358

IHEEYINTFCAEER. 4 £ 358-363 2013
Ann. Rept. Food Drug Res. 4 : 358-363 2013

101 FEEREY KRG ieiiE 2 mET G R

TMA REL

2 i

AHE RRF

RS E B b e B

W =
%%‘ﬁ%[’ﬂ P33 AT A B 22 ¥T B ) 2 %ﬁ(/&#"%/\#&#%#"r~-i“%f£ IR > 1014F FLTFDAF# 22
T A% 3R 22 °T B A 3?;%/22/& #éi#%zé 2B A P 3SR o AR B MO 0 S A B X AT A
Fl 4%4&%;5 " w%ﬁ&m AR %&#%%WT%%#/%J %164 LI 0 AR

R E ﬁf/&f;‘i s 7 2A KA B (Youden) 2 4
BT B R R M B AR AR R TR T 2y #5 %ﬂi SHARBRAMAR T L eg B KR
2 JEth 2 JE A

SR ARR T
B - 101 %xﬁ; ERE B R0EYE  TAFR
R%?Fﬂa

HEAERAIOR
ﬁt@“‘%’ Wy RGA] AR B = 2
MR B B AR T

v 3,4- ‘{é‘w"%& T RE | R N TN
MR HEAR 2 AR T3 L £ 2SD R £ 20% 2 15T 0 I3 KAME
FAE LT3 ME £ FE A £ 20% 3K +2SD
IR 1M ER AL

G MAE R C AR AARE - T H

©34-m T IRE AT
3.7’@ E\f [F}R E.f& F%;9ﬁ 2?;%] ’ %‘
oA A I
A5 AR 2R

c AR AT T IR dEth e KPR

IR ST ﬁ’aﬁii/ﬂ'l A BEIA AR TG AR S JSLF:‘@#%:‘%%' ° B

SEARIRS AT E R R AR A&
40 4R 0 P ATFDAH]

BRERTZ5F -

RASEE |

il

Al

EYEACR R AEFEE g #RE
BEBUG R T HE R SR - MAE sy
B 1 1 311 F e oS 2 B R S PR TR B e
W - SIEFTHRMEESRE " EEMA TIE
LA N Bl Y e bant ENE , BEBRNE
FHSEY) PR i B e R AU T B % G B AR ) 2 B
Mo 92&%&2&%%%%5’%@%%&%% B E 30 A 28
FRENEHIERE BN BT K
EHAN  NERE - WG R ERE S
B KRR ALk~ B Fﬁiﬁﬁ’ﬁﬁ
ERREME I DU RHESE - ZE100FE - FER 2
% %ﬁm&?&%ﬁmg%ﬁ?ﬁIﬁ>

BARER AR LR 5 o R RE
75\: TRERE AT R MR IPER R S Jﬁ_{%ﬁiifﬁ%%%i‘%

SIS S

5 YR RieEE - IRAEDR - EibaTiE

T FH S 1) PR i B 6 A 2 e IO H PR ZIH
28] - HajEmE B YE(Morphine, MOR) ~ A {5 (Al
(Codeine, COD) ~ ZJEAtlifi (Amphetamine, AM) »
FH 2 JEfidr (Methamphetamine, MA) ~ 3,4-51
FH 3L 8 45 FE 3L A IRl @7 (3,4-Methylenedioxyme
thamphetamine, MDMA) * 3,4-0f Ff FL B 55 22 JF
7 (3,4- Methylenedioxyamphetamine, MDA)
KJifi(Tetrahydrocannabinol, THC)fg b#tH H & H
12% - (g a7 (Ketamine, K))j’(fEﬁﬁlp@
(Norketamine, NK) & H 105 - Ky T Fi@E R E 7
ettt 2 baatE - ff%é\%%%lfﬁ@ﬁﬁ4%z
BB I R EA 1 ] B -

AWFE 2 H TR R BRE e B 58 vl 2 i FH 4
VPR it B b 2 i Bl - 008 P R A i B



359

10140 BE I HISEYIPRUGEE PR B < R AL BT 72

M LB R BRI 2 [ R
IR T 2 RS - DR R B T
MR TSR R B A KRBT -

MFERTTE
— BHIZERE

S BT U B R T A B B e
e B0 78 A 2 s FH BE Y PR e B B A« ELrp AEESS
K~ 5 FEESHENEEBIR - HEH13%K -
=~ FMEERET RARET
(RN EE
1. i A A BC B R
BRI ETHETIR - 101 FEEREN
B e S R (3R —) R RO B T A
ERHEANSEEEmAEmEEE 2
TEEFHFFIEY o« HEBITEATT ¢« 05
M~ TRFA » Z2FRMhar « R IRy
MDMA ~ MDA ~ KJif ~ {Sftan f 5 H 5
15 L diy PSR i 43 B DA L B W R R P Ry
50 pg/mLEY TAFIFHEAETR - FEGHE .2 T
TEREAE AR N A CLHERD B A 2 R 2EY) 2
Fe PRV S A TR IC B R R B 5
TEfadg - PERFmEE 221015 mL (A&

x— BB ARSI RIA KRR E
FRHIZEY)aIE R (ng/mL)

MOR 600 ~ 800 ~ 1000 ~ 1,200 ~ 3500 > 4000
COD 400 ~ 450 ~ 600 ~ 800 ~ 3500 ~ 4000
AM 300 ~ 700 ~ 800 ~ 1000 ~ 1200

MA 800 ~ 1000 ~ 1500

MDMA 400 ~ 800 ~ 1000 * 1200

MDA 350 ~ 1000 ~ 1200

THC 80 > 90 ~ 100 ~ 120

K 80 ~ 150 ~ 400

NK 80 ~ 200 ~ 400

Ephedrine* 1000

Pseudoephedrine* 1000

*THEYE

1)) PPEEEAE N - B g E413 mL
B H G T At 2 Sk g
AR o AR S E M R E B
Bn - Hiniedmor LB HAR S /3 B -
2. #iEt
(1)HEAAS R
W T BEY) PR b B e B R A R
AEEINE | 161 E Y -
(@) e A7
BEEBERSTZEVE MR - K&
B FHEE Y)Y B 2 B i B8 17 0 1 [
(Youden diagram)/3 477 » %5 5% 2 e 0 B
R E A S BN AT 0T« BUETT =R
A — &k 2 2GR S R - DAL AR
— {0 i W A SR el il - S5 — (R
WHEAR SR Ry el - 58 —(EBE - FREAT
A e B i A AR B - D
95%/E $E 1 ff(Confidence Interval)fi Hiffs
EEREAYE Y =l = R A G =i Yol
Tt - H ol REfA A R B pE A AR 2=
®
() B T
BT R OETIR - K T ERHEYR
TR E g ) 2 RS
R R RIGE 2R K - iR kiE TR
HRE IR -

w R
— ~ FERESA
HEMERE R
101 F A SE I B bR > B AL BB 2 A A B
W2 ZIEMharEHE - DUR 3B
MDMAE B 2 G R - R
FERRE M E B EAE TG -
CE &SR
E R ERERE BN E R EARED)
1. A8 P 22 ) PR T e s B BE R BRI R ] 7
B 1616 - BB ORI I 2EY) 2
TE = AE B S {E 2 IR E+20%8+2SD A A



360

RSV SR

T 101 FE3AIRER B AR A R
s EPERSEY @ocmaed smcesm SOTUIEY mommsan sz emm
EHEX20% N ZR 8 FIEE20%5 5 #H S8 SEHE2SDF #HH
10145512 12 1 1 11 2 4
10145827 9 4 1 5 8 9
10145535 12 1 1 9 4 4
1015542 13 0 0 12 1 2
o FEES0%LL L - AM - 5{ECOD - 6{EMA - 6{EMDA -+ 7{H
2. BaltE MEAG S A SE tn B bl i A 2 i (R b 1 MDMA - 6{EMOR - Hrh DATHC g s
fEE o HERHAE NG  HESEIEE & PR E B 2 e Bk s L
FEEFEEH + 20% K + 2SDZ F5EHE o HEE SN o 557NMORME Bl 55 23 % i SR
LUNEREHEZHEGBEE Y IEEER AL JCIEE S -
+ 2SDRIRUERT - 4ZEROHIE L 15K Kk -
B B SLE ARG —  SCAT SRR
BERESPEZIETE + 20% f i vERE - 420K 10147 1322 38 Al i B B A B St B 88 Py AL 2R 5
ROHIEA G 6 52 Kt B s SR8 HHREEHE 97IE(FRIY) » HA DL T ALEE B S RS L R
4. EEEHIEHER K% 2310 HXR "helg 0 161 - It
DBRIGBEERITERENETX E&H TR AG R EE 2 40.2% -
BISP(E BB R + 20% 5 + 2SD > (A TEVEE RIS REE ST F AR
HepkEM A e 2 EE Y IIEEZEBH Foks
+ 20%8Y + 2SD - {HEAREE2KEH » FF 1. NEREE AR B S EH KM Z PG EE -
B i FH 221 R it s i B R R m i T 2. WEFETE AR AR AE R E 0T -
L6 ERIFE - 3. RIEMEMEmEREEMERSE - BN
5. JCHEE BT FIRE R -
FHHELT1014F FEAZ= 124 B I 2 e 2347 4. LODEHLOQAHAH[E] » EgaT -
(322 » FRK R NKA 2= M 56 A ] it 5. Blind QCZ[E M EANEL 222 ki fs -
SrATAN - HaR T R IE H T 45 A 6. - R EaaE fe e ik 2 AR MR IR E i gE R
101 FEE RG4S EE EREL24% FRATEEE -
K35k Bl S & A O HERE /NS - EEES(E 7. N AR HE G A5 58 (abundance) R TR
= 99-101 FUFEMEARER LIEE M (KIEE =)

T L NY CoD MA MDA MDMA MOR THC
99LF AR M E 2 EEAB (%) 83 100 90 85 95 85 91
1004 A B HICHERELZ EF1(%) 83 77 90 77 79 88 94
1014 A HA B 2 EL (%) 86 81 78 85 87 77 100

SEEE 84 86 86 82.3 87 83.3 95




361

10140 BE I HISEYIPRUGEE PR B < R AL BT 72

F 101 FEHETERE 2 HAIBE HE

THR 1 2 3 4 5

6 7 8 9 10

kgt g B g

MRS, GEEHE RMMER BIER e, B g R

mcs m TR nE Ram anRE weem g B
A 1 0 0 0 0 0 0 2 0 0 3
B 0 3 0 1 2 0 1 0 0 0 7
C 1 0 0 0 1 1 0 0 0 2 5
D 0 0 0 0 2 0 0 1 0 0 3
E 6 1 0 1 4 2 1 4 0 0 19
F 0 1 1 0 0 1 2 3 1 0 9
G 1 0 1 0 1 1 0 1 1 0 6
H 0 2 0 1 3 2 1 1 0 0 10
I 0 2 0 0 2 0 3 0 0 1 8
J 3 0 0 0 4 0 1 1 0 0 9
K 0 1 0 0 0 0 1 2 0 0 4
L 0 0 0 0 3 1 0 1 0 0 5
M 3 0 1 0 1 3 1 0 0 0 9
Hast 15 10 3 3 23 11 11 16 2 3 97
¥ 101G EEE - F H T MERBITTIERIGEE: » S8 E BAE 3P o8
50-200 %6 HY)7E Tl 1 [ A 55 BEEE o RSB E RS R B E AN
8. N BN FIEKEER "6, & =R -

SEfn)  fELIRENE - HLEETHENEA - /&
EAER

9. BHE A& Z BT B fE F M AR A A A
A -

O Tl Wy ERZBREES -

1. ARG oty 3 5 i AR S 5 A% P = B
RHEEBT -

2. W (peak) HIFIEIFHE SEATES -

3. BRI T7 A - WIRES AR
AN FEEEEREHARY T X —2 -

4. Kfthar s B THEVEIER S R Peak Z
W RRE SR AR - BN -

5. Recovery Z ik » PIREHE LTy & <2 2 HU[E]
252 > HRecoveryitHiE100%. 2 &

6. MR IR BE FEER FH 22 (PR W - T EBE A
ROZK °

Bt E T sk - FFH E H RIElE

10 147 B 36 1 3 52 5 ) e B AR A -2 A 0 i YT
AEHAFEMA - AM » MDMA ~ MDA * MOR »
COD  THC * K NKZE9IH ° 135230 ] i s B i
EaEHEIEE oF E BEMEFEEER
+ 20%8Y + 2SDLANE FEZER0% A ERIERIFE -
T B B R PR 5 & B R S AR B o B A Sk A1
7 AN T i T A 0 e SR L B 88 2 5 B DA 2k
KK o 101 ER HIES A 105 i i 2 8
EEBHFE + 2SDEK £ 20%2 18 - KIE
FES R AR R R PR MIE I E i
MMEMERTREE) @ s T ERE S R AH
KBEEREENER  SFEAFEEEEEEH
SEIIME + 2SDEL + 20% 2 158 % » B2 10154
RN EIHE - FEAHITR AR - G EE
(EESEIGE 2 Z A S SEE + 2SDRYHE



362

RSV SR

KA~ 99-101 FE IR E 2 FRKTRBMET

THR 1 2 3 4

6 7 8 9 10

e GHE RERENEE . AE RER REEHE RREER BR . BR g
W RERES  WE RSN WERE MRS e el

99 29 11 5 6 18 9 8 5 1 0

100 27 4 4 6 17 4 7 3 1 1

100 15 10 3 3 23 11 11 16 2 3

fEt 71 25 12 15 58 24 26 24 4 4

OB - R Z B R R B E R
L W E - DIAMER % - G5 7Fo(E# H
+20% 8 + 28D » HIZEBMORH3Z5(E » MDA -
MDMAZ 3% 3l ~ MAH2%221# » DL THC »
CODF I Z 1 - #EI99ZE101FEE M E &=
{EHIHT - FIHAM » MA Bz MDMA =54 #5851
FRBIEE HY £ 20%8K, + 2SD -

TR BT A AE bR Bl SN EEY A - S ET
#Y)E - WEphedrine » Pseudoephedrine ° & 53¢
BRA R i b R 2 2 T4 - Btk is
TEREA BIFRUR A -

DACHEIE 5347 » B A S B i RS (T pe 7
TER MR - Bkt v 25 LilEE
ZOMTHRER - REGE R IR TR B o FRE99F
Z101VFEJCHEE 5307 » S = AR o E Y
B > DATHCHE B (F995%) » B Bt THC
o T RE % 4 R A B PE R AR Z IR R D AR
FEE(101) BT 57 #8528 PR 1A Gt 2 R AR TE H L5 1H 97
IH - iR CE R IR Hrh T B e
B RES o & T helEs ) ZIEBRVR LA S o R
99F 101 FE G 2 FFSCERHGRR) » T ovE
EHEERE ) BRI - BRI REE
JERF I REE S BRI R E - SHIMA T aE
T &5 0 99101 FEFRKIE B Z WS - BR
L E T EE TR WEEER
B Ere ey -

9 T HEEY) IR ke B VR R HE R B 181%
ZHUE - WS AR RE DL B - BAIE R

BT o 1025 FRERES B IR f R BT BRI
fake - Wslkebas e SR Bt ah B It
BgAn i o St TR BR b AE 2 B T RS B
R G FE R E R R - VI A EH AP S 2
RLEE G R 3 AN 2 B B R o8 - B P R m] e Bt
BB ECEA —E LK - ERRRENR
BTSN - S HEE) N S RI{E S ERE A > DA
Friafs e bR A -

SENRK

1. M3 - 2009 - 17 be 4= B8 H 3 E B s
TEFERLRT - 74-77H - TR HEAEE
L ERR - 5 -

2. TEBRE AT B - HEE - INAZED -
2011 » 1004 BE s » 25-26H » 1TBbe#
4% Gk -

3. Tk - s - 208 - BEDT - 2011 0 99
T8 F 22 Y PR m] h B B A L O E BT A
Ft o FmEEYI e H2: 30-39 ©

4. WIS - EAAR > REE - FhE - F9E
PREETS © 2012 - 1004F 1 FH 22V PR ] b g
tig 2 AL E R - BRASZEYIT T ERS:
416-419 -

5. National Association of Testing Authorities.
2004. Guide to NATA Proficiency Testing. pp.20-
21,Australia.[http://www.farmacia.ufmg.br/lato/
NATAproficiency%20%?20testing%20guide.pdf]



363
10147 EEHE I SEVIPRIE F] AR Babseh o S B R PSR E

Evaluation of the Quality of Drug Abuse Urine Testing
Institutions in 2012

PO-SEN WANG, CHIA-CHEN YU, WAN-CHEN LEE, MING-SHIN LEE AND
HWEI-FANG CHENG

Division of Risk Management, FDA

ABSTRACT

In 2012, thirteen drug abuse urine testing institutions underwent proficiency tests and in situ inspections
to validate the reliability and quality of their laboratory work. Based on article 16 of “Regulations Governing
Accreditation and Management of Drug Abuse Urine Testing and Medical Institutions”, we analyzed the
proficiency tests performance. Besides, Youden chart was used to realize whether there were systematic or
random errors. The “Inspection Guideline of the Drug Abuse Urine Testing Institutions” is used by inspectors
to categorize and identify which category has the most non conformance reports (NCRs). The proficiency tests
items included morphine, codeine, amphetamine, methamphetamine, MDMA, MDA, marijuana, ketamine and
norketamine. The results indicated that ten institutions failed to fall within the mean = 20% (or = 2SD) limits of
accuracy in their proficiency test. However, all thirteen institutions met the criteria that two times of their results
need to be within the mean + 20% (or + 2SD) boundary continuously. All drugs except ketamine, norketamine
and marijuana, the other 6 items have been found to have systematic or random errors. The results also revealed
that NCRs were found most frequently in the sections “Quality Regulation and Assurance” and “Drug Tests”.
The results of proficiency tests and inspections would not only be taken as management criteria, but also as

references for institutions to improve the quality of their work continuously.

Key words: drug abuse urine testing, proficiency testing, inspection



