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Korean Clinical Laboratory Accreditation Program Quality Standards for Laboratory
Management: Identifying a Compliance Gap with World Health Organization Quality

System Essentials

1 o x|=1 1 2 A 1
HHel - QA5 - AOjof - ZARE - A - 019

Byung Ryul Jeon, M.D.", Chiho Yoon, Ph.D.", Mi-Ae Jang, M.D.", Sung Ran Cho, M.D.?, Sollip Kim, M.D.?, You Kyoung Lee, M.D."
XSSt Ofuttsh TITHAAtC|Stm Al OfFCHStn Ofnfrsh RITHHALO|SH AR QIX|CHSt W OfntrSt QAR RITAALO|Staf

Department of Laboratory Medicine and Genetics', Soonchunhyang University Bucheon Hospital, Soonchunhyang University College of
Medicine, Bucheon; Department of Laboratory Medicine?, Ajou University School of Medicine, Suwon; Department of Laboratory Medicing®,

llsan Paik Hospital, Inje University College of Medicine, Goyang, Korea

Background: The Laboratory Medicine Foundation (LMF) checklists explain the accreditation requirements of the program and reflect quality
standards like those of the Clinical Laboratory Standards Institute (CLSI) or quality system essentials (QSE) of the World Health Organization
(WHO). In this study, we have analyzed how the LMF checklists correlate with the 12 QSE elements of the WHO.

Methods: The LMF checklists for laboratory management (LM) (version 2019) were classified into the 12 specific QSE elements by five laborato-
ry physicians. Each checklist item was classified into specific element if four or more participants agreed, and into overlapping elements when two
or more of them agreed for two different items. Any changes in checklist items and chapter structuring of the checklist since 2009 were investi-

gated.

Results: The LM checklists consisted of 183 checklist items, including 20 (10.9%) classified into overlapping QSE elements. The QSE element with
the highest number of items was the facilities and safety (62, 33.9%), followed by the personnel (22, 12.0%), and the process control (17, 9.3%).
In contrast, QSE elements with the lowest number of items were the customer service (4, 2.2%) and process improvement (4, 2.2%). Items be-
longing to the customer service and the organization elements have increased since 2017.

Conclusions: The LMF checklists reflect current quality goals for clinical laboratories and play a leading role in the laboratory’s quality improve-
ment. The results of our study will be of help in potentiating the quality leader role of LMF checklists, and international harmonization of our labora-

tory accreditation program.
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Table 1. Number of checklist items in the LMF accreditation program according to the quality system elements (QSE) of the WHO
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Table 3. Number (%) of newly added checklist items by year

Docu- Informa- Occurrence

Process  Purchas-

Assess-  Customer Equip-  Facility . Organiza- Process . . Consensus
Year : ments and tion man- manage- . Personnel improve- ing and . Total
ment service ment  and safety tion control . failure
records agement  ment ment  inventory

Before 2(15) 2(15)  2(1.5) 9(67) 55(407) 10(74) 5(7) 2005 16(119 1181 4300 2(15  15(11.1) 135(100.0)

2009
2009 1(33.3) 2(66.7) 3(100.0)
20m 3(37.5) 1(12.5) 1(12.5) 1(12.5) 1(12.5) 1(12.5) 8(100.0)
2012 1(100.0) 1(100.0)
2013 2(100.0) 2(100.0)
2014 3(429) 2(286) 1(14.3) 1(14.3) 7 (100.0)
2015 1 (100.0) 1(100.0)
2016 1 (50.0) 1 (50.0) 2 (100.0)
2017 1(16.7) 2(33.3) 1(16.7) 2(33.3) 6(100.0)
2019 1(5.6) 2(11.1) 1(56) 2(11.1) 1(5.6) 1(5.6) 2(11.1) 5(27.8) 1(5.6) 2(11.1) 18 (100.0)
Total 738 4(22) 5(27) 13(71) 62(339) 10(55) 9(4.9) 5027 22(120) 17(9.3) 4(2.2) 5(27)  20(109) 183(100.0)
)70 2 LRick(Tuble 2). vl matE T, e, 22 2kt 2bE 4R, 28,

3ol B YA mte] ol 23] dich AARA

2. A= L 0| 7 R R BYEo| Yt QSE R4S HH FRF

ALY AAEATE T WS 1R, 200000] . Ha A770e] QSE B Q45S TRkt 1Y B a4
HITE AL AR QlEeo] A, Amtke] A AR 2011 £ oI Q= TR WRAETEE T o7l 8] A3
A AR, WA FERIE ST 2012 BAY BRES B Ik 28R HaE 22700 848 Ee
% e go] FEF Hol TAPIRE WAET, 204 f2 T, 7P B R4F FHet: 2RFE YRR 47
8], 93 2277k 270k 201590l LA 28T Ak obe] BAA QAN O R k2t TAle) 84S ERskr)
F7kER oL o)t 2018410l thAl APAIsgick 20168 Alek:
ANk 4857} F7HEILT, 2017 90] AARESS AN A o &
5 3, Q| ), QIO R o] ojAl ghEFL 27k
) e A AR R7E Z7bEGl 201990l s FAFERS T FARAe] tigt Q15 AkApe] ek etet mEHQl AT
ARG HA o)1 FRF7 27 1= 28 £ 8-S AP, el QusE FEsiel Al

AwH AT BYES AR, 200095 200970 48 Aa 5 gl mE Au|AS AFek B HEES Gy
N =@ol F71HE Atk 201995 Al efsiale 31 F7]of S0 4 A71E 5 B oS AlSEITHE, 4, 10-13] 5] AR =
AEREES] Hio] Sl ol 6-8w @S] 7P ASlAL, & Z RAARRIS S AL glom, AR 7]l A= 180 S, Col-
Ao ¢l Ao 035310 2717} 919tk 201942 Z=7|A¢ lege of American Pathologists (CAP) 2153} 712 =HA]| 0157|349
a7l sidste solut AARY o] ek AR {7t F7tE ANF& W 71 QITHAlL
1 710f| SgEhe Beto] 1089 F7 el 5 & 1853o] 71 150 90012 IS0 9000 Al2}2= o] BhfolH, &7 G5 9
ork QSES) 7 MR WM MY WAL 840l 4 aFAGS YR IARECR RE ALY Hob Wl B g
F F 4ol 3oLt o] T 222 200903 EABE 2% & = Qe Sjar Qlrk 2015300 77 180 9001:2015+= A4
oL, U R] 25)2] 792017 0] F7F=9ick TS 220 A, 2lEA, e A=A Ao, ZRAIL I, A5 A
ok 2o AfolE T 453 5 35Fe] 201749 o] ¢ 7} AL, ZA7IE SAREA, ol ARSI PA S FEH 9
I U] 3 RS 20009 o] AR E EABIACE W 4R THUA O AABHL IO 14001 H] R BE AN 2elo] A
The] SR Ao 2 188} & 200990]| 258 0] ZrbE ol = & 7b53 W8 L2(high level structure, HLS)?! (1) Z-8H9], (2)
7hel 2o Il Al e] 7ol 2009 ol 7t QAIEE (3 Bl W A, @ 249 = O gu, © 719,
3> UK (Table 3) @) A4, ®) &%, (9 43 37k A0 7hdl ez E8 835 43t
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