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25 WG 3
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2016
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WG3
WG3
WG2 WG2
WG
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ISO TC34/SC9
2017 ( )
1SO 16140
2018
SO 16140; 2003
2016
Paired
Unpaired ISOTC34/SC9 2019

(Confirmation)

1SO16140: 2016
WG3
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WG2
A" ND NA

SEA= (PA + PD)/(PA+
ND + PD)x100%
SEr= (PA + ND)/ (PA+
ND + PD)x100%
(Relative trueness) RT= (PA
+ NA)/ Nx100% N = PA+ NA
+ND +PD N>60
FP = PD/Nx100%

paired study
unpaired study

Acceptability limit; AL

3
(sensitivity) ND PD* | ND PD ND PD*
50 25~75% 1 3 6 3
2 4 4
(relative level of detection; 3 5 10 5
RLOD)
4 5 12 5
(inclusivity) 5 5 14 5
(exclusivity) 6 6 16 6
Sample 7 6 18 7
3 8 6 20 7
20 *
3 x20
60 Confirmation
R* R
A* PA PD
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R A
C
R A C
8
A: —C:
False negative
Positive agreement  :PAgn*
A: —C:
Negative deviation :ND
A: —C:
Positive deviation :PD
A: —C:
False positive
Negative agreement :NAgp
A: —C:
Positive agreement :PA
A: —C:
False positive
Negative deviation :NDgp
A: —C:
False negative
Positive deviation :PDgn*
A: —C:
Negative agreement :NA
*
R* R
PA+ PD+
A* (PA+PAEN) (PD+PDgn)
ND+ NA+
A (ND+NDrp) (NA+NAp)
T total

SEA= (PAT + PDT)/(PAT+

ND+ + PD1)*x100%

SER= (PAT + NDT)/ (PAT+
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NDt + PD1)*x100%

(Relative trueness) AC=
(PAT + NAT)/ Nx100% N =
PAt+ NAt + NDt + PDt  N>60
FP =
(PDt+NDgp+NAER)/N*x100%
IND+ ND+ INDt PDtl*
PD+|* PD+
1 3 6 3
2 4 8 4
3 5 10 5
4 5 12 5
5 5 14 5
6 6 16 6
7 6 18 7
8 6 20 7




-T<t<T 1-a

B=0.8 T
1-p=0.2 t-
EXCEL TINV

RLOD
RLOD

EXCEL

Sa V(1+1/n)
B-ETI/2

Annex D Models for RLOD calculations
using data from the method comparison
study.

Annex F Considerations for calculations of (1-p)/2=100
the relative level of detection (RLOD)
between laboratories as obtained in an

interlaboratory study.
—

T
T Student-t EXCEL TINV(
l—B, dOf)

B'ETI/2:TX SAX \1+l/n

1 B-ETI(80%)

+[0.5 *(Log )]
Ui = (
) + B-ET1(80%)/2
Li = (
) [B-
80% , ETI1(80%)/2]
' B-ETI B-Expectation tolerance Ui<0.5%(Log ) Li>-0.5%(Log
interval t=0
f(t) t>T -t<-T )
a 0.05
T o .
Accuracy profile 6
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2 ISO 16140: 2016
Li 2
4x(
SR)
ISO TC34/SC9 P
o asy 2
| e s i s i A il e R B WG2 WG3
0.5Log (B30
om0 B-ETI
8 Ommu 1,50 2,00 2,50 3 4,
RAT R
B e R R o -
Reference Median ( )

B2. Accuracy profile Ol

85%, 90%,

95% 80%
2% 3x 5% 4x
WG2
WG3
WG2
WG2
AOAC AFNOR Nordval
CEN
1S0O16140-2
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W HA PO ND PPND PPMA 5 RT% FPR%
& | Paady o ast T[(w|al1] o o | so8 | 727 [®o| oo
: i & | Reasy 1 reheat 7 w|2]1] o | o | w0 | a0 |[#0| oo
MIH:“W ¢ | Pastres, dessens, omelenes g |mlof1] o U | eag | woo | 2] oo
Told| 22 |32 | 5| 3 ] Q 00 833 |&ra | Qo
3| P frozen, seasoned wlwlala] o o | 75 | s24 [ | oo
& | ey 1o aaf and processed meal produds i|lm|z|2]| o D | 74 | N4 | @0 | oo
2 Maat products
¢ | Delicatrsson 2 mlalal o | o | 70 | a0 [ras] oo
Tota| 17 |37 | B | & ] ] T35 ™5 | ™1 | oo
a | Faw dary producss wlwlalel o o | woo | 763 [ern| oo
& | Paseurized milk choass I Inlaja o "] B5.T 5T | oo | Q@
' e [ Tice cream. mé (pastourzesd) Ravored mik 5 [1z]2]1] o | o | avs | 750 | @60 oo
Total| 18 |33 | 8 | & [1] [] B&.T 733 | M0 oo
3| Pl wigpitadie products (freah fraZen | a(w[1]1] o o | son | soo [wmal oo
i & | Mapped vegelaties and heal procerised vegetabies 76 ez 1 W | 786 | 714 | 650 | %7
Y- ¢ | Wegeriiles baned preparateons, procetsed wegetabiss 1 (5]1]z2] 0 0 | 714 | B57 |eed | oo
Totd| W | 3T | 6| & 1 Q ] 806 | 624 | 27
| Finw products [fresh frazen) slw[1|1] o o | 900 | %00 | 0| an
b | Sroked marrated T(wlalel o D | oo | o0 | B50 | oo
Geafsod and fishery products — L
> [ = [ sy 1o s or ready io rehest F(zlolal o o | 700 | woo | 84| 00
Tolad| 22 | 32| 4 | & 1] (] B&.7 867 | 671 | 00
3| Prociss wates Tlufofa] o o | twoo | swon [o0o]| on
AET) s n|a|s5]| o 1 W43 | 714 | 654 | a1
5| OwmemeEEORE e 9 5]0]z2] 0 1 B18 | W00 | W6 | 67
Tom| @ (a0 [ & [7] 0 | 2 | 781 | @15 [@1] 46
Al categories ns(on|as[a] 1 F B24 | B3 [ m0]| 14
IND+-PD|=|32-35|=3 6
AL 6
3M MDA Cronobacter spp.
[[Unpaired sway des Pared ctuzy Seon Comened unpared and paired
Type |Protocol| Swdydesgn | PO | ND |PPNOJ (ND+PPNOLFO | AL ALL___(NOPPND}PD | AL
General | Pared ol o0 o
e f"‘*umm 2 1 0 4
Infant Soemeda General | Pared 0 1 0 1 1
s and nfant ® fnﬂcw A 2 o 2
et General | Pared 0] o o 0 0
probiotcs [ fud:m s 1 0 3
Toul [ 1 3 1 3
Towal %_un 0| ¢ % 3
General | Pared 0 0 0 0
. ‘ ;"“‘M 2 | 1 1 0
, |andmtam General | Pared ol o0 o 0 0
:;::" . §'°°"°m 1| 0 3
Towl 0 3 0 3
Total 300g Protocal 2 3 3
3 General | Pared 1 1
s |E b | General | Pared 2
sampies [ General | Pared
Toal 3 3
| General Protocol lotal pared) 3 10
Speofic Protoca 1 0] & % 3
| Spechc Protocal2 ] H #ﬁ
T 1319 3
LC] 13 =] 4 ! ! ! ] H
IND+-PD|=3 6 AL 6
IND-PD7|=4 (6 ) NDi+PDr=4(16 )
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SO 16140-2: 2016
SO 16140-2:2016 WG

[5.1.3.4 Calculation and interpretation for sensitivity]
Table1-4 [5.2.3 Calculations and summary of data]

Table 9-11
(ND-PD)
[5.2.3 Calculations and summary of data]
6 7 Po CPo
Po CPo

[5.2.3 Calculations and summary of data]

Nx in equations (12)-(14) Nxr+a) fOr equation (14) is the total number of Nxr and
NXA.

[6.2.3 Calculation, summary, and interpretation of data]

Table18 Suffixes of collaborator (i), level (k), and replicate (1) in Table 18 collaborator
(k), level (i), and replicate (j)

[Annex H Table H.1]
Calculated results of Step 1 (Xi) and Step 2 (Y1)

X (1.740, 2.114, 2.681, 2.716, 3.653, 3/771) (1.780, 2.179, 2.657, 2.682,
3.685, 3.778)

Y (1.845, 1.778, 2.763, 2.708, 3.568, 3.785) (1.181, 1.728, 2.800, 2.700,
3.666, 3.839)

Step3  Step7
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