ISO/TC34/SC9 P
WG3
WG2
2019 (7/9-7/12)
CEN/TC275/WG6 2019 (7/8) SC9 24 WG 5
WG WG3
1SO16140:2016
WG2
1SO16140
2016
SO 1SO16140
TC34/SC9 P
1SO16140:2016 1SO16140-2(
Milano 2)
2019 (7/9-7/12)
CEN/TC275/WG6 2019
(7/8) 1SO16140:2016
SC9
WG3
WG3 WG2




2020/2/12/-2/13
Dauphin Island

24thwG3

1S016140:2016
B-ETI(80%)

ISOTC34/SC9 2019
1SO16140: 2016
WG3
Paul in’t Veld

ISO TC34/SC9
SC9

SO 16140: 2016

2018 Paul in’t Veld

2020.2.12-2/13

24thWG3
WG3

SO 16140: 2016

Confirmation

A: —C:
False negative
Positive agr eement

A: —C:

Negative deviation

A: —C:

Positive deviation

A: —C:
Fal se positive
Negative agreement

A: —C:

Positive agreement

A: —C:
False positive
Negative deviation

A: —C:
False negative
Positive deviation

A: —C:

Negative agreement

‘PAEN

:ND

:PD

‘NAep

‘PA

‘NDgp

:PDen

‘NA

PD ND
PD1=PD+PDgn, ND1=ND+ND¢ep
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PDt NDt
ND

PD

PDt-NDt PDt+ND~

PDr-NDt

PD+
WG2
B-ETI(80%)
80%
WG2
Acceptability limit; AL
Frederic Martinez
Microval AFNOR
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AL

AFNOR
MicroVal
|SO 16140
ISO 16140
3 2017
1SO/TC34/SC9
2
SC9
DeAnn Benesh
M AOAC International
2017/10/24
INOFOOD

Paul in’t Veld 2019/6/4
AOAC Europe/NMKL NordVval
Symposium

https://www.inofood.cl/wp-content/uploads/2017/08/1.-
DeAnn-Benesh.pdf
http://aoaceurope.com/images/sampledata/symposium/prese

ntations/M5_Paul_int_Veld.pdf

1SO16140 Part 1 2 Part
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Part 1:
Part 2:

Part 3:

Part 4:

Part 5:

Part 6:

Vocabulary
Protocol for the validation of alternative (proprietary)
methods against a reference method

Protocol for the verification of validated reference
methods and validated alternative methods
implemented in a single laboratory

Protocol for method validation in a single laboratory

Protocol for factorial interlaboratory validation for non-
proprietary methods

Protocol for the validation of alternative (proprietary)
methods for microbiological confirmation and typing
procedure

1ISO 16140

Part

Part2

o
A>| |_>< Part5 >

‘N

—> —»{ 15017468

|—><I3017468 >

o)

Part 4
o
| |
|
m
Part2
[I8016143-3 }
Part5
< Part 3 ‘ > —.I
1SO16140
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Part 4

Part 4

4 7
Part 5 Part 5
4 9
=10
Part 2
=8
3 1SO 16140
400 /ml
1,1,2,2-
22
26
BPV1
BPV2
4
1S016140:2016
B-ET1(80%)
BPV1 BPV 2

BPV2
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1SO16140

1SO16140-2

16140-2
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2 BPV1 BPV2
SO 16140-2: 2016 B ETI(80%) 1
Sample n Xi Yi
Sa? [Yi-Xi| + B -ETI1(80%)/2
+ 0.5L 0010 + 4Sg Sr

[BETI(80% )

Yi-XiZ=BETI(80% )/2!
1 B-ET1(80%)

BPV1
BPV2

n=2 4 1



BPV1 BPV2 BPV1 BPV2
(Test (Sample) (Sample) SR 0.126  0.031| 0.126  0.031
portion) Samplel Sample?2|Samplel Sample?2 Sk 0.092 0.092
1 582.0417 713.9063| 582.0417 713.9063 5 0169 0401| 04137 0147
2 303.8963 780.6122| 303.8963 780.6122 Sa 0.139 0.142
3 364.455 655.2| 364.455 655.2
4 483.6298 712.6961| 483.6298 712.6961 Yi-Xi -0.309 -0.156 -0.115 -0.075
1 134.625 521.5521| 494.8438 674.0625 S (q:
2 326.8716 678.8053| 237.7153 835.1888 AT
)=SQRT(1+1/n), 0.155 0.159
3 171.3075 404.7225| 279.1425 375.375 2
n=
4 240.5804 429.8574| 329.2155 618.5198 Tt =~
1 2.76 2.85 2.76 2.85 B - B
1.440 1.440
2 2.48 2.89 2.48 2.89 | |ETI(80%) Suo=p
Logl10 3 2.56 2.82 2.56 2.82 -
T*Sp™ 224 .22
4 268 285 268 285 Sad 0 0.229
i us .
Xi 2,623 2.854 262 2.85 Ui=(Yi-Xi)+T*Sp*q -0.085 0.067 0.114 0.154
1 213 272 269 283 Li=(Yi-Xi)-T*S,*q  -0.533  -0.380| -0.344 -0.303
2 251 2.83 2.38 2.92 4Sg 0.366
Logl0 3 2.23 2.61 2.45 2.57 -4SR -0.366
4 2.38 2.63 2.52 2.79
Yi 2.315 2.697 2.508 2.779
+ 4*SR i
+ 05 -
—T—YI-XI —r—U|=(Y|-X|)+T*SA*q \ Li=(Yi-Xi)-T*SA*q
0.6
| I |
04 |
02
S ol 3
a2 2
M o f &
04 F
06 06 |
08 | | | | 08 | | |
2.5 2.7 2.9 3.0 2.5 2.8 2.9 3.0



