








Figure 6. Graphical representation of the accuracy profile of the interlaboratory study for E. coli
test at 37°C, reference method was ISO 16649-2

Table 3. Results of the interlaboratory study for E. coli test at 44°C, reference method was ISO

16649-2
Alternative method Reference method

Levels Low Medium High Low Medium High
Target value 1,49 2,57 3,68
Number of participants 13 14 14 13 14 14
Average for alternative method 1,60 2,66 3,71 1,49 2,57 3,68
Repeatability standard deviation (sr) 0,067 0,060 0,058 0,173 0,119 0,114
Between-labs standard deviation (sL) 0,106 0,055 0,085 0,000 0,179 0,097
Reproducibility standard deviation (sR) | 0,125 0,081 0,103 0,173 0,215 0,150
Bias 0,11 0,09 0,04
Relative Lower Tl limit (beta = 80%) -0,061 -0,019 -0,106
Relative Upper Tl limit (beta = 80%) 0,285 0,201 0,176
Lower Acceptability Limit -0,50 -0,50 -0,50
Upper Acceptability Limit 0,50 0,50 0,50
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Figure 7. Graphical representation of the accuracy profile of the interlaboratory study for E. coli
test at 44°, reference method was ISO 16649-2

CONCLUSION

According to the comparison and the interlaboratory study no statistical differences were
found between RAPID’E.coli 2 Agar and the reference methods, ISO 4832:2006 and ISO
16649-2: 2001.
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APPENDIX

Appendix 1. Accuracy profiles per category (reference coliform method at
30°C).
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TriEn | e He Loeer BET | Upper BETI | = T finsl AL central value (X S AL=:05 final AL
cosptable | Acceptsble Acceptable ke
23 D071 0.1 0% VEs VES 268 0,088 0,051 027 YES. YES
218 0,028 0,089 0,145 YES YES 256 0.0 0,115 0,162 YES YES
338 0,000 0117 017 YES YES 253 0112 0,027 051 YES. YES
340 0,000 117 017 YES VES 351 0.0% 0,100 0,178 YES, YES
259 0073 D044 0,168 YES YES 459 004 0,152 0,125 YES. YES
259 0073 0044 0168 YES YES 500 0,000 0138 0139 YES YES
T [T R P —— — | Reference: | Altematie ‘ ‘SDrepeatabiliy ofreference Final AL
method methad method <=0.125 method method metnod <= 0.125
SO iy | 0123 | oom | VES | +- 0,500 SD. il 0050 | 00% | YES | +/- 0,500 |
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SAREETE | Catral e B torerBETL | U BET | Paas nal AL Sarpeame | o el e Bis Lovs BET | U pET | RS iyl
Acceptable le coeptable | Acceplable
238 0,000 0,080 0,080 VES VES 238 0,035 0,102 0,172 YES YES
241 0,000 20,090 0.090 YES YES 2% 0.085 00 023 VEs VES
246 0,015 0,105 0074 VES YES 3% 0,067 0,07 0,204 YES. YES.
338 0,018 0,072 0,107 YES YES 30 0070 0207 0,068 VEs YES
493 0,010 0,079 0,100 YES YES 485 0.0% D08 027 VEs YES
496 0036 20,053 0126 YES YES 483 0123 0014 0260 YES YES
| Refrence | Altmatie | SDrepeatabilty of refetence — Refaence | Allemslie | S0 repestabilly o reience —
method method method <= 0.125 method method method <=0.125
) ity | o078 | o0& | YES. | +i- 0,500 | [= i 0059 00% | YES. | +- 0,500
- Process water
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060 1 oE
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Fe fere nce Me dlan Reference Median
FET BEn Reference oon:frlldm am:f;rtldm
Reference to to i | ol
e — Bias LowerBET | Uppe BET "“AL“:B"; "“ﬁ*:’::_ SampleName | ol value Bias Lowerp-ETL | UpperBET | = e final AL
Acceptsble | Acceptsble Acceptable | Acceptable |
208 s 207 028 = = 18 0078 0071 229 VES VES
195 2109 == = = = 18 0103 0047 253 VES VES
N = o o = = 120 0.028 0128 176 VES VES
320 0,028 0,346 0,290 YES YES 23 0034 0234 066 YES YES
248 D ERE] Do =3 VES 40 0318 168 468 VES VES
262 0,042 EE] oz = YES .48 0271 011 421 VES VES
Reference: Alternative ‘SO repestability of reference . Reference S0 atability of reference
‘ methcd | metnod ‘ method <= 0125 Finl AL | method method <= 0.125 Fil
SDRepestabilty | 0215 | 0220 | [re) | +/0.500 |
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Reference comparedto | comparedto
Sample Name | 2 Bias Lowerg-ETl | Uppera-ETI ey ey
| Rooeptable | Acceptable

38 0079 203 0.051 YES YES

.38 0176 -0.306 0046 YES VES

40 087 297 0038 YES YES

45 0301 431 0171 VES VES

504 0107 237 0,023 YES. YES

500 0037 227 0.033 YES. YES

Raference | ARemative | SO repestability of reference Final AL
method method ¢= 0,125
ER) 0103 | 0080 YES | +/-_ 0500 1
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Appendix 2. Accuracy profiles per category (reference coliform method at

37°C).

Ground beef Fish fillet
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Samplehame | ol Bias LowerBETI | Upper BET | &, 7000 sl AL Sample Name = Biss Lover BETI | Upper BETI “‘A’L‘:’;}‘ el
Acceptable Aoceptable | Acceptable
269 0,088 0051 0227 YES VES 243 0,051 0,141 0,038 YES YES
258 0,000 0,139 0,139 YES YES 545 00T FRE 0057 YES YES
346 0166 008 0,305 YES YES 34 0,032 0057 0122 YES YES
3,59 0,047 0,186 0,092 YES VES 375 03 0,440 081 VES VES
493 0048 0,080 0,187 YES YES 454 0,000 0,080 0,050 YES YES
497 0,077 0112 0,165 YES YES 297 0,032 0058 0121 YES YES
Reference Alternative SD repeatability of reference Reference Alternative SO repeatability of reference -
method method | method <= 0.125 faAt ‘ | method method rrelrn‘liﬁ 125 Finsl AL
SDRepertsbiiy | 0,074 00% | YES I +- 0,500 | SDRepeaabiity | 00 | 0082 | YES | +J- 0,500 ]
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______________ 060 -
060 - Reference Median
Reference Median
BET BET BET BETI
compared to Refarence comparedfo | compared to
SampENaTE | el e = R || U= || Shars final AL Samplelame | oot valie L3 EGizE | REEE || =i final AL
Acceptatle | e
230 0114 0073 0,251 YES YES 204 0,04 0,358 0276 YES YES
228 0,168 0.031 0306 YES YES 200 0,155 0472 0,163 YES YES
3% 0,085 0,052 0223 YES YES 308 0,120 D447 0,188 YES YES
340 0,0% 0,173 0,101 YES YES 3% 0% 036 0,230 YES YES
487 0,075 0,067 0212 YES YES 45 0,102 0216 0420 YES YES
488 0069 0,068 0206 YES YES 44 0,103 0215 0420 YES YES
Reference: Alternative SD repeatability of reference Final AL Refaence Alternative SD repeatability of reference Final AL
method method method <=0.125 method method method <= 0.125
D i 0085 |  ooss | YES | +- 0,500 | SDRepeatabily [ 07184 | om0 | NO. | +i- 0,500 |
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Reference 4 M comparedto | comparedto Reference ; J comparedto | comparedto
Sample Mame Contral valse Bias Lowerd-ETl | Upperg-ETI AL=s05 final AL Sample Name Central Eias Lowerg-ETI | Upper3-ETI ALe:05 final AL
Acceptable | Acceptable Aoceptable | Acceptable
15 0103 0,041 0259 YES YES 45 0146 0276 -0.016 YES ES
28 0,000 -0.150 150 YES YES 38 0176 0305 D045 YES S
g K] 00 201 YES YES 22 0052 0222 0038 VES ES
0105 004 255 YES YES 23 0054 08¢ 0,076 YES ES
4 013 0.0t 285 YES YES 508 0145 0275 0015 VES ES
[} 0243 .05 333 VES VES 5.00 0057 0227 0.033 YES ES
I Reference | Alernative | SO repeatability of reference Final AL | Reference | Alternative | S0 repeatability of reference Final AL
method method method <= 0125 method method method <= 0125
[SORspestabiiy 000 | oad | YES | +- 0500 SORepeatabliy | 0904 | 0090 | YES | +1- 0500 ]
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Appendix 3. Accuracy profiles per category (reference E. coli method at 37°C).

Meat products - Ground beef Dairy & egg products - Raw milk cheese
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Reference to to Reference: . compasdto | compaedto
SamREhaE | el e Biss LowsrBETI | Uppr BET | 7 Cns final AL Samplehame | o alals Bis Lonsr BET | Upp BET | T s firal AL
Acceptable e Acceptale | Accepteble
268 0070 0037 0176 YES YES 218 0,000 012 0121 YES YES
218 0,058 D052 0161 YES YES 218 072 0,101 038 YES YES
308 0,038 0,145 0,069 YES YES 318 0,000 0,121 0,121 VES YES
320 0,000 0,107 0107 YES YES 318 0,000 0121 0121 YES YES
511 002 0075 0138 YES YES 47 -0,008 0130 0113 YES YES
508 L1115 0223 0,000 YES YES 472 -0,008 0130 0113 YES YES
| Reference Alternative | SO repeatability of reference — | Reference: Attemative | SD repeatabilty of reference —
method method method <= 0.125 method method method <=0.125
) ity | o085 | 0074 | YES | +)- 0500 =D li 0057 | ooes | YES | +- 0,500
Seafood products - Fish fillet Vegetal products - Grated carrots
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e e o o - - - 080 4
L T vt
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020 1
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020 1 -
020 4
040
040
.
Reference Median 080 -
Reference Median
BET B-ET BET BET
Reference " comparedto | comparedto Reference comparedlo | comparedto
Sample Name: o s Bias Lower B-ETI Upper BETI AL=:05 sl AL ‘Sample Name Oentaimie Bizs Lower BET Upper BET final AL
Acceptsble | Accepisble | bl e
257 0,075 0,034 0,185 YES YES 178 [F=3 0.0 [E=3 YES
260 0,022 0,132 0,087 YES YES 185 0260 0.0% 04 YES
356 0035 0,075 0144 YES YES 364 0,281 0,110 0,451 YES
354 003% 0074 0145 YES YES 3% 0,278 0,107 0448 YES
504 0,041 0,151 0,068 YES YES 508 0220 0,02 0.3 YES
504 0038 0072 0148 YES YES 496 0132 0038 0302 YES
Reference: Altemative ‘SD repestability of reference Finail AL Reference: Alternative SD repeatability of reference: Final AL
method method method <= 0.125 method method method <=0.125
5D ity | 0072 | 00 | YES | +-0,500 [So Repesianiiy | 0100 o1 | YES I 4050 |
RTE & RTRH products - Piemontese salad Process water
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L
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- = AL=+/05 o.po 100 200, 300 400 5.00 6.00 = = Al=4/-05
020
-020
040
-040
7T (N
Reference Median 060
Reference Median
Ll il Refe dlo dto
Reference rence compare ‘compare
Sampletame | L e Bias LowerB-ETl | Upper BET ALes05 sl AL Sample Name Central value Bias. Lower B-ETI | Upper B-ETI AL=s05 final AL
Acceptable | Acceptble | Acceplable | Acceplable
215 0155 0,026 02683 YES YES 220 0.051 -0.099 0.201 YES YES
200 0204 0,076 0333 YES YES 2.26 0.023 0.127 0174 YES YES
304 073 0056 201 YES YES 323 0.000 -0.150 0.150 YES YES
315 00 D161 035 VES VES 328 -0.133 0.283 0018 VES YES
485 010 0,118 138 YES YES 450 0.114 0,036 0254 YES YES
472 016 L0112 145 VES YES 469 0058 -0.092 0208 YES YES
Reference Alternatie 5D repesiability of reference Final AL Reference Alternative 8D repeatability of reference Final AL
methad method method <= 0.125 methed method method <= 0.125
5D I 0080 | 0089 | YES. | +/-0,500 SDRepeatabilly | 0085 | 0104 | YES | +1- 0500 |
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Samplelame | Comuatuaise [ F2% enraan || Canraan (| i final AL
234 0112 0.253 030 YES YES
236 0218 0.357 LOT4 YES YES
340 0967 209 L0ZE YES YES
332 -0.204 0.346 L0682 YES YES
504 0907 0.248 035 YES YES
508 0178 0318 .035 YES YES
Reference el
method method | method <= 0125 (i I
ESl 0.053 0038 | YES /- 0500 |
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Appendix 4. Accuracy profiles per category (reference E. coli method at 44°C).

Meat products - Ground beef Dairy & egg products - Raw milk cheese
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Reference comparedio | compaedto Reference: - comparedio | compaedto
SAPEIEME | el vl £5 EETRA || WosEa | i fnal AL SAMDENAME | el elue iz e e =5 finel AL
Accepisble | Acceptable | Acceptable |
266 0115 0,004 0,235 YES YES 218 0,054 0,119 028 YES YES
218 0,103 2,017 0.22 YES YES 278 0.054 0119 0.28 YES YES
308 0,000 20,120 0,120 YES YES 318 0,000 0,173 0173 YES YES
320 0075 0,045 0184 YES YES 318 0,028 0,145 0201 YES YES
511 0,000 2,120 0,120 YES YES 471 0,071 0,103 0,244 YES YES
508 0,000 20,120 0,120 YES YES 472 0110 0063 0283 YES YES
Reference Altematie SDrepeatabilty of reference Final AL Reference: Alternatie 5D repeatability of reference Finsl AL
method method method <= 0,125 method method method <=0.125
SD/ [ 0,085 0,083 YES +-0,500 sD I 0,057 0120 YES +- 0,500
Seafood products - Fish fillet Vegetal products - Grated carrots
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Reference comparedic | comparedto Reference comparedto | compared to
SampleName | =SS Bias LowerBETI | Upper BET | =770 el SampleName | SESRER Bis lover BET | Upor BET | S5F9RC o
Acceptsble | Acceptable | Acceptable | I
257 0012 0,173 YES YES 178 0301 0,180 0422 YES YES
260 003 0125 YES YES 185 0.4 0.113 0355 YES YES
356 0,05 0,137 YES YES 364 033 0218 0,460 YES YES
354 0,079 0241 YES YES 358 0.3% 0218 0,461 YES YES
504 0,000 0162 YES YES 508 0319 0,187 0,440 YES YES
504 0038 0199 YES YES 2% 043 0311 0,554 NO NO
Reference | Allemaie | SDrepeatabilty ofreference: —— Refmence | Allensie | SO repeatabilly of refeence —
method methed method <= 0.125 method hod method <=0.125
0,072 0112 YES +/- 0,500 3D ] 0,100 0,084 YES +- 0,500
RTE & RTRH products - Piemontese salad
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4 om v v R
0,p0 1,00 2,00 4, 5,00 6,00 BEm
- = AL=+-05
020 1
D40
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Reference Me dian
BET =]
Reforence ) comparedto | compared fo
SampEtame | o ortal e B3 LA || BtEE || = a final AL
Acceptable | Accepisble
215 0,084 -0,038 0207 YES YES
200 0.204 0,081 027 YES YES
304 0,038 -0,085 0,160 YES YES
315 0067 0190 0,056 YES YES
488 007 0044 0202 YES YES
472 0,054 0089 0177 YES VES
| Reference Altemative | SDrepesiabilly of ieference —
method method method <= 0.125
[ScRepestabiity | o00s0 [ ooss | YES | -+ 0,500 |
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