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Numeric QC Data

For numeric QC data, quality control statistics (e.g. SD and CV) are
calculated monthly to define and monitor analytic imprecision.
NOTE: The laboratory must evaluate the imprecision statistics (e.g. SD
and CV) monthly to confirm that the test system is performing within
acceptable limits. For whole blood methods, where stabilized whole
blood or other suitable material is not available for QC, such statistics
may be generated from previous patient/client samples using the SD of

duplicate pairs.

Cap

Advancing Excellence

%‘/ CHM.14500

IR CAP IARTRIIERER | £ IERER BN EIRH T4 FD
#r, BEFSL =AM REERR ARSI BIREE AR
RER, Bk Q-expert™ REEERHMNRITSHAIRAFPEKHT

R,

Bk Q-expert™ REEERENRIESHIRHT =M (LE3),
QEEME/SD ; @iFFMIE/SD ; @RFUIE/SD.

O AusmaE ez

= A

BIRHEIeE= GLU INE—EHEFaE |, BN =R 6 MNRHRES
HHEARIEAIE/SD |, AILAMERIZINES | WEIRERALE | FEREE ,
Q-expert™ZHHIEEGILUE 6 NBREIEAREIEIE/SD (WE 4),

RS R R SRS S ENEESD [Eﬁ?ﬂﬁj v]

B4 LiEnRinERERREENEEIE/SD

Fr(E/SD BEFRRERIFZAIYE/SD , AR =ERA—ERA
HARIBRIEIE/SD ERkIsF BT S TRAIIE/SD. BRILZE , Q-expert
MERHRAL T ANERSE ) BEFEE.

E/N]

BRigELie= TBIL MBIFETRE , BITTECREEME SD |, %

LI SRR 20 RAIRIERITHBEIE/SIME/SD |, tin 2014 £ 12 B

21 AR HIETERED - 2014 £ 12 B 1 H~2014 4 12 A 20 BH%

IHER 2014 5§12 B 22 ANEREHIETEE S 20145125 2H~2014

F12H21 8 ; RRINE , BREMETATFS) 20 MUER. Q-expert™

REAHRIZIINEER , £ [Fa=8] 1RE 20 B07] (WA S5 ),
Fa/BitiaEsD | muss | Jwmsem | EEsEso |

mE HES [Fe i D IE

(CA 19-9i#25AF 19-9 20 | |

5 SIXSXBRIEEZR 20 MEERIEHE{E/SD

FEFRY(E/SD BFIRERZFRIUYE/SD , AR =ERA—ERA

ZBE 001 MIEEOXI00 ) o [ iz (1wt SET:3
| mEmw s mERewREEEERR

ANRE | dmeem EE@so [ Ea/RitoESD

me AFL SOV % KF2  SDIV %
(CA 19-) BN 19-9 [ [

[ s et R R B EIEESD BEWE

HARIBRIEIE/SD ERkIsF BT S TBAIHE/SD. BRILZE , Q-expert
MERHRAL T ANERSE ) BEFEE.

EL/ e

FRRF L= GLU MBtRIEE |, BREEREIAR 6 NA | Bt

WEFERZBIMENRESEFARIIIE/SD. Q-expert™iRAATH

BiZSe=ER , £ [(FaimEl] 28 0 (1t "0" RFRTHK) BT
(RE6 )

AugsE | Jmsom | EEsEs

ot = iFall/ Bitia{EsL
Tig TS P 3
B3 ANSKRERE 4 pire [hE || &

EIELy(E/SD EFLIEIREFIE/SD , BIERLINERAE—E
TEREEIE AR SEANHE/SD. REBEIEF LI ERLURER
HEARMASEIHAIIE/SD | EASBRIEIREIIE/SD , Bt Q-expert™

(AFP)ERIES 5 B |12

B 6 SRLASXBHZRRFELEIERNRIHE(EAISE/SD




Pk Q-expert i S AT

FRERRYSERIRI=TNAE

QC Data

Quality control data are organized and presented so they can be
evaluated daily by the technical staff to detect problems, trends, efc.
NOTE: Results of controls must be recorded or plotted to readily detect
a malfunction in the instrument or in the analytic system. These control

records must be readily available to the person performing the test.
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Verification of Accuracy
If the laboratory performs test procedures for which calibration and
control materials are not commercially available, guidelines have

been established to verify the accuracy of patient/client test results.
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AMR Validation
Validation of the analytical measurement range (AMR) is performed
with matrix-appropriate materials which include the low, mid and

high range of the AMR, and the process is documented.
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QC Range Verification

For quantitative tests, a valid acceptable range has been established
or verified for each lot of control material.

NOTE: For unassayed controls, the laboratory must establish a valid
acceptable range by repetitive analysis in runs that include previously
tested control material. This may be established through various
mechanisms, such as multiple individual replicates or use of moving
averages. For assayed controls, the laboratory must verify the recovery

ranges supplied by the manufacturer.
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Documented QC Results - Waived Tests

Control results are documented for quantitative and qualitative tests,
as applicable.

NOTE: Quality control must be performed according to manufacturer
instructions. To detect problems and evaluate trends, testing personnel
or supervisory staff must review quality control data on days when
controls are run. The laboratory director or designee must review QC
data at least monthly. Because of the many variables across
laboratories, the CAP makes no specific recommendations on the

frequency of any additional review of QC data.
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QC Corrective Action
There is documentation of corrective action when control results

exceed defined acceptability limits.
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Comparability of Instrument/Method

If the laboratory uses more than one instrument/method to test for a
given analyte, the instruments/methods are checked against each
other at least twice a year for correlation of results.

NOTE: This requirement applies to tests performed on the same or
different instrument makes/models or by different methods. This
comparison must include all nonwaived instruments/methods. The
laboratory director must establish a protocol for this check.

Quality control data may be used for this comparison for tests
performed on the same instrument platform, with control materials of

the same manufacturer and lot number.
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QC Corrective Action

There is documentation of corrective action when control results
exceed defined acceptability limits.

NOTE: Patient test results obtained in an analytically unacceptable test
run or since the last acceptable test run must be re-evaluated to
determine if there is a significant clinical difference in patient/client
results. Re-evaluation may or may not include re-testing patient

samples, depending on the circumstances.
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Documented QM/QC Plan

The chemistry laboratory has a written quality management/quality
control (QM/QC) program.

NOTE: The program must ensure quality throughout the pre-analytic,
analytic, and post-analytic (reporting) phases of testing, including
patient identification and preparation; specimen collection, identification,
preservation, transportation, and processing; and accurate, timely
result reporting. The program must be capable of detecting problems in
the laboratory's systems, and identifying opportunities for system
improvement. The laboratory must be able to develop plans of
corrective/preventive action based on data from its QM system.

All QM requirements in the Laboratory General Checklist pertain to the

chemistry laboratory.

COp @

Advancing Excellence

CHM.10500

1R1E CAPINIRUHERERK , EF LR E=FEENTHEMRE | ST
HHIBAFBT , Q-expert™ U A NAFRHFERERFRIE (I
16)

SE 16 Aw , Q-expert™REEERARIFRIRE ( TEa ) IREIEE
EFTREAAARRE , HRARNEER , i1 CUA S, REZIEN
MBMEERR. REBFE=MIGED : RAIFERE | RIFIERE |
FeF Sigma , HBEF LR EHIMEDAZISICE=NENRE BT,



EL PRk Q-expert Jii & E BLEAF

R e — E o
CREC =
mg TEAZE RFEER FFERE Sigm:
(CRE)IAF CLA 3

(ALB)SEES i =
(STP/ TRMESES cua
(CHOY TSR cuA

v T -
(ALT/ SGPT)FIEEERE... | CUA
(AST/ SGOT)E[JE5 8. | CLIA

TEA

TeAxE [N

BV Des bias/ Des
BE BV Des biss/ Min
FFAEE BV Des bias/ Opt
BV Min bias/ Des
BV Min bias/ Min
BV Min bias/ Opt impr
BV Opt biss/ Des
BV Opt bias/ Min
BV Opt bias/ Opt impr:
IPH Belgium
RCPA
RiliBAK
QMP-LS - (no bias)

QUALAB - (no bias)

= Qualab Biotech Co.,Ltd.(Shanghai)

16 Q-expert™REBIFEERE

BRIEF IO =rERRINERAFIAS EERER "M , ERIHEsk
N, EREEFLRENREEEKENEEIREHENXE, ENR
RNELOS- "RERTES" ST LRENREEEKEER, B
SABRIEMANNER  MER "EEER" PER.

NREEERRAEE  AEMNERAETLREESTLUSRRT
REREEERM N "SRR LRSI CAP IARJRISMER,
Bk Q-expert™ REEELKMAF/ BRI AME—RISREEIRIMCAYRY |
HISBEAMNIRTEARE | BRITIREEEDHRIAIMRERIE , i
HNEARGEE , STTEIIREREFNE  c2FEaEFLNENERAT
RESEENR,

LHNERSERERTES

> SEEREER
> FRENBSPR
> ERRECHINIETE

> FERRERE > RENSHIRE
> EHEAIEERN > AiREREBR
> BEFaERY > RY\ESEEIY



