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[Abstract] Objective To investigate the application of quality control in clinical immunoassays.
Methods The 200 patients undergoing clinical immunoassays in Songjia Town Central Health Center of Lingcheng
District were selected as research objects. Among them, 100 patients admitted during the quality control of routine
immunoassays from January to December 2019 were included in control group, and 100 patients admitted after
the implementation of strengthening the quality control of immune tests from January to December 2020 were
included in the observation group. The detectable rates of clinical immunoassay indexes [hepatitis B surface antigen
(HBsAg), hepatitis B core antigen (HBcAg), hepatitis B surface antibody (HBsAb) and hepatitis B core antibody
(HBcAb)], variation indexes of immunoassay indicaters [insulin (INS), insulin antibody (IAB), alpha-fetoprotein
(AFP), and carcinoembryonic antigen (CEA)], and incidence of adverse events between two groups were compared.
The changes in the comprehensive professional scores (including theoretical knowledge, clinical practice, and total
score) of the inspectors before and after implementation of the strengthening of quality control of immune tests
were compared. Results The detectable rates of clinical immunoassays in observation group were significantly
higher than those in control group [HBsAg: 100.00% (100/100) vs. 92.00% (92/100), HBcAg: 99.00% (99/100) vs.
91.00% (91/100), HBsAb: 100.00% (100/100) vs. 93.00% (93/100), HBcAb: 98.00% (98/100) vs. 90.00% (90/100),
all P < 0.05], the variation indexes of immunoassay indicaters were significantly lower than those in control group
(INS: 0.424 +0.038 vs. 0.510+0.057, IAB: 0.358 +0.046 vs. 0.461 +0.054, AFP: 0.312+0.040 vs. 0.568 +0.063,
CEA: 0.51140.034 vs. 0.634 +0.052, all P < 0.05); the incidence of adverse events was lower than that of control
group [8.00% (8/100) vs. 25.00% (25/100), P < 0.05]. The professional comprehensive scores of inspectors after
strengthening the implementation of quality control were significantly higher than those before the implementation

(theoretical knowledge: 36.2042.85 vs. 31.16+1.79, clinical practice: 53.62£4.71 vs. 45.28 £3.34, total score:
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89.82+7.56 vs. 76.44+£5.10, all P < 0.05). Conclusion Strengthening quality control can improve the

detectable rate of clinical immunoassays and the professional quality of inspectors, and can reduce the incidence

of adverse events, which has high clinical application value.

[Key words] Clinical immunoassay; Quality control;

Il PR G5 A6 B0 7 22 A i 2 W L YRdT STS
PEAG R B B, W R s L At
FE L H YU IR R 2R I E o llm R
G PE KL 6 235 R B TR 1 2 L XTI 2 B L TR YT
PAK B E T LR S 2 AR R SEBR T AR,
PERG I ()RR LU 2, 22T DR 3R 1 T e A B 4%
REYHERR M A= 50 . BT R A (B ds) 2 K A
PERC I H ) — IR B L B TR R T po 3R
150 PR I B A A DX 55 i) R 28 O n e o 4%+ 43 EE 22
AWFFE SR 2019 4FE 1—12 A F1 2020 4F 1—12 A H
B BAEABE AT R S B 50 1 4 100 151 84 3
AT HCI A3 Mt , LB B 45 7 i DR SR 2 A6 3 v 7 oz T8
B ARSI .

1 #ERE5HE

1.1 WX S Rorde #E4% 2019 4F 1 —2020 4F
12 A AEARBEDEA T PR G2 A6 36 11 200 91 55 251 b
FERT G2 AR T 1 e AN 5] 20 R % B A (2019 45 1—
12 7)) FER4H (2020 4E 1—12 H), B:4145% 100 i,
g R TAEANGL 8 4, Hoh Bk 2 4, k6 45
AR R 23 ~ 49 % FF4(30.2142.75) 4

L1 PAARE O BRIl HAE e R
(R 5 @ IR HEATIG R A A 6, 9148 8 0 1 7]
BHhA.

112 HEBRARME D F77E 0T BB 52 I R fo 2 46 5
SRR Q IRIRERIA T

1.1.3 e AR BRI, JF S
AR BEAS HAE o (LS < 202109), A K 15 3545
T R B R N R

1.2 AR A i

121 XPRRZL SEFT R R O6 T AE , He HEAS B0 B AH
HEE i BE R AR A TR AR AR A 3R, DL
gk e B A TAE .

122 WEEZH HEATIm IR S B A g i st o 47 , HLAA
AT .

1220 @i/l AR AT K EEEs
(R ERERTE VN Rt NI 17 N Bl e i &
FEN RN /N B e AR AR A7 Aift  16 K
ek ARG 95 55 P11 AR TEE R AR LR | Joi o 48 PR o B

Effect

HAR 5 & T ZUHOC TAE A D12 5 llm PR S 2 4 4 Jot
AR BB RIS 24

1222 JREEHEAL X 2019 45 AR Bl IR s
K960 H & B B TP, SR R R A
BUIEXTFLHEAT A2, NZAS T B th 3R R 44
SF B S PS E

1223 faHE T O BEHEER ; Q fnA ik
KR, AR A G A% | bR AR 4R R sl iR | 26
] 5 B BMIREEAS ISR ; @ U A E
TR RS R R  © PRI T i
FER 5 © KBS AR s O I RS 51 T
BRI R E R B AN I o

1.2.2.4 XSS O nageEl . Xl AR
SR TAE N GUINss BT A SRR BRI, 32 /5 % PRI
8] PR, T ER BT A TAE A DU AR I IR
B P RS B0 Tt A LA B AN R 25 it FH O vk A g A
FH e @ KRIHT R < ITVE AT SZ KX S ek
AR SR A RO A , 1 B T TR IR B A B AR5 LA A
2, A 0 ARG 36 T A A G T R R I, LR R A
A A L2 I R GBI 5 VEANIC S Z K bn AR Y
AT B MRS RGN 300 H | $2 RO i f R 4R
FHRLFRAS , AR LRSS RS, s 3% 46, K TG
B KRR PR A A ARG R R, P S AE 2 h
WIERL . W0 TAE N RFEIPR A IS T A 5
B XTI N B AR AR B B T A OCR 5 S5t
fE AR = BRI . O kg i . &
SRR 30 % EATIE T T, T R R A T ==
2SS AR SR THT R T v B 5 ™ s S 3 3 1 U
JEFIIRE 5 22 HER A E WP R 36 % 1AL RS 3
BRI AR AR R AR PERE AL A PIRES 5 KA ik
T TEA O P, B i 22385 A B3 0 | A2 S5 A 3
o RN B PR i BERTR A L BA U TR A
SRR AR g S SR P A R , B 1 R Bt
FEHREABE IR S BTG Y . B /D 3 IRKG SR 25 R
FISIAME , B REAR S A TR R AR AL, AR S 4
B (PP bR e 22 5500 HUAED. @ K50 5 0 5
MRS  EER T RARFE D 48 h TE
SE BT R H e 4l B IR A 36 25 R A T 43



SR BE T 2%k 2021 4F 12 45 13 %55 4 18] Chin J Clin Pathol, December 2021, Vol.13, No.4

* 219 -

MrJa B WA — SO, SR A AT ki g . Yk
oL Rt i I, I B IS AR O B S AL [ s
SRR IR R T N A8, A AR IE ST A% A A5
AR, X SR ARG, © FREEdidt « Bids /N
JI DA AN S IR XTI DR B 2 A6 0 o e R A Tl A, S b9
R AEERY AN AL , ZORA N B S Bt

1.3 PR EAR RHAERRE D MDA - Sk
K [ 45 O AR PR (hepatitis B surface antigen,
HBsAg), ZJHAZ BT (hepatitis B core antigen, HBeAg ),
CHFRIHUAR (hepatitis B surface antibody, HBsAb),
VAR R NS RN (hepatitis B core antibody, HBcAb) ) HY
PR, [l ARSI & 2R (insulin, INS)., BRE) R HUAA
(insulin antibody, IAB), Hfifi#E 1 (alpha-fetoprotein,
AFP) U KBt (carcinoembryonic antigen, CEA )
MR S8, @ Geit AL R S e o g il A vh
A R RO . @ E P BT By Bes 56
NG Eb 2545 Gt , b B AR STl 40 77,
RS BLEA 60 43, S43A 100 43,

14 Geitab s 5] SPSS 25.0 Gt i Ak 3
Bl o FE ERS A R OR LIS + bRz
(x£s) Fom, R ¢ K50 5 THECHORI LA (%) R,
K x K. P<0.05 MERAGITFE X,

2 R

21 R X IRAI RIS AL R A | AR
S ORI B 22 S TR G L (H P>0.05),
ARl PR, W& 1.

F1 RAMUERAN—MHERILE

U EAICED (%)
WD e e B8 (et s)
X HEZH 100 61 39 22 ~76 49.82+4.16
WELLH 100 59 41 23 ~177 49.60+4.22

2.2 IR GEER I AR AR WS (9 I IR fe
JER I H HBsAg. HBeAg . HBsAb ., HBcAb () FH
Ko HH B EBH B g T R, 22 A St (B
P<0.05), W2,

x2 WRASWRAIGAKREQIEFEER H R

13 151%5 FHPER 22 (% (f51]) )

- (B HBsAg HBcAg HBsAb  HBecAb

XERZL 100 92.00( 92) 91.00(91) 93.00( 93) 90.00(90)
WEZZH 100 100.00(100) 99.00(99) 100.00(100) 98.00(98)
x 18 8.333 6.737 7.254 5.674

P1{H 0.004 0.009 0.007 0.017

1 : HBsAg J ZIFRTHR, HBeAg N Z PR U HUR, HBsAD
CNTZTHUAR, HBeAb S 2T OB

2.3 ImIRGER A bR AR IR B L B R
INS. IAB, AFP., CEA AY7% 58 %35 B B AL F X) R
H, EREGITFRE L () P<0.05). Wk 3,

#x3 NRASVRARRREIERTRIEHILER (X £5)
{5 iR

(f1) INS IAB AFP CEA
XHEZH 100 0.510+0.057 0.461+0.054 0.568+0.063 0.634+0.052
WL 100 0.424+0.038 0.358+0.046 0.312+0.040 0.511+0.034
¢ fff 12.640 14.595 34.532 19.906
P 0.001 0.001 0.001 0.001

1 INS A, TAB MRS FEbiik, AFP HHRENH, CEA K
TSR

24 ANRFARAEHBN WEHANASRFFERL
AR AR T X IR (P<0.05), WLFE 4.

4151

x4 WRAMURAHAIREGHLEBRILE

- ARFAE(H] (%))

il

ZH 5 4) bRz ZIEAS KRR EAERE
AEHE NEHE FHR FHiiR

XTHRZL 100 5(5.00) 3(3.00)  3(3.00) 3(3.00)

WL 100 2(2.00) 1(1.00) 1(1.00)  1(1.00)

- ANRFAE (%)) ——
- .

21 5 () I RIS DGR sk (o)
FER RiktR i

XHRZ] 100 4(4.00)  4(4.00) 3(3.00) 25(25.00)

WELZH 100 2(2.00)  0(0.00) 1(1.00) 8( 8.00)%

o SXFRA A, *P<0.05

2.5 St S R e TR BT R A S R e 5Ll £
B SRR AL SR B, R A G A&l
LA st IR IR | IG RS2 . Boligt) S0 Gy
FALHiRT (¥ P<0.05), W#E S,
x5 LHEEBEREIMEFRIEIERIEAR
FTALEERSHNTW (52)

NH EREANR IR ISV
(%) 1) () (71

SEREINSRFAERT 8 31.16+1.79 45.28+3.34 76.44+5.10

R TE]

SRR 8 36.20+2.85  53.62+4.71 89.82+7.56
t 1 4236 4.085 4.150
P1H 0.001 0.001 0.001

3 itig

LA , N2 A B i) il REVE BE P51
AN 125 , 3553 B EAT B P A AR I
PRAEARAATEXE A2 , 2 S BORAEIGIT I PLBE R,
DRl bl PR 2 7 O e 2 T A e
N ZE BIIRE, A A THLUAR A F B %
FEDIRE AT LRI I HEH AARSMR AR A O 40T,



« 220 -

SR I BEIIIZ4 A 2021 4F 12 H %5 13 4555 4 ] Chin J Clin Pathol, December 2021, Vol.13, No.4

IR B HE P A DA 7 £ 8 5245 240 L% e 4
NG IE DI RESZ BT, 1 1 S S W TC i A T
PR RS | A A 25 DR R B2 T R REFS R0
e A S 5 A6 6 2 s S 123 PP A o 40 4y B 5
B, JUHIE N A S e e S S8 T OS2
MBS, AT BV S Sz A O ML S e i o0 , A
1 1 PR U 5 402 68 Y S R, DT X g 2
fri2if. 5im RS AR L , 1 PR S A 6
AR R IR, HARRA RZ RSN R/ TR,
HETT MRS R, AR T IR 26297 TARR IR,
PR AH e A5 o e DA S 22 A 6 o ) A B, 0
PREZWINER

ABIFTE I A o AT 25 R, B2 MR PR S e
LR IN R R R R AR AR SRR P ER
R FREE A IBR AL SBa INR RS 30 7 1
R Rl B R L IR IR A B AE IR, b
R PRI AT RE S B AC TR ML AR A5 Qe A R
KA, Bl RAS 30 N SRR EE B AR IR 25
K2 5L, DR s AT X BRI R s s . s
CERLT L T L s N 3 S R V1 = BT BU RO L[]S
DB T L AT 5235, TH PR SMIE R 2R A A IR
R, AT GRAIE I R G SR S0 45 R B vER 1 , 2ETTT A e
SZIE 3 ) TE AL 6/ TS Rl

BT WAL e PR S A 36200 ARG H 3
1 B IR AR PR AL R RO, A R R A
Vo2t RN SN Y IE DR SIEY L N YR A Sy
SRS AR, TR U] TR B RO AT R
ST /N AT T 8 S R R ARG U R MR, RiE
A A M B TN B3 AR S il JEE v S 2, [l g
s, BT+ AR 5% A B 2 R R RE K
T R LA TR BT 5 3 2019 AR R
FAFAY S L N BEAT o0 A, I A Tk e
JEPEA G, LR S 9 B P e bR AR B S
R 3 ok P ) A O T I 2 M G 6 45 2R A 45 Ao
R 5 A0S Y AR A 44 A R I AR AL 2R O
XAFAE SRR AR IR E R AT S 4G, I KA
JE WD ERAER 22 5l LAY e Aot A B T
AN W S 3 ) A B A B T AT, DA TG 2 T 1 R B 2
oL 0357 -7 O LR Y AT : | I 1KY 6 e s Rl
PR PERT I TAR SRR | ™8 | 20, REE— 201
BRASER TSGR I 3 AT B TR 52 A TR
R, P2 TG 56 TR, AR S B 0 T H 748 S 42 4
TR TH I PR SR Ry B0 2 R A T ek ik

L LRI 38 s S BE RS U ik PR e e A
R 2E LR RS R A, A B T A A B
FRI el 2R BRI PR S i A 6 o ek B 1% e B 7 Ml 55 o
o ARWITERIA R Z AL T AR B e AR —2
P I A S A 6 ) 1 FHRICR BEA T 0BT, G 24
A Je G 7 AT
PR A AR G e

S Tk

1 SRS A8 2 R 58 R G g8 SRR 1 R I 19 16 PR S 437 ().
SEFRGEG R INZR A L 2020, 12 (4): 207-209. DOL: 10.3969/j.issn.
1674-7151.2020.04.005.

2 BEARHT . EORER LA PR X ARDS SR R
VAl KU I WA E : — IR IEHE SRR ST (0], Th e fE
2B 2017, 29 (1): 34-38. DOI: 10.3760/cma.j.issn.2095-4352.
2017.01.008.

3 WRWIT, MR L ARTENE | sk G A I T A BN B B e Ay
ISERPERSZ I (1], s 2555 B | 2020, 28 (17): 165-166.

4 ZEREE W R SRS 3 BT A T S R RO SR BT (0] R T
AP, 2020, 17 (16): 8=10. DOI: 10.16659/.cnki.1672-5654.2020.
16.008.

5 ZENN . TR I0 B HLT I PR S A I8 R I R R (D).
PP A=Y, 2020, 17 (10): 58-60. DOI: 10.16659/.cnki. 1672—
5654.2020.10.058.

6 SEMEE | BEEDT | G/ IR ARG YR 23 A v R A 0
PE R ASHERFSY [J]. 244 CBE | 2020, 26 (6): 160-161. DOI: 10.3969/
j.issn.1009-4393.2020.06.065.

T PNICEE IS AT A A BT I PR R G O e 4 ) (1 M A
7 (71, WP E BRI A L . 2020, 26 (1): 48-50. DOL: 10.15971/
j-cnki.emdi.2020.01.022

8 THLE . 5k G e G T e A XS IR PR G 2 G 0 v M 1 5
ST [1]. P E A, 2018, 15 (33): 159-160. DOIL: 10.16659/
j.enki.1672-5654.2018.33.159.

9 BREGFY . FUEERY IS 43 HT BT b A 1 X S R I R ()] T
HEFREAS TR 2019, 10 (14): 95-97. DOI: 10.3969/j.issn.1674-9316.
2019.14.040.

10 RAFT, R, XVHN D5 . I PR S 5 A o v S e 46 5 43 A7 ot et 42
TR BT ()], 4REES | 2019, 25 (11): 106-108. DOI: 10.3969/
j.issn.1009-4393.2019.11.045.

11 RS BRI . ai Tk G g2 G 50 0T i 45 P T I R A 98 A 46 o T
PERSREMARTSE (). TP E =, 2019, 16 (11): 153-154. DOI:
10.16659/j.cnki.1672-5654.2019.11.153.

12 FBW] i, ORGSR T R AR I R A A T
REBFSE [0). BAgVTEE |, 2019, 43 (1): 72-73. DOI: 10.3969/).issn.
1004-5775.2019.01.30.

13 WREH . G R i T 5 vk BOBCRARTE ()], Je 2 R 23R
2020, 24 (34): 4971-4972. DOI: 10.19435/1.1672-1721.2020.34.045.

14 BT B I PR Gy G 56 v g2 R 38 43 B JB o 4 i 11 o
AR (1] 1R AR, 2020, 6 (9): 62—-64. DOL: 10.11966/
1.i85n.2095-994X.2020.06.09.22

15 XU I PR B 92 e 60 o 2 Tl 18t ol Az 9646 SR A 52 i (1. v [
TAARERE R, 2019, 10 (8): 83-84. DOI: 10.3969/j.issn.1674—
9316.2019.08.038.

16 JEIELE | Il PR e 2 G 56 o 6 42 1 119 AF DG 14 5 s Xof 17 3 4% 2R
FISZIRIFSE (1] A R 244558, 2019, 30 (3): 293-294. DOL:
10.3969/j.is5n.2095-1434.2019.03.019.

Ykt B - 2021-09-24)
(AR SCHHR - AR S0)



