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Abstract: Objective To analyze the status of quality indicators(QI) on specimen acceptability and establish preliminary qual-
ity specification. Methods Web-based External Quality Assessment system was used to collect data of laboratories partici-
pated in “Medical quality control indicators in clinical laboratory” from 2015 to 2017, including once in 2015 and 2017 and
twice in 2016. Rate and sigma scales were used to evaluate incorrect sample type,incorrect sample container, incorrect fill
level and anticoagulant sample clotted. The 25th percentile (P25) and 75th percentile (P75) of the distribution of each QI
were employed to establish the high,medium and low specification. Results 5 346.7 593.5 950 and 6 874 laboratories sub-
mitted the survey results respectively. The P50 of biochemistry (except incorrect fill level) , immunology and microbiology
reach to 66. The P50 of clinical laboratory is 4 to 66 except for incorrect sample container. There is no significant change of
the continuous survey results. Based on results in 2017 to establish the quality specification, the P25 and P75 of the four QIs
is 0 and 0. 084 4% ,0 and 0. 047 6% ,0 and 0. 114 2% ,0 and 0. 078 4% , respectively. Conclusion ~According to the results of
the survey,most laboratories had a faire performance in biochemistry,immunology and microbiology,and clinical laboratory
needs to be strengthened. Laboratories should strengthen the laboratory information system construction to ensure the actual
and reliable data collection,and make a long-time monitoring to achieve a better quality.
Keywords: quality indicator; specimen;external quality assessment;quality specification;sigma

J5 46 A (quality indicator, QD& XF — N MW S2 86 5 g 4 g i A2 . 1SO 15189 20120
FERRAE W 2 BoR M R B A B D AN RIS R s s g R AR R IR R, EAAZAER
FIPEAN 6 56 4 2 B2 R B0 0 AR S0 h ARG B0 R B B ARG #E ST 1T QI 30T A, A 45 MR A ™ | e gt Bk
A L BRI PR RE T L ZOR R L e T EE RS M SRR, QUEREMAEL TE



136 MK I ESE 5 33% %2 20184E 3 H ] Mod Lab Med, Vol. 33,No. 2, Mar. 2018

FERERE., SEHA. BRDtZOmim T 15 W
I R A 56 e ol B 7 BT 4 il 48 An . ML 2015 4R,
P T A S I R A 36 w0 2 2 4 [ O ) 48 I IR K
g s [ 20 1 R Il IR A 55 & ol BR 97 BT o 4 o 4R
Fr7 A, I F 2016 4E 0 A AL ] BT 5 R4 1 R
L RRHAE TR 2 K

BHitRMI 46 %0 ~48 W LI % E 5 K
TR 50 T B B U H R S5 ARACRAE iz f Ak AR
FEA RMIE S K BT B B R 00 4 0 AR 25 55 1Y
FEORVE , IE A B BRAS SR A ) B A I 45 2R A) S
By FEAL . ST E K 2 R A R 15 TG PR A 59
QI ™ 5 K5 35 i By B AR A A] 422 32 M A7 G B F8 An B 46
PRAS S RUAE 2 28 AR AR 25 45 4 1R 58 bR AR OR 4R T A
TR PR AR BE AR R ML B F2 05 Ye R, Hofr, i
BE 9715 Ye 20k — 8 AR AR XA W %l s AR SO
Wig . 124 R I1EE 7E 4 FEE B A X 15 3 QI #47
T PH S R A A ST R F S AT R K Y I A v,
RS 56 1T By B 5 bR AS AT A2 PR A OC Y QT AT
BT, 73R AR 59 T B B QL R BOIR, O S R 5
HI BT B Q9125 1Y Jo £ K
1 ME5HEE
1 AR % RAIET Web i EQA #4 &
Gt WM 2015~2017 AF GRS 6 H 15 H) & /m
I R 55 ol B T BT A 4 48 AR 5 [R] BT Y B
BERE IR BT QU i . 04 2015 4F 1 ¥Rk, 2016 4F 2
UCHT 2017 4F 1 IRARAS S T A5 15858 AR AR 25 2% 4l 1R
PR AR SR AR B R R T BE bR A R A R A B
TR A A, 50 54 5 346,7 593,5 950 1 6 874 &K
S T A RCEE . S [ AR 5y ) A [ A 2 IR
B BT o7 te B SE AR A Hrp 29 21 %0 = R B, 2
STY R Y ERE . 2 22% A HE .

.2 ik
L2.1 M o % ML SR I A A0 e ) &

W Ge T2 5 9200 2 bR A R RL S 1R 3 AR AR A e
FETR A PRAS R AR BB DR R NPT BERR A BEAE 00 2R
25 HANL A (P25) V55 50 H 4 AL B (P50) FIES 75
A ALE(P75) . B3 DU AN 45 b5 1Y 28 5% 4k o 74 A%
R (o) o RVFH 250 = B i, JF 3 F 5k a4
EAREY o B P25, P50 #1 P75, o B4 i $0dE 4 At
BAESERN ., EEE 60 A — W R, R
HTA 3.4 B (3. 4DPMD L 30 S 5 ik 7T 32 32 7K
.,
1.2.2 FRES EERIE PR A T SE 56 5 b kA F 5
B Cinternational federation of clinical chemistry
and laboratory medicine, IFCC) B H % . AN 43L&l
THE R E WA 8 bR SUK o B9 P25,P50 F1 P75, 5
IFCC* 52 4 % 22 5 MR % % &7 TAE 4 (WG-

LEPS) %] A 2014~2016 4F (49 5048 347 b %kt
1.2.3 JREMN . HIE 2016 £ T L 21T+
R R B2 i e s — Bk 2 SRR &
URry B A i B U =R it e N E I A €
s SRS 2 3 AN KR PERE . B TERE 5B
25 AP B AR A MR s P AR RSB 25 B
SILE~ 55 75 E Ay i BT AR SR Bk 1 P AR 5 (R
AE: 55 75 A o g AR AR PERE .

1.3 it o r BRSSP T AR T I DR R
35 e 56 B B A A5 B B AR AR A /] 3 [W] JF
Ko Al FHZ A A EXCEL2007 $E4T 4835041 &

2 #R

2.1 WRFLUAATEZTERERFLETLER
WHEL.FK2, 1 ER2 55 NEMe EETAML.
B A AR % b AN 2015~ 2017 4R AR S
RUEE R bR 7R 28 45 55 18 R bR AR 4L A R RO
FiBEAT AN BEHE AR 1 P25, P50 F1 P75, 50% %5
S A AL L AR AR IS RIAE IR R AR AR AR IR R
FPLBEBR AR B 42 R I35 B 66 /K-, T bR AR 46 &
FER AR FETE 56~60 /K. e A A= W) Ll fr
FIEFRI P50 ¥IKF] 66 K, B A4 0L i bR
ARAHIEE ORI AR R 2 R R P25 LT HE
Ll 50125 900 G KL L b AR AR 25 25 5 1R
FIKFN T 60 K-, bR AR RS IR B AR FFE S6~60
IR T BR AR SR 2 B 5 158 R TP B s A 358 4 3 I Oy
46~50 K-,

2.2 HRBELIFCC X TAHRATELERZHFY
shabzE R Wk 3, FRE 2015~2017 4E USSR
M) EK o 5 TFCC 2014~2016 4F U8R o 1Y
FeX g5 S50, e H A8 AR 19 P25 BE AR T 1IFCC.
B P50 1 P75 & T (#4355 THIFCC, B 2015 4F
FEPUBEbR A BEAE R AN R E B IR AR A A R 1
P75 Y13k %) 66 K. ANigfEFKRE B IFCC 4R,
2 JLAE Y QU 24 1 e A B e A8 4k

2.3 JR AL ARSI A5 R R R AR Y
JRER AL G 3 AN ERE AR (IR R LR . SRR E
AT IR AR K RS B S e s = gk
FU A, DT SR IR 4 5 it . OO A 5 R S I R
ZN S #= 1Y) QI BUHE #E 47 4b AN A3 A LU S 1
SE R AL B (P25 H1P75) B IF A HAE N T —
AERERPERE RLBR . DL 2017 4E55 — A [ I DR A 56
= 97 Jo o 1 il 9 b 2 R] o DA 45 SR AR L 3R
FRAZE RUAE SRR 1) P25 9 0, P75 4 0. 084 4% 3 bx
S EEEEIR A P25 O 0,P75 K 0. 047 6 % s hn A
KA R FEIR AR P25 R 0,P75 4 0. 114 2% ; bL ikt
FRASBESE KA P25 4 0,P75 2 0.078 4%,



AR E R4 $33% B 2W 20184E 3 H ] Mod Lab Med, Vol. 33,No. 2, Mar. 2018 137

*x1 ARLEEMAEWRATEZEREHRIRNREITF/IR(Y)

i - A HIE I Kz WA

15 ; P30(P23,PT5) n P50(P25,P75) n P50(P25,PT5) n P50(P25,PT5)
e 2015 5132 00,0.087 0) 1954 000,0.029 7) 5090 0.0064(0,0.0915 3675  0(0,0.462 2)
K 20161 7486 000,0.0703) 7348 000,0.013 4) 7483 0.0005(0,0.0768) 5567  0(0,0.333 3)
B 20162 5892 0(0,0.0657) 5760 00,0.012 4) 5904 0.0035(0,0.0714) 4437 0(0,0.317 5)

E 2017-1 6769 0(0,0.666 7) 6662 000,0.017 2) 6781 0.0022(0,0.0732) 5056  0(0,0.333 3)
ik 2015 5109 0(0,0.0447) 4919 0(0.0.006 6) 5074 000,0.048 8) 3654 000,0.499 4)
oL 20161 7486 0(0,0.0302) 7345 0(0,0) 7477 000,0.042 0) 5570 00,0.3727)
B 20162 5889 0(0,0.030 4) 5756 0(0,0) 5900 0(0,0.036 8) 4433 000,0.3333)

E 2017-1 6767 000,0.0279) 6 652 0(0,0) 6789 000,0.037 0) 5060 000,0.3333)
ik 2015 5149 0.0165(0,0.1389) 4947 0(0,0.090 9) 5125 0.0376(0,0.15) 352  000,0.111 1)
Ri 2016-1 7486 0.0073(0,0.1076) 7340  0(0,0.064 3) 7488 0.0336(0,0.1348) 5563  0(0,0.046 5)
R 2016-2 5889 0.0073(0,0.0994) 5755  0(0,0.0529) 5897 0.030000,0.1171) 4430 0(0,0.045 7)
e 2017-1 6772 0.001 9(0,0.0846) 6656  0(0,0.052 4) 6793 0.0279(0,0.1208) 5049 0(0,0.045 5)
e 2015 2347 0.0109(0,0.5387) 1061 0(0,0.333 3) 4022 0.106 5(0,0. 291 6) - -
TS 2016-1 4484 000,0.3333) 2339 000,0.045 4) 7068 0.083 0(0,0.231 5) - -
B 20162 3540 000,0.3157) 1809 0(0,0.060 8) 5597 0.071 4(0,0. 202 0) - -

E 20171 4137 0(0,0.301 5) 2278 0(0.0.075 0) 6497 0.074 10,0.203 5) - -

n: LI AU,

=2 EARZXEEMKEUIRAFTEZEREHIRBPSEITERIR (o)

J5i i - X4 I [gits WA
5 - ] P30(P23.PT5) n P50(P25.P75) n o P50(P25.PT5) w  P50(P25,P75)
ik 2005 5132 6(4.6,6) 1954 6(4.9,6) 509  5.3(4.6.6) 3 675 6(4.1,6)
KA 2016-1 7486 6(4.7,6) 7348 6(5.1,6) 7483 5.9(4.7.6) 5 567 6(4.2,6)
B 2016-2 5892 6(4.7,6) 5764 6(5.2,6) 5904 5.5(4.7,6) 4437 6(4.2,6)

% 2017-1 6 769 6(4.7.6) 6 662 6(5.1.6) 6781 5.6(4.7.6) 5056 6(4.2.6)
e 2015 5109 6(4.8,6) 4919 6(5.3,6) 5074 6(4.8,6) 3654 6(4.1.6)
P 2016-1 7486 6(4.9,6) 7345 6(6,6) 7477 6(4.8,6) 5570 6(4.2,6)
i 20162 5889 6(4.9,6) 5756 6(6,6) 5900 6(4.9.6) 1433 6(4.2,6)

S 2007-1 6767 6(5.0,6) 6 652 6(6,6) 6 789 6(4.9.6) 5 060 6(4.2,6)
ik 0015 5149 5.1(45.6) 4947 6(4.6.6) 5125 4.9(4.5,6) 3562 6(4.6.6)
i 20161 7486  5.3(4.6,6) 7340 6(4.7,6) 7488 4.9(4.5,6) 5 563 6(4.8,6)
g 20162 5889  5.3(4.6,6) 5755 6(4.8,6) 5807  4.9(4.5.6) 4430 6(4.8,6)
TES 2017-1 6772 5.6(46,6) 6 656 6(4.8,6) 6793 5.0(4.5,6) 5 049 6(4.8,6)
i 2015 2347 5.2(4.0.6) 1061 6(4.2,6) 4022 46(4.3,5.D) ’ ’

ik 20161 4484 6(4.2,6) 2339 6(4.8,6) 7068  4.6(43,6) ’ ’

B 20162 3540 6(4.2,6) 1 809 6(4.7,6) 5597 4.7(4.4,6) ) _

ES 20171 4137 6(4.2,6) 2978 6(4.7,6) 6497  4.7(4.4,6) ) _

n: S = B

3 T FET A 2015 AF B4R 4 IA SR, A4
BTN E WLl B 4 TUER BR 2 3R I R AL A
PEM B A Ll 4 TR b5 BT A HE R P50 45 15 5
60 KF- BLHH 5000 1) 2 5 S50 = 1 S S MUE D)
Lo b ARG8T B 0 M AR FE R B AL . T A Al
Lol ARAS R AR BEE IR AR B PS5O R T B AR AR UL
A A A Ll AR SR A B A R B9 R AR R L IR

B, S5 2 N TR 73 A R A i AT 2L 55 B o ek
BE o A L AR X T B 3 ALl T A% T b
R 7K S BRI, — T T AT BE R PR A i G e Ml B AR A
R R 55— T 1] RE S R I A e ol B AR AR S T
B2, 2SI A W 5 T I S e oMb AG 36 T B BE A
g U HOE SRR A B R



138 WMAKBESJeE H33% $2M 201843 H  J Mod Lab Med, Vol. 33,No. 2, Mar. 2018
*3 HES IFCC IrAm#ZEZ M REERALEIT (o)
% (o) IFCC(o)
Fm A8 bR AR T ; . N N N
25t 50 75t 25¢ 50° 75t
2015(2014) * 4.6 5.1 6 4.8 4.9 5.2
e 2016-1(2015) 4.6 5.1 6 4.7 4.9 5.2
FRAR KRG R R
2016-2(2016) 4.6 5.1 6 4.6 4.9 5.2
2017-1 4.6 5.1 6
2015(2014) 4.7 5.1 6 4.8 5.0 5.2
2016-1(2015) 4.8 5.2 6 4.9 5.0 5.2
FRAR R R
! ! 2016-2(2016) 4.8 5.2 6 4.9 4.9 5.2
2017-1 4.8 5.2 6
2015(2014) 45 4.8 6 4.6 4.8 5.0
2016-1(2015) 45 4.9 6 4.6 4.9 5.0
R
AERRRRRE 62006 L6 L9 6 L5 L7 5.0
2017-1 4.6 4.9 6
2015(2014) 4.2 4.6 5.1 4.0 4.2 4.5
2016-1(2015) 4.3 4.6 6 41 4.2 44
AR A SRR
" 2016-2(2016) 4.4 4.7 6 41 4.2 4.6
2017-1 4.4 4.7 6
4B R IFCC IR0
BATEN T E ESE 3 4F 4 WAR bR SRR RE—THEW R T/EY . GERFEHREER

5 IFCC ¥E4E 3 4F i 504l vE 47 Lhoxt, AT DL & B,
F e U E AT (0 B L T A o K P25 ISR T
IFCC(BRYTEE bR A EE B A1) L1 P50 M1 P75 ¥
T IFCC, # 2 R E K48 by P75 B3k 3] 66 7K
S, Mok HRHLIE Y He X, AN BE PRI TA Ok TR A
Y57 By BEAR AR AT 3% 52 M K -/ T IFCC. Rig
T A& TFCC W%l >k B % 22 JL IR 1 I8 2 25 21
WA KRR, FEdEm g T,
TEAN A 50 40 [ BE B I, S 50 2 0 W 4 ) [ B 3
JO7 A X Wi s 3% R SR BBURH O ) el st e L L) o R R
AT RE B AY [m) AT, AT L O S B ekt

MG 2016 45 F 0 2 FLASAT B 3 800 “ K 56 I
SRR AR — Bl 2 4R 527 M S WUT Ik R Y 3t
P T DL i A S 5 4G R 0 R R E )X
QI By 5 B3, LA P25 Ml P75 A SRR B 22 3 47K
SERPERE (I P B o AR SO T Y B R K E L
2017 4757 — Uk 4 [ I PR A 56 = 7 o i 5 il 46 bn =
(i) J5 2t DT A 45 SR AR L 0 25 ST K 56 A B B X 4
TOUHE B 1) J0 e R, LAY Ry S 56 = 1 M e i o 2 A
S, LI EARU R T BA B AR A,
N BN EA AT AT RE IR B Ar pbERE . 4R
S LS AT HE R 0T R A AN D — U A 2 AR
R R I AN Y B AR A A A T4
B 45 Ml X 22 F 8 L 1 S 00

B = 97 7K T 1 AS DB 8 8 S 3 A A Al
BRI RS . N TR A5 QT % dE

EMER L SC 1Y QT BRI (Y LAtk . 43 B 9 A S 5t Y
Bl RIS 5 IR A S5 KA #HA LIS &4,
EATSRAT — 8 53 52 36 %8 ok L T F S A A 55 00 O
A ERBE. X4 DR A S8 B
S50 0 A 10096 . HBEAR Sy B A Ab B 5 A7 s 5K
W R BRSBTSt b,
RLQIIEHRERE TAE TS E. N THEERGE
ARSI ZE T 5 ST 0 B i S8 4 2 AR IR
8 o 3K AL R A S S AN B S R A B 1 AR
A, ST HIESEH QI Y M A BRI AE L 52
BEFEREMERAANETL .
gi i, HoAn 3k E 52 56 =k 5 3 B B QI
WA OL ] B 25 3 4F 4 YO A v R R Y 1)
RIS 2 AR G BN U A, EL ST
FE MBS 2 QT S8 B A M 45 1 BR At 45 B 1k
TR AR ML S A ) R AR A L S R A R
P B DR UE T 5E 10 B SR AR L LSS Y SR S I =
SR A o K, K M 4 O SR BBOCET P it
Jiti DTS R 4% QI 7 552 56 =2 A8 LA Wi BF b ) A
.
B 30k
[1] 1IS015189. Medical laboratories-requirements for qu-
ality and competence[ S]. 3 rd Ed. Geneva: Interna-
tional Organization for Standardization,2012.
(2] EHREL2E RS, BR A E R R
PRAG Ll 15 I o7 Jo 47 1 48 A (2015 4 B5O A
A RS, (F# 142 7



(L4 138)

L3]

(4]

[5]

(6]

HRARK B0 S 2 447, 2015, 38(11) : 777-781.

Wang ZG,Fei Y,Kang FF,et al. Interpretation of 15
quality control indicators in clinical laboratory service
(2015) published by National Health and Family
Planning Commission[ J]. Chin J Lab Med, 2015, 38
(11).777-781.

Robertson RL. Error rates in Australian chemical pa-
thology laboratories. []J]. Med ] Aust,1996,165(3)
128-130.

Shcolnik W. Brazilian laboratory indicators program
[J]. Clin Chem Lab Med, 2012,50(11):1923-1934.
Barth JH. Clinical quality indicators in laboratory m-
edicine[ J ]. Ann Clin Biochem,2012,49(1) :9-16.
Simundic AM, Topic E. Quality indicators[ ] ]. Bioch-
em Med,2008,18(3):311-319.

7]

[8]

[9]

Plebani M. Errors in clinical laboratories or errors in
laboratory medicine? [J]. Clin Chem Lab Med, 2006,
44(6) :750-759.

Sciacovelli L, Lippi G, Sumarac Z, et al. Quality indi-
cators in laboratory medicine: the status of the pro-
gress of IFCC working group “laboratory errors and
patient safety” project[ J]. Clin Chem Lab Med,2017,
55(2):348-357.

AL L E RS BRI PR A 56 5 i 4R AT
PIUBT et DA S50 38 P9 AR ARES [T 1. op AR 4G 36 B2 2 A
2016,39(1) :4-6.

Wang ZG,Fei Y.Wang W,et al. Understanding quali-
ty roots in improvements with in the laboratory:
grasping quality starts within laboratory[ J]. Chin ]
Lab Med,2016,39(1) :4-6.

Y s B H:2017-11-04 EE BHEI:2017-12-07



