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Consistency of fibrinogen determination by prothrombin time-derived method and von Clauss method and its application
ZHANG Yan, YANG Yi, JIN Xin ( Department of Clinical Laboratory, The Third Clinical Medical College of the Three Gorges University,
Gezhouba Central Hospital of Sinopharm, Yichang 443002, Hubei, China)
Abstract: Objective To establish the consistent interval of the results of the fibrinogen (Fib) determined by Prothrombin Time-de-
rived (PT-der) method and Von Claus method of Wolfen TOP series instruments, and the applicable scope of PT-der method, and im-
prove the clinical application value of PT-der method. Methods Mixed plasmas were prepared by proportioning 30 fresh plasmas with
low, normal and high Fib concentrations. Von Clauss method was used to assign Fib concentration in the plasma samples, and then the
results were calibrated by PT-der method. Refering to EP15-A and EP6-A documents of Clinical and Laboratory Standards Institute
(CLSI), precision, linear range (range consistent results) were evaluated. WS/T 402—2012 recommended method was used to re-es-
tablish the reference interval. The Fib level in 5 142 samples were detected using the two methods. The numerical range and applicable
range for 99% of the results detected by the two methods were established, in which Fib accuracy met with the requirements of WS/T
406—2012. Results The precision and linearity of PT-der method after recalibration were certified to comply with the specification.
The determinable concentrations of Fib were 1.51 to 7.00 g/L when the coincidence rate of accuracy of Von Clauss method was 99.72%.
The scope of application should not include the following cases: after the use of high-dose anticoagulant drugs, decompensated cirrho-
is, fibrinogen degradation products (FDP) =30 mg/L, thrombin time (TT) =20 s, activated partial thromboplastin time (APTT) =
80 s. Conclusion After calibrating of PT-Der method by the means of quantity value transfer, the consistent interval of PT-der method
and Von Clauss method for Fib detection was established. The applicable scope and reference interval of PT-der method were deter-
mined. The accuracy of PT-der method may be guaranteed and improved for its clinical application.
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0.72~2.00 32 1.56+0.36 1.40+0.33 11.80+16.22 71.88
2.01~4.00 436 3.21+0.49 2.90+0.46 10.96+7.95 84.86
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0.70~1.50 103 1.23+0.20 1.40+0.20 -6.39+12.18 83.50
1.51~2.28 606 2.00+0.21 2.12+0.28 —-4.94+8.57 99.50
2.29~5.02 3813 3.37+0.72 3.38+0.73 0.15+6.88 99.82
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2.4 SEBRR 4G DL BTSSR, R A
Y Fib (RN %2 &5 TOP Family 51 S I
BCE M AABTFETT 152547 PT-der JEALHE, 1 7 2
7V [ ASI 20 451 LA b A iy, 20 PT-der ¥ 95%
LA ERE 25 2R5 Von Clauss % 25 3 1 fi fi <
20% , WA A A HE LI, T2 2 B A 1 . 5 I 2
Ja HH A Fib (REA I ] PT-der 34 BEATHI UK
Rzl , (1) 25 2RAE 1.51~7.00 o/L Ji Bl N H R H

B 2.3.2 HPORTE AP, B S 45 50 (2) iy
B 2.3.2 oAadE &M, F3hdH Von Clauss 358
M Fib; (3) W5 RARLE 1.51~7.00 g/L 05 Rl A 0 £
HalfiH( QB G ERFET) Von Clauss 355
W Fib; (4) 6 13 g PT-der 5% [X [A] AT i IR
Wt o AERSLATT RIG AR SR % K 4E H Fib &2 0]
HALN 3.89% (418710 975 ) , 4ifli FH KA & STk 41
7 FAG MKy 35.65% (3 913/10 975) , K



- 488 - I BRAR B0 2 7 2021 4E 7 A 45 39 %45 7] Chin J Clin Lab Sci, Jul. 2021, Vol.39,No.7

FERY $2 & 7R 3 BE (PT, APTT, TT A1 Fib %&£
TOP700 BX-& M n] iy J5 56 i & /N ik 60 (1] 2 7+ 2
HF/NIE 78 45)) FICR I TR S

3 g

Fib RE MRS EE R EY Y L E e
R IRHIKF-33t 15 25 5 RS R L o G 0 T R S
SR ER T HOK P A 2 S B0 1 1
Hh MR R AT R R R T S B L H ot R
3o Von Clauss 3% F Hif & Fib Kl 1922 07k
11 PT-der 7 T 7EASCAS I 5 48 1L st B 7] ( prothrom-
bin time) i}, i3t Fib JE B 2F 4 1, AR 4 £F 2 2R
kS R Fib iR O RS, A S
kR " PT-der 32 F1 Von Clauss ¥ 7E 1F & 36 Fl
DA ARG I 235 SR A R 4230, T A S5 i S T PN D) 25 8¢
KA 2= FH NNy PT-der i A & — Bl o] S 19 J5
&(s,mm )

ARSI F Wk 2 A A 2.00~4.00 g/ Lk
J& Fib {8 — 2t if & B, PT-der 35K Fib 1925
JLF3 5T Von Clauss 3 10% ~20% , 2[4 35iHH
JERBL, Bk 2 F s Al A A — Ao i B E AN
AHIE], BT AHEN R AEAS [F] 5 | R A 45 SR AN [F] . — I
Z 5T 48 H PT-der Fl Von Clauss Jyi% 2 [] )
P 22 B TR £, HL 25 5 5 e ot 2 F
SRE SRR A S o T o i R AL A A v S ok
W, 5 RN X T N &R, AT SR AL 8 T
20T 6 T TR TR G 0 2 A, I DA ok BT A
PT-der 351", BP0 A2 330 A S g T B ( )
e i A LAY A 3 A B v T AR R 4
Tt bR, KL s B TR R & E, U
TR AR — 50 o ASHESEIE i S % 05 1
MR AR —20) 7k, o8 R IR (a5 7y ik
170 P2 Von Clauss 2 B A7 58 8 W15 4% , B L8
KHERY PT-der JEAL A] LAY Von Clauss 7 ) 5 4
— 2 — B HIE] NIBSC (5] BT EhRiE) o

KT 2 Pk as At s e 2 (B R %
BOERE T 45 R BB, 20 B PT-der 15 1Y 25 2R
SR, (HAS [R] il R AN (] Y55 (%) i B8 A 2 Fob 7y
W25 SRR AN R R o T AS B 5 A
(EALEB Y 77 1 BT A I 30 0E T PT-der 3%, Jf-4ff
FARIREAS I 25 5 L X 57 T PT-der 11938 F 4%
PFEFRFE L, {6 2 PPy A I 45 SR AE — s Y N Al LA
Hie, SR Rizzo 21" 1 % B, AN [ J7 Kl

F1 Fib AKF w22 5 L e EARE A L, 5
AHIR GG e — B, B AE A A SR AR, 2 oy ik
FIRy A DN {0 2 7] e I 20%

HAREEN —mJE, 2 kR A%
DX [i) AN 58 4 A TR) , (HLBT 25 58] 21 1) SCiR 35 A 38 2%
G, AR WFFE X PT-der 33647 T S TR HE, T5 5T 2
ST AR EMN S X, fEVFE T, AT 2
F 5 2 — e X R 35 T 2 RO 10 525 X ]
I PT-der 3£ 2% X [0) i T Von Clauss 5%
X T, =z S B g FH Hh LT i A — 350 X R) P 8 25
SRR PT-der 354G, 5 AT F PT-der 15575 X
AT I R AR A

T S48 Y AT A DX B A6 0 %5
i, T AR S 2 ) A AR O A U 2R
ANELA 3 30 3 P o A () S 6 AT A 6 T vk o
FE IS B H O SCIR s RI 5 58, AR PR UE RS 36 T
FIHE T RAdpes )N 169 BAS R d PR ) 3138 SRy I R R ) K
BE MG

4 %3k

[LJEPHY, BEHE, SR, 5. 1 s A4 1 S i 21 2k 4 1 i AT A %
TE BT REHLEIDEELT ] I RAG SRR, 2019, 37(9) : 675-
679.

(2] B0, WL, e, . L Els itk e o 27 4 8 1 I e
SHEOREF ] RK A4, 2020, 38(3) : 187-190.

[3IREAR, AHC. F4EEAFESMIEEHEEE D A BINTE T
B2 WT R B E )], K s P, 2020, 35(1) : 79-80.

[4]BRIFIIK. Sysmex CA7000 Il BEAX 2 By ¥ 00 2 £F 4 8 1 J 25 20
B LT]. EBR I R 2R, 2015, 36(11) : 1546-1547.

[STRRFASEF, WS, 2/ME, 4. CA-1500 4 H SIS FH 7
LM YR A S R L[] e SRR pE e, 2015, 33
(1) 111-112.

[6]CLSI H30-A. Procedure for the determination of fibrinogen in plas-
ma; Approved Guideline[ S]. Wanye, PA: CLSI, 1999, 99.

[71BE R, R, w6, 5. MR o e K 27351 T
JHES et PR A T B SC R R L] o PG B 45 450 i 1L 8 9 %
A&, 2020, 18(13): 2168-2171.

[BIXUPRAS, farseds, 5T, 45 Sysmex CA-1500 4= [ ZyIfi 5E{X PT-
der A1 Von-Clauss IEAHNET 4E 2 SB[ 1] [ PRl g 1
27k, 2014, 35(10) ; 1333-1334.

[9] NCCLS document EP15-A. User demonstration of performance for
precision and accuracy; Approved guideline[ S]. Wayne, PA. NC-
CLS, 2001 1-48.

[ 10]JNCCLS document EP6-A. Evaluation of the linearity of quantitative
measurement procedures: A statistical approach; Approved guide-
line[ S]. Wayne,PA. NCCLS, 2004, 1-47.

(THE 494 W)





