0.481 6.67 0.581 8.07
Pool
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measured value — true value

Y%interference = P —— X 100
Compound Concentration with no
Significant interference
Lipemia (Intralipid) 1000 mg/dL
Bilirubin(unconjugated) 20 mg/dL
hemoglobin 500 mg/dL

(Linearity)og s -4

0.34 ng/mL cbile b 5,50 0503 b1, 9.65 ng/ML adyl clale b aiged S5 09 oz o) jskaie 4
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No Ratio E;g/i;f)d (fg?ﬁi) (ijfni) recovery% | %Bias
1 1 9.65 9.33 9.97 NA NA
2 0.9 8.72 8.39 8.53 97% -2.9%
3 0.8 7.79 7.48 7.97 99% -0.8%
4 0.7 6.86 6.88 6.97 101% 1.0%
5 0.6 5.93 6.20 7.06 112% 11.9%
6 0.5 4.99 5.24 5.71 110% 9.6%
7 0.4 4.06 4.59 4.46 111% 11.5%
8 0.3 3.13 332 3.33 106% 6.1%
9 0.2 2.20 2.34 242 108% 8.3%
10 0.1 1.27 1.29 1.32 103% 2.8%
11 0 0.34 0.34 0.34 NA NA

3,5 58,5 :NA

((Trueness) zw s -5

(Recovery Evaluation) oL 3L U j, -5-1

Sl slas ol il 285 plnl Sogo 50 & Uiy, Bias b Solaapn s> ;)

28,5 plmil FPSA 5l jaseie polia (489581 b g objb Sladlas 3,k 5| (Proportional Error) ..

Gaslgl o g 03938 Sglie TPSA (glyiome b calises (slo diges 4 TPSA 5| sasein oo Sl cpl yo

035 drlone g abal) Bo5b 5l oad 03938l lade (Sbjb g een 53 (605 05l s
Concentration Recovered

%R = X 100
¥oRecovery Concentration Added

el Sy akaly sl ‘N;@QL:-! Biaspsag) oby 4 a8 Solein glas Jlade fyizxen

. X measured — expected
%Bias = X 100
Expected
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il 0als A 5 Jeaz )0 obj)l cnl mlo

Original 1.86 ng/mL added
Sample CO(I:I c;;;:ia)tmn Recovery% Bias
1 1.48 116.41% 9.03%
2 2.54 99.64% -0.15%
3 3.52 111.42% 3.87%
4 4.22 115.05% 4.51%

(Method comparison) gl auwslioc b3, -5-2
slo e &S ol by 50547 55,50 imi PSA SIPSA lejas omi corasl Ll
CanAg 4 CanAg Free PSA Ref350-10 35, fPSA sla o5y LlKiy, tPSA 4 fPSA o5
slasluitiwl dnwge EP 09-A2 slosal, b slae(n=47 PSA range 0.26-7.64)PSA ref340-10
O3Sy gy 4 Gy S 99 0 b ool Cuwsy IPSA/PSA s 5 el (CLSD oolSalesl 5 sl
sl 00 00,1 dalal 5 ¢ oS (5 Jl3ged 5 S AMS 0 S duslie K0S, b s
PSI = 1.0681CanAg + 0.0106 Ordinary Linear Regression

r =0.991457 PSA Ratio PS = 0.01803 + 0.9219 fPSA ratio CA
r? =0.982987 o

PSR
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&lm g b
1. Catalona W.J. et al. (1995). Evaluation of percentage of free serum prostate-specific antigen to
improve specificity of prostate cancer screening. JAMA. 274(15):1214-20.
2. CLSI Evaluation of detection capability for clinical laboratory measurement procedures;
approved guideline.2nd ed. CLSI document EP 17-A2. Pierson-Perry J.F. Clinical and Laboratory
Standard Institute, 2012.
3. CLSIL. Evaluation of precision of quantitative measurement procedures; approved guideline.
CLSI document EP 05-A3. McEnroe R.J. Clinical and Laboratory Standard Institute, 2014.
4. CLSIL Interference Testing in clinical chemistry; approved guideline.2nd ed. CLSI document
EP07-A23. McEnroe R.J. Clinical and Laboratory Standard Institute, 2005.
5. CLSI. User Protocol for Evaluation of qualitative test performance; Approved guideline 2" ed.
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