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B A TR HE (AOAC, International ) 7RSEEHHEL RS 125 &
WA > A 9 H 20 HZREEIY) S ES BT H (Expert Review Panel, ERP) €737 -
HETTEEHR (Ractopamine ) JikZE#E/HiSEFR (Monesin/Narasin) B FHZeMa R ik
HEERIRA - AANBTEZEEAEEHREE - K gR Bk E R EyE
J& (US FDA) ~ ZEBIEZEES (USDA) ~ AR Rmwbg/m (CFIA) » Bl s A d:
R ERBEHTFERT (RIKILT ) ~ 22 Covance Bl P BIERNEERE A - 517 A - KRB
ik 3 o ke B — BB = 3 (single laboratory validation, SLV)#R T /8 FLIsE ~ &
WEKEE, HBREZ HEESTEE AOAC First Action Official Method of
Analysis » FLREERAAL 2009 5 R EFE AOAC BfYFH%E ERP i C RIES
o FEHERSHEERE AOAC WHEAE A EE » A EIRRH EESEEREIER
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2009 EEIEE AOAC A 6 H 15 HA 17 HAKBIREES (LA EERNEZR ) 2
IS B FHSEMR S TR KT # (Expert Review Panel, ERP) &3 > B G# 3 A&
FRAS S i BE /B R (Monesin/Narasin ) ~ 25§ 3 ( Tylosin ) 3%k (Ractopamine ) »
REZ BT SURRIDIRE ~ AR R I SRR AT E TR B FRIRE R
FEAG 2 PR LSRR R . B3R/ 53R (Monesin/Narasin ) #2585 < B — BB = e
% (single laboratory validation, SLV ) %5 » ZEERRE R CHIEHERAMNEAE > B
WHEAHRIEEE) - BB AOAC [A45(2011)5: AOAC 125 JE’@EHFEEJ 9 H 20 HE )
YIFHSE ERP €5 > MRS HE BT 3 TR T AR S TP g R TRl
2, DIREES TR A RS AOAC First Action Official Method of Analysis © 28 AfA
2009 S LT AOAC FRIBTEHHER SR RHERE - STEUEEEEYIHIZE ERP
BRE - HERORREEE AOAC WHEAE ik EIFE A2 » AR By
BB > LR RZ RS ARG - ARSI HERGR IR/ HEREEEK
TR 5 B B S R SR A TR S T » VSR TR T



ARAFE (2011) 4F 8 ARHEIEREE AOAC HEHES NN AOAC 125 JE4EE IR 9

A 20 HERES B FSERER /15 ERP 3k - BN BGRiE R — o Bt 2 JEEA

(Ractopamine ) k& /7 EERERGERT (SLVRAC-01 J¢ SLVRAC-02) K 1 JH & &R/

% (Monesin/Narasin) @555 AHERGERT (SLVMON:NAR-01) #E1TFME » DIRERLS
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ik T RGBT G B P B SR AT,

—  BEEERE S (Taiwan Section Business Meeting) © 9 H 20 H N4 6 B5% 7 B
BEESGRE - HEBAEMTERGEHBERAREAR TR - BHALE
FEhE - KR FDA S5 - REEREMESRKEAR - 2HE LR
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1. TEHEGEREA ¢
Bl AOAC FSMIRATE J k2 WHEEREE 1445 (2011 )AEAR T ST first action

BRI (E—) - BEHETFEREANEBIL - ERP ZEED 7 (7 HAFEM
REMITREREFEZFIERRA > WiREE - DU IS EEY) F 285505 1% ERP
2R > BIVEAE T A% PR i SEB BN K - JVERE T 25 FHES M BRI (1e7Ta )
Kl (SR FHE) BIK - 46 ERP BEZal - HETAHE T Frfto& R A
ZB8% (Funded Stakeholder Panel ) K25 T{F/JMH ( Working Groups ) » YREEtin
VE R BRI RE



Alternate Pathway to Official First Action Method Status

" Funded Stakeholder Panel

«  Managed by ACAC HQ 1
e Properly vetted by OMB |
e« Carefully documented and transparent

Working Groups
Standard
* Managed by ACAC HQ Method
* Carefully documented and _ Performance
transparent " Reguirements
Expert Review Panels Call for
Methods &
e Managed by ADAC HQ b e
* Properly vetted by OMB Search
e Carefully documented ond
transparent

/ Official First Action Method ;
\
i =  ERPs continue to monitor for two years, until method is either

}; advanced or removed from system [period is extendable for active ‘L—_;
i data collection) i
e  ERP recommends Final Action to OMB ¥
*  OMB grants Final Action status ! ?j
&
«'ﬂf

Adopted 2011-5-25
Revised 2011-6-27

[El— ~ B AOAC A 2011 FE AR first action J57AZ BBAURE

2009 R AOAC ZRIHEMET S I SEMER 715 ERP &3 Hl » Y 2008 4
10 A 2 HE 3 HEERW T HHERRAZBERIGET 5 ELEMEEE - it WGl
(Missing People)—=f 3K i RANAFERIRA S HZIEE - WG2 (Fitness for Purpose)—it
R 1T SRAY 5 R B R TR R ER » WG3 (Method Scope)—3 [ 5t HARATY) ~



HIFEE SR - WG4 (Government Requirements)—XIfE H BT 2R Zafd > 1RHITIR
T3k > WGS5 (Reference Material)—$ $HHERSU REIABRTH RFTFHRHIRSEWE - S
A LRGSR H R - BXERk WG3 (Method Scope)R[FEE HAR .2 B IulEfF 5
monensin, tylosin, racotopamine 7 narasin > #UEE) 1 LB A2 ERP € iHBITESE -

SHHEKFEGH (Expert Review Panel, ERP) i THRME S A E T/ - BEEEA0
T o
HEFEE R - HEEMNFERRA (Stakeholder ) HifHA% (Stakeholder body ) [r]
AOAC HiFFEINT. ERP i R T am i - T A HH M R X B - AR AR AOAC
Chief Science Officer (CSO) » i CSO iff#t ERP [k B4 » HAEHERES (Official
Methods Board, OMB) FIZHUE - WifE7E ERP G £ - ERP & TG & THEE
i T DUERIRT G (R R - DUE AT T — PR R S B e - &
sl R TS i SR A OMB R FER A (B ) - ERP S22 Bl 5 v it B
R E (HRZER) AR REMENE (AOACHEA ~ B ABMEIER) -
BT HGEARE  ERP R ATINCER < TR TR TSR TR TR AR
B IREEAREORE  FFE HEY ~ WIERRATRR AR fEE ~ TR - kR
e - B -EEE7M5EY5 (single laboratory validation data ) - ERP & E#58&H,
BT (—fEEEE ) TP RAREIE » e BRI -
HafEEes (Summary Report) : ERP RS RERT IR e MRS - LWREREER
e EINE BT - M ERIRHEESFNE - W RIFRR ERP ZEHET -
ERP Z B VHN BRI R R, - SRRk a4 0 B4R OMB £ -
ERP @£ 1% 2 (Post-ERP Activities) : EPR &7k » AOAC {/jr]iHZ& B & Bk e fit
38l > MBI EIEERS © (DA it a2 EAE e E B - (OHEE R Tl
BratEs o Q)FMEHERGABRE R PR T IR E -
2. Bl ATEIEE

AANS (2011) 4£2281 9 H 20 HER s ERP &3R5S 2009 4 ERP G A8 H
18 > TAFER S TSGR S R Ee R EE - Slam s B e R
ERMIRSG SLVRAC-01 (Determination of Ractopamine in Swine, Bovine and Turkey Tissues

by HPLC with Fluorescene Detection) ~ SLVRAC-02 (Determination of Parent and Total

Ractopamine in Bovine, Swine and Turkey Tissues by Liquid Chromatography with Tandem



Mass Spectroscopy)z SLVMON: NAR-01 (Determination of Narasin and Monensin in
Bovine, Swine and Chicken Tissues by Liquid Chromatography with Tandem Mass
Spectroscopy )55 3 i > BHZEH 747 NERERIRETT TIEDHRC - SifE e L HESCUH
HEFTIEEE (review) > R AERED 2 REETEEWTMEHARE RS HBERSE
R REHRPBHOERER, - KA &FE SLVRAC-01 J SLVRAC-02 ZfEtalg ik 37
o ML AR RS (Summary of Method ) ~ J7ANEFIEIRE (Method Scope) ~ Jj
e et (General comments about the method) ~ 5 2 {8 EE ( Pros/Strengths;
Cons/Weaknesses ) ~ J7iE7ER8E ( Method Clarity ) ~ S Fp{4: 835 ( Supporting Data) S f
B o STRMAEBIR R AR LSO (Method Optimization) 7w M THAFRI
( Performance Characteristics ) » HiERIRAFEIMEOTHRERE - ©2BR - iy
R ~ REEHE M PR MESS o BRI iR BRARIKIR 2009 S ERIIR AR B
& TR/ IMHFTR SR A THLE - Hrh WG2 HE BBk R — - HE
RAFE TR BRI ~ EUSCE - EVEARE - TR - SRR R E R
% DURE BRG] ZHRED 3 [MRIMRE - 6 B - PHEEIECREIREL = 0.1 ppm
B 80~110% ~ RSD=<10% ; & <0.1 ppm 5 60~110% ~ RSD=20% -
G4 3 Rt TR e SRR EA T
(1) DURABIEAT ER R B s henilA ~ = B BERH AR  F%2 3R (Monesin) K #8238 (Narasin)
& (JEE Charles River AH#{T) (SLVMON:NAR-01) * 4@ 1 g~5 g #RINAAR
(nigericin) %A isooctane/ethyl acetate (9:1)ZEHY 2 7% - B LA EEWES ~ AR[EIHH
ZEHVE (SPE)YFLR DL LC/MS/MS A6l - FREVE VLB B T R SRS
ST PR AL/ ) R, - T EEFRIEKE 89.1~105.1% (RSD £3 3.3~16.3%) » &R 5RIEIIKL
S 86.2~103.5% (RSD £ 3.9~13.8%) » FERAEIRES 0.75 ppb (for most tissues) ~ 4.0
ppb (chicken fat) - HEF TR MERAER RASE MRER - KRBT - BEINT > JTEAFRN
TEHERRAZE G EZHERER -
(2) DAAHE AT BGRB8 - 4 Bk FERRAR PR & (Convance HEREFTT)
(SLVRAC-01) : JLH5¥ R free (parent) ractopamine » IEAIREYEIFEILA - Pkt
AR B - EIBCRES 75.4~88.8% (RSD<16% » K E4E 7%LLT) - BriidALBE
(—fBehHE ) BUiR{k MTBE (methyl-tert butyl ether) (il ) ZEHL > #ER/AKELEL ~ SPE
k. > LA HPLC/FLD el « o5 B P e AT SRR T8 MRL IR - R O7A



B2 LOQ £ 1.8~20.7 ppb > ELAIIFEEK -

#%— ~ WG2 (Fit-for-purpose) ¥ & & 71k Bt

Recommendations

Table 1 presents the tabulated findings of the fit-for-purpose working group.

Table 1. Performance Criteria Guidelines (Minimum Requirements)

for Quantitative Methods

Parameter Design Requirement
Sensitivity 14, 1, and 2x MRL/tolerance Neo overlap of values + RSD
Precision At least n = 6 (replicates) at 3 <0.1 ppnr No more than 20%
fortified levels plus blank (0. 1/2, | RSD
1. and 2x MRT /tolerance)*
0.1 ppm. no meore than 10%
RSD
1 incurred tissue 5 replicates if
available
Multilaboratory study should Accredited andfor AOAC-
include worldwide participation qualified
Linearity = 0.995

Residual <15% and <20% (for
lowest-point})

Calibration curve

7 Data points (including 0)**

During validation. run single
curve at beginning and end of set
to determine the need

Recovery (for spiked tissue)

n = 6 replicates

<0.1 ppm 60-110% for the
average value at each level

=0.1 ppm §0-110% for the
average value at each level

Matrix effects

Compare matrix-matched to
solution standards

Slope should not be significantly
different by using #-test with 95%
confidence. If significantly
different. improve cleanup or go
to matrix-matched standards.

Analytical range

12 MRL to 2x MRL for
calibration curve range (method
range may be larger)

Selectivity/specificity

Absence of interference from
matrix or other compounds

Ruggednessirobustness

Prior to or during SLV

Stability

Standards solution

Stopping point

Final extract

Analyte in tissue

*Note: The larger stakeholder group later voted that an additional level at 1.5x MRL/tolerance should be added in the single

lab validation.

**Note: The larger stakeholder group later voted to remove zero from the calibration curve and instead include it as a negative

control.




(3) DAVRAHEAT BRI Sl BeAgrifl A ~ 5% B KRR parent SfEEME & (Convance H
BREET) - MERIRSMRC BIER » TIOR8 SR free form ractopamine (parent) > #5745
B K A2 (DAB-glucuronidase JKfi% ) - HIw] Al i 55 A& & (parent and
conjugates ) - [t 7 A RRTERTEEERRAR - #0078 parent form BRHIEMER - i
FEHPANIIEIN R P9 (Ractopamine-d6 ) EHREE VLECAR EEANEHEITE & - MUSME]
K% 79.0~100.0% (RSD £% 4.97~15.0%) » parent ractopamine [EJEEES 79.7~102.2%
(RSD £ 2.44~11.1%) » ILITEEE BMIRATE 0.25 ppb -

2.9 H 20 HEYHI%E ERP G IH 00 bR

BLREYIFISE ERP &atHEErE AOAC FEggfe s » IR 2 M/ INKF » S RERBAK
X RTZRE - AOAC FhE4| » W& Elanco /\NE] Ky Hh BUERAG - & S my
& o AR BEE T A WIFEREABER  MFEEREEERY G » I
SLIREIES AOAC FEERMS > GHIE B NGRS - KEEIEBEE - IERERS
Dr. Leender van Ginkel » 52 F fif BB A 254 4 RIRBEASEAT (RIKILT) B - €3k
B EEE® AR ERR - ER ISR RMORERT - ZTERERR AOAC
first action /575 » BLEE 3 FR 5 REGTER AR SR B BB R 1] B first action J5¥k >
Er AT - @3Sk B 25 FDA i~ Valerie Reeves fRH 7 EHEE IR H A HE
B o W EdR - REFEFIMAGHRACSKT - BRI EEIEI (first action to
final action status) JEE5E 26N [E B i == (MIHEEAR © First action J7 7% < BERITIAIAT 2-3
o DB L EREERE > &% ERP FULER BRI TEERIERAME AOAC
“Fi#(final action) °
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