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Quality Assurance documents related to this study can be consulted upon request from
QUALICON DIAGNOSTICS LLC.

The technical protocol and the result interpretation were carried out according to the
EN ISO 16140-2:2016 and the AFNOR technical rules (Revision 6).

Validation protocols

= SO 16140-1 (2016): Microbiology of the food chain
- Method validation - Part 1: Vocabulary

= SO 16140-2 (2016): Microbiology of the food chain
- Method validation - Part 2: Protocol for the
validation of alternative (proprietary) methods
against a reference method

= AFNOR Technical rules (Revision 6)

Reference method*

Internal method from ADRIA Développement,
based on ISO/TS 13136 (November 2012):
Microbiology of food and animal feed - Real-Time
Polymerase Chain Reaction (PCR) based method for
the detection of food-borne pathogens. Horizontal
method for the detection of shiga-toxin producing
(STEC) and the determination of 026, 0103, O111,
0145 and O157 serogroups

Alternative method

BAX® System Real-Time PCR STEC Suite Assays
and BAX® System Real-Time PCR Assay for E. coli
0157:H7

Scope

Raw beef meats
Raw dairy products
Vegetables

Certification organism

AFNOR Certification (http://nf-validation.afnor.org/)

* Analyses performed according to the COFRAC accreditation
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INTRODUCTION

The BAX® System Real-Time PCR Assays STEC Suite detection method
using the BAX® System Real-Time PCR STEC Suite Assays and the BAX®
System Real-Time PCR Assay for E.coli O157:H7 for detection of shiga-toxin-
producing Escherichia coli (STEC) from 026, 0103, O111, O145 and O157
serogroups in raw beef meats, raw dairy products and vegetables was
validated in December 2020 according to the ISO 16140-2:2016 (Certificate
number: QUA 18/11-12/20).

METHOD PROTOCOLS

2.1

2.1.1

Alternative method

The flow diagram of the alternative method is provided in Appendix 1.
Principle

The BAX® System method uses automated, real-time Polymerase Chain
Reaction (PCR) technology.

The STEC detection is performed using 4 kits:

- The BAX® System Real-Time PCR Assays STEC Suite including:
= Screening Assay — Part KIT 2021 for stx and eae;
= Panel 1 Assay — Part KIT 2008 for Escherichia coli 026, O111 and
0121;
= Panel 2 Assay — Part KIT 2009 for Escherichia coli 045, O103 and
0145;

- The BAX® System Real-Time PCR Assays - Part KIT 2000 for
Escherichia coli O157:H7.

The PCR is performed using the thermocycler BAX® System Q7 associated
with the software version 3.6.7262. BAX® System Operate Interface.
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2.1.2 Protocol

Four protocols are available depending on the food matrices tested; they are
described in Table 1.

Table 1 - Protocols

efin s Protocol ® Protocol @ PI;:::Z::S Protocol ®
Raw beef meats  Raw beef meats Vegetables
products
Test portion 259 25¢ 25¢ 259
Pre-warmed Pre-warmed Double strength Pre-warmed
Enrichment broth MP Media BPW Pre-warmed BPW MP Media
(41.5°C) (41.5°C) (41.5°C) (41.5°C)
Volume of enrichment broth | 225 ml (d 1/10) 225 ml (d 1/10) 225 ml (d 1/10) 225 ml (d 1/10)
Enrichment condition 7Th-24hat 10h-24hat 20h-24h at 8h-24hat
415°C+1°C 41.5°C+1°C 41.5°C+1°C 415°C+1°C
DNA extraction 20 pl enrichment broth
stx BAX® STEC Screening Assay (KIT 2021)
eae 30 ul lysate
PCR using c())12161 Egﬁﬁ ;;ic Panel 1 Assay (KIT 2008)
the BAX® 0121 )
System Q7 " | BAX® STEC Panel 2 Assay (KIT 2009
on 20 pl 045 ¢ anel 2 Assay ( )
DNA extract 0103 30 pl lysate
0145
BAX® Escherichia coli O157:H7 (KIT 2000)
0157
30 pl lysate
Direct CHROMagar™ STEC and CT-SMAC
streaking
Immuno- Immunobeads
concentration
Confirmation | Streaking 0157: CT-SMAC + CHROMagar STEC
Other serougroups: ~ CHROMagar STEC
Latex SLIDEX® + BAX® STEC Screening Assay
Colonies | OR
testing BAX® STEC Screening Assay + one of the kits (Panel 1, Panel 2, BAX®
0157:H7)

2.1.3 Restrictions

There is no restriction.

" Not in the scope of the validation study

ADRIA Développement 6/100
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2.2 Reference method*

The reference method is the Internal method from ADRIA Développement,
based on ISO/TS 13136 (November 2012): Microbiology of food and animal
feed - Real-Time Polymerase Chain Reaction (PCR) based method for the
detection of food-borne pathogens. Horizontal method for the detection of
shiga-toxin producing (STEC) and the determination of 026, O103, O111;
0145 and O157 serogroups (See Appendix 2).

2.3 Study design

The study is an unpaired study design as the reference and the alternative
methods have different enrichment procedures.

3 METHOD COMPARISON STUDY

The method comparison study is a study performed by the expert laboratory to compare
the alternative method with the reference method.

The study was carried out on a diversity of samples and strains representative
of agri-food products. This does not constitute an exhaustive list of the different
matrices included in the scope.

For any comment on the alternative method, please contact AFNOR
Certification at http.//nf-validation.afnor.org/contact-2/.

3.1  Sensitivity study

The sensitivity (SE) is the ability of the method to detect the analyte by either the reference or
alternative method.

* Analysis performed according to the COFRAC accreditation
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3.1.1 Number and nature of samples

267 samples were analyzed. Two incubation times were tested for the raw beef
meat (7 h and 24 h or 10 h and 24 h depending on the enrichment media used)
and the vegetables category (8 h and 24 h).

The repartition of positive and negative samples per category and type for each
incubation time is provided in Table 2.

Table 2 — Distribution per tested category and type

Category Protocol Type Positive Negative Total
Chilled raw 1 10 21
7h Frozen 1 10 21
@ ¢ | Seasoned and marinated 1 1 22
Pre-warmed Total 33 31 64
MP Media a | Raw 11 10 21
at41.5°C Frozen 1 10 | 21
24h ¢ | Seasoned and marinated 1 1 22
1 Raw beef Total 33 31 64
meat a | Chilled raw 1 10 21
10h Frozen 1 10 21
@ ¢ | Seasoned and marinated 12 1 23
Pre-warmed Total 34 31 65
BPW a | Raw 1 10 21
at41.5°C Frozen 1 10 | 21
24h ¢ | Seasoned and marinated 12 1 23
Total 34 31 65
Raw milk 17 13 30
® Raw cow's milk cheeses 1 10 21
2 Raw dairy Double , L
products strength Pre- | 20 h o | Raw milk cheeses originating from | 10 20
warmed BPW other than cow’s milk
at41.5°C
Total 38 33 71
Sprouts 7 16 23
8h Baby leaves 12 11 23
@ ¢ | Fresh, frozen, non-seasoned 12 9 21
Pre-warmed Total 31 36 67
3 | Vegetables .
MP Media a | Sprouts 8 15 23
at41.5°C Baby leaves 13 10 23
24h ¢ | Fresh, frozen, non-seasoned 11 10 21
Total 32 35 67
All categories — Short protocols 136 131 267
All categories - 24 h protocols 137 130 267
ADRIA Développement 8/100 January 21, 2021
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The distribution of positive samples per serogroup detected is given in Table 3
per category.

Table 3 - Distribution of positive samples

per serogroup detected per category

Serogroup of the positive samples Total
Category positive
samples
Protocol | 7h 4 4 3 11 | 1 33
1 | Raw beef ® |24h 4 4 3 1| 11| 33
meat Protocol | 10h 4 4 4 11 11 34
@ |24h 4 4 4 11 | 1 34
9 Raw dairy | Protocol 20h 10 9 7 6 6 38
products ©)
8h 7 8 5 4 31
3 | Vegetables Protocol
@ |24h 8 8 9 5 | 2 32
All categories
Short protocols 25 24 22 | 33 | 32 | 136
All categories
24 h protocols 26 25 23 | 33 | 30 | 137

As required in the AFNOR technical rules (revision 6), the meat products were
mainly contaminated with strains belonging to O145 serogroup (11 samples
for each protocol ® and @ for both incubation times) and O157 serogroup
(11 samples for the dairy products for each protocol ® and @ and for both
incubation times). The dairy products were mainly contaminated with 026
serogroup (10 samples) and O103 serogroup (9 samples) and the vegetables
products with O111 serogroup (8 and 9 samples depending on the incubation
time).

3.1.2 Artificial contamination of samples

Artificial contaminations were done by seeding protocol. The artificial
contaminations are presented in Appendix 3.

174 samples were artificially contaminated, using 51 different strains.
136 samples (short protocol) and 137 samples (24 h protocol) gave a positive
result.

The repartition of the positive samples per inoculation protocol and inoculation
level is given in Table 4.
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Table 4 - Repartition of the positive samples
per inoculation protocol and inoculation level

Artificially contaminated

Naturally Seeding protocol
contaminated
3<x
S3CFU | <10 cru
Number of inoculated samples / 145 29 174
Number of
All categories S“ampl s 0 115 21 136
Short protocols | positive results % of tolal positive
samples 0,0 84.6 15.4 100.0
Number of inoculated samples / 145 29 174
Number of
All categories S“ampl s 0 17 20 137
24 hprotocols | posive resuts % of total positive
samples 0,0 85.4 14.6 100.0

15.4 % (short protocol) and 14.6 % (24 h protocol) of the positive samples were
contaminated between 3 and 10 CFU; this is in agreement with the AFNOR

technical rules.

No sample was naturally contaminated.

3.1.3 Protocols applied during the validation study

+ Incubation time

The following incubation times were applied (See Table 5):

Table 5 - Incubation times

Raw beef meats Raw dairy products ‘ Vegetables
Protocol ® Protocol @ Protocol ® Protocol @
Enrichment 7hand 24 h 10hand 24 h 20h 8hand 24 h
CT-SMAC
24h*2h
CHROMagar STEC
ADRIA Développement 10/100 January 21, 2021

Summary report (Version 0)
BAX RT STEC




+ Confirmation protocols
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Step Protocol applied Kit or media used Samples tested
stx, eae Direct streaking e CT-SMAC All samples: positive
e CHROMagar STEC and negative
and serogroup Immuno-concentration e Immunobeads
confirmation Streaking | Detected Serogroup | e CT-SMAC
0157 e CHROMagar STEC st +, eae+,
026, 0103, 0111, e CHROMagar STEC serogroup positive +
0145
Colonies Without purification step e |atex SLIDEX®+ BAX® Typical colonies from
testing STEC Screening Assay CHROMagar STEC
1to 50 for the or and if non-typical
reference method e BAX® STEC Screening colonies or no colony
1to 5 for the Assay + one of the kits present, from CT-

alternative method

(Panel 1, Panel 2, BAX
0157:H7)

SMAC

3.1.4 Testresults

Raw data per category are given in Appendix 4. The results are given in Table

6.
Table 6 — Interpretation of sample results between the reference and
alternative method (based on the confirmed alternative method results)
Category Protocol PA | NA* PD | ND* PPND PPNA Total
© 7h 21 31 7 5 0 0 64
MP | 24h 19 31 7 7 0 0 64
1] Rawbeefmeat =2 0h T 20 31 9 | 5 | o0 0 | 6
BPW | 24h 20 31 9 5 0 0 65
2 | Raw dairy products | 3) | 20h 15 33 17 6 0 0 71
8h 11 35 11 9 0 1 67
3 Vegetables © o 31 2 | 9| 0 4 | a7
All categories — Short protocols MP 47 99 35 20 0 1 202
(raw beef meat)
All categories — 24 h protocols MP 45 95 36 29 0 4 202
(raw beef meat)
All categories - Short protocols BPW 46 99 37 20 0 1 203
(raw beef meat)
All categories — 24 h protocols BPW
(raw beef meat) 46 95 38 20 0 4 203

* PPNA not included

ADRIA Développement
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3.1.5 Calculation of relative trueness (RT), sensitivity (SE) and false
positive ratio (FPR)

The calculations are presented in Table 7.

ADRIA Développement 12/100 January 21, 2021
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Table 7 — Calculation of the relative trueness (RT), the sensitivity (SE) and the false positive ratio (FPR)

PA NA* PD ND
a| Chilled raw 6 10 2 3 0 0 72,7 818 | 76,2 0
7h |b| Frozen 7 10 3 1 0 0 90,9 727 | 81,0 0
c¢| Seasoned and marinated 8 11 2 1 0 0 90,9 81,8 86,4 | 0,0
@ Total| 21 31 7 5 0 0 84,8 788 |813| 0,0
MP a| Raw 4 10 2 5 0 0 54,5 81,8 | 66,7 0
24 h b| Frozen 7 10 3 1 0 0 90,9 727 | 81,0 0
c¢| Seasoned and marinated 8 11 2 1 0 0 90,9 81,8 86,4 | 0,0
1 Raw beef Total| 19 31 7 7 0 0 78,8 788 | 781 | 0,0
meat a| Chilled raw 4 10 7 0 0 0 100,0 36,4 | 66,7 0
10h b| Frozen 8 10 1 2 0 0 81,8 909 | 857 0
c| Seasoned and marinated 8 11 1 3 0 0 75,0 91,7 826 | 0,0
@ Total| 20 31 9 5 0 0 85,3 735 | 785 | 0,0
BPW a| Raw 4 10 7 0 0 0 100,0 36,4 | 66,7 0
24 h b| Frozen ' 8 10 1 2 0 0 81,8 90,9 | 857 0
c| Seasoned and marinated 8 11 1 3 0 0 75,0 91,7 826 | 0,0
Total| 20 31 9 5 0 0 85,3 735 | 785 | 0,0
a| Raw milk 8 13 7 2 0 0 88,2 588 | 70,0| 0,0
9 Raw dairy ® | 20h b| Raw cow's milk cheeses 5 10 6 0 0 0 100,0 455 7141 00
products ¢ Raw milk cheeses originating from other than cow’s milk 2 10 4 4 0 0 60,0 60,0 60,0 | 0,0
Total| 15 33 17 6 0 0 84,2 553 | 676| 0,0
a| Sprouts 2 15 4 1 0 1 85,7 429 | 783 | 6,3
8h b| Baby leaves 6 11 3 3 0 0 75,0 75,0 73,9 0
c| Fresh, frozen, non-seasoned 3 9 4 5 0 0 58,3 66,7 57,1 0,0
3 Vegetables | @ Total | 11 35 11 9 0 1 71,0 645 | 701 | 28
a| Sprouts 2 12 5 1 0 3 87,5 375 | 739 | 20,0
24 h b| Baby leaves 6 10 4 3 0 0 76,9 69,2 | 69,6 0
c| Fresh, frozen, non-seasoned 3 9 3 5 0 1 54,5 72,7 61,9 | 10,0
Total | 11 31 12 9 0 4 71,9 625 |687 | 114
All categories — Short protocols MP (raw beef meat) 47 99 |35 20 0 1 80.4 65.7 | 728 | 1.0
All categories — 24 h protocols MP (raw beef meat) 45 95 | 36 | 22 0 4 78.6 650 | 713 | 40
All categories - Short protocols BPW (raw beef meat) 46 99 37| 20 0 1 80.6 64.1 719 | 1.0
All categories — 24 h protocols BPW (raw beef meat) 46 95 |38 | 20 0 4 80.8 635 | 714 | 40
* PPNA not included ** PPND not included
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A summary of the results is given in Table 8.

Table 8 - Summary of results

All categories All categories
Short protocols 24 h protocols
MP BPW MP BPW

Hf PA+ PD
ensiDvityontHe I S ( ) 100% | soa% |s0s%| 786% | 808%
alternative method (PA+ ND + PD)

e SEref
rseefgf:r']‘égyn::t'h‘gg __(PA+ND) | 657% |641% | 65.0% | 635%

~ (PA+ND + PD) °
PA+ NA

Relative trueness RT = %x 100% 72.8% 71.9% | 7M3% 71.4%
False positive ratio (FP)
for the alternative FPR= NA *x100%
e 10% | 10% | 40% | 4.0%

FP = PPNA + PPND

With ND = ND + PPND
NA = NA + PPNA

3.1.6 Analysis of discordant results

The negative deviations are given in Table 9 and the positive deviations in
Table 10.

+ Negative deviations

For the short protocols, 20 negative deviations were observed. For the
24 h protocols, 22 (MP for beef meats) and 20 (BPW for beef meats) negative
deviations were observed.

The presence of STEC was confirmed for 2 samples (No 7834 and 7837)
(artificially contaminated with E. coli O157:H7 Ad486) for 24 h incubation time.
Note that for these 2 samples only the eae target gave negative results
whereas the stx and O157 targets gave positive results.

The negative deviations concern samples contaminated with strains belonging
to the 5 target serogroups: 026 (3 strains, 3 samples), O103 (3 strains,
3 samples), O111 (5 strains, 8 samples), 0145 (5 strains, 5 samples) and
0157 (4 strains, 8 samples).

ADRIA Développement 14/100 January 21, 2021
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£ Positive deviations

For the short protocols: 35 (MP) and 37 (BPW) positive deviations were
observed. For the 24 h protocols: 36 (MP) and 38 (BPW) positive deviations
were observed.

The positive deviations concern samples contaminated with strains belonging
as well to the 5 target serogroups: 026 (10 strains, 12 samples), O103
(6 strains, 7 samples), O111 (5 strains, 5 samples), 0145 (6 strains,
10 samples) and O157 (8 strains, 13 samples).

Two samples (No 492 and 1510) gave positive deviations only after short
incubation time. These samples gave positive PCR result after 24 h incubation
time but it was impossible to confirm the presence of the STEC strain in the
enrichment broth.

ADRIA Développement 15/100 January 21, 2021
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Table 9 - Negative deviations

Alternative method: BAX® System Real-Time PCR Assays STEC Suite
Reference
method: 20 h (dairy products)
Artificial contamination ISO/TS 13136* Shortprotocol Th, § hior0ih or 24 h incubation time
Year of | Sample |Product - s | g
analysis N° (French name) Product 3 Final g E’
y Resul 2 Final Final result Final result Adree- Final | result Final result Adree- S
| esult & | PCR | allconfir- 9% | PCR | all confi- ores
Strain Inoculation level result | matory tests result | matory
(CFU/sample) tests
Global | Sero- Global | Sero Global | Sero-
result | group result | group result | group
2019 7829 | Steak haché pur beeuf Raw ground beef | E. coli O157:H7 Ad485 2,0 + 0157 | (O - - - / ND - - - / ND 1 a
2019 | 7834 | Viandedeboeuf Beef meat E. coli O157:H7 Ad486 3,0 v | o7 | @ | STEC | stecots7 | + | o157 | PA | ke | STEC | . I | ND | 1| a
bourguignon a mijoter (bourguignon) 0157 0157
2019 | 7837 |Steakdebeeufagriller | Beef steak E. coli O157:H7 Ad486 3,0 + | 0157 | @ | g | STECOtST | + | 0157 | PA | 4 | GO | I | ND | 1 | a
2019 7838 | Bavette d'aloyau Beef meat E. coli O157:H7 Ad486 3,0 + 0157 | (O - - - / ND - - - / ND 1 a
2019 7839 | Steak haché frais pur boeuf | Raw ground beef | E. coli O157:H7 Ad486 3,0 + 0157 | (O - - - / ND - - - / ND 1 a
2019 7850 | Bavette d'aloyau surgelée | Frozen beef meat | E. coli 0145:H28 1331-100 4,2 + 0145 | (D - - - / ND - - - / ND 1 b
2019 8307 | Tournedos a griller surgelé | Frozen beef E. coli 0145:H28 1502-105 1,0 + 0145 | (2 - - - / ND - - - / ND 1 b
2019 | g3t | Effeuillé de charolais Frozenrawbeef | £ ) 5145:H28 1867-177 28 + |ous | @ | - : i I T i : /I | ND | 1 | b
surgelé meat
2019 | 7995 |Pavé bovin au trois poivres | Scasonedbeef | - 103 Ad3113 14 + | 0103 | @ - - - / ND - - - / ND | 1| ¢
meat (peppers)
Carpaccio parmesan et Carpaccio with
2020 606 vinaiare parmesan and E. coli026:H11 1377-138 lot 3 6,0 + 026 ® - - - / ND - - - / ND 1 c
g vinegar
Pavé de rumsteak a Seasoned beef . .
2020 622 léchalotte meat with shallots E. coli0111:H8 Ad3021 22 5 o1 | 2 - - - / ND - - - / ND 1 c
2020 626 | Carpaccio aux olives gﬁ;ﬁ:cm With | £ 0l 0111 Ad3037 22 + o | @ - - - / ND - - - / ND | 1| ¢
2020 359 | Lait cru de vache Raw cow milk E. coli 0103:H2 Ad1773 2 + 0103 | (3 / / / / / - - - / ND 2 a
2020 874 | Lait cru de vache Raw cow milk E. coli O157:H7 Ad2843 2,0 + 0157 | (® / / / / / - - - / ND 2 a
Rocamadour au lait cru de Raw goat milk
2020 287 A cheese E. coli O111:H8 1251:31 2,0 + o1 | 3 / / / / / - - - / ND 2 c
chévre
(Rocamadour)
Rocamadour fermier au lait Raw goat milk
2020 367 ) cheese E. coli 0145 Ad3020 34 + 0145 | (3 / / / / / - - - / ND 2 c
cru de chévre
(Rocamadour)
Selles sur Cher au lait cru Raw goat milk
2020 890 S cheese (Selles sur | E. coli 0157:H7 Ad1745 1,8 + 0157 | (3 / / / / / - - - / ND 2 c
de chévre Cher
2020 | sgg1 |Ossolratyaulaiterude \Rawewemilk g ;615747 Ag1745 18 v ot | @ | / / / / i i : I | N | 2 | ¢
brebis cheese
2020 | 466 | Crainesgerméesderadis )\ Organicsprouts | . o141.148 Ads11 24 + o | @ | - : i I T i : /| | N | 3 | a
rose bio (radish)
2020 475 | Roquette Rocket salad E. coli 0111 Ad3037 1,2 + o1 | (@ - - - / ND - - - / ND 3 b
* Analyses performed according to the COFRAC accreditation
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Summary report (Version 0)
BAX RT STEC



QUALICON DIAGNOSTICS LLC

Alternative method: BAX® System Real-Time PCR Assays STEC Suite
Reference
. o method: 20 h (dairy products)

Artificial contamination ISOITS 13136* Short protocal 7 h, 8 h or 10 h or 24 h incubation time

Year of | Sample |Product - s | g
analysis N° | (French name) Product 3 ; Final : g E’
Result 2 Final Final result Final result Adree- Final | result Final result Adree- S
_ esu a PCR all confir- rﬁent PCR | all confir- rgent
Strain Inoculation level result | matory tests result | matory
(CFUlsample) tests
Global | Sero- Global | Sero- Global | Sero-
result | group result | group result | group
Mélange de jeunes pousses | Baby leaves
2020 665 | laitue roquette épinard et (lettuce, rocket, E. coliO111 Ad981 1,6 + 0111 O) - - - / ND - - / ND 3 b
mezuna spinach)
2020 | 1514 |Jeunes pousses roquette | oY 0¥ E. coli 0103 Ad3165 42 + o | @ | - : - | W | - : - | 4 | N | 3|0
2020 483 | Tomate Tomato E. coli 0111:H8 Ad3021 1,6 + 0111 @ - - - / ND - - - / ND 3 c
2020 485 | Courgette Zucchini E. coli 0145 Ad983 2,4 + 0145 | (» - - - / ND - - - / ND 3 c
2020 673 | Fenouil Fennel E. coli 026:H11 IPL215 MC18 2,6 + 026 O) - - - / ND - - - / ND 3 c
2020 674 | Brocolis Broccoli E. coli O111:H8 Ad511 1,8 + 0111 O) - - - / ND - - - / ND 3 c
2020 1516 | Choux fleur frais coupé Cut cauliflower E. coli 026 Ad2675 2,0 + 026 O) - - - / ND - - - / ND 3 c
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Table 10 - Positive deviations
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Alternative method: BAX® System Real-Time PCR Assays STEC Suite
Reference
o o method: 20 h (dairy products)
Artificial contamination ISOITS 13136 Short protocol 7 h, 8 hor 10 h or 24 h incubation time
=
Yearof | Sample |Product - S| &
. N Product S , 2| =
analysis N (French name) é Final Final regult e Final Final result i — s|F
Inoculation Result S PCR all confir- Agree- PCR all confir- Agree-
Strai level result matory ment result | matory tests ment
ran (CFU/ tests
sample) | Global | Sero- Global | Sero- Global | Sero-
result | group result | group result group
2019 7832 | Steak de beeuf a griller Beef steak E. coli O157:H7 Ad485 2,0 - / @ SOEE)? STEC 0157 + 0157 PD | STEC 0157 | STEC 0157 + 0157 PD 1] a
2019 7833 | Bavette d'aloyau Beef meat E. coli O157:H7 Ad485 2,0 - / @) gq%? STEC 0157 + 0157 PD | STEC 0157 | STEC 0157 + 0157 PD 1] a
2019 8195 |Viande bovine bourguignon | Raw beef meat E. coli O157:H7 Ad560 2,8 - / @ SOEE)? STEC 0157 + 0157 PD | STEC 0157 | STEC 0157 + 0157 PD 1] a
2019 8196 | Steak de beeuf Beef meat steak E. coli O157:H7 Ad561 2,6 - / ® gq%? STEC 0157 + 0157 PD | STEC 0157 | STEC 0157 + 0157 PD 1] a
2019 8197 | Steak de beeuf Beef meat steak | E. coli O157:H7 Ad559 2,2 - / @ SOEE)? STEC 0157 + 0157 PD | STEC 0157 | STEC 0157 + 0157 PD 1] a
2019 8198 | Entrecéte de beeuf Rib beef steak E. coli 0157:H7 Ad560 2,8 - / ® gq%? STEC 0157 + 0157 PD | STEC 0157 | STEC 0157 + 0157 PD 1] a
2019 8200 | Faux filet de beeuf Raw heef meat E. coli 0157:H7 Ad559 2,2 - / @ %Tég STEC 0157 + 0157 PD | STEC 0157 | STEC 0157 + 0157 PD 1] a
2019 | 8201 |Fauxfilet de boeuf Rawbeefmeat | E. coli O157:H7 Ad560 28 : | | @ | 3 | sTECOs7T | + | Ofs7 | PD |STECO157|STECOts7 | + | O157 | PD | 1 | 2
2019 | 8203 |Rumsteak viande bovine | oot ofbeef | = i 0157:H7 Ad559 22 : I @ %Tég STECO157 | + | O157 | PD |STECO157| STECO157| + | 0157 | PD | 1 | a
2019 | 7842 |Steak haché de boouf Frozenground | £ 1 0145:H28 092-4 30 : I | @ | STEC | stecom45 | + | o145 | PD |STECO145|STECO145| + | 0145 | PD | 1 | b
surgelé beef 0145
2019 | 7845 |Bifteck haché surgelé E;‘;i‘:t“e g;°““d E. coli 0145:H28 1331-100 42 - I @ %Tﬁg STECO145 | + | O145 | PD |STECO145|STECO145| + | 0145 | PD | 1 | b
Viande hachée de boeuf Frozen ground . ) i STEC STEC
2019 7849 surgelée beef E. coli 0145:H28 1331-100 4,2 / @) 0145 STEC 0145 + 0145 PD 0111/ 0145 STEC 0145 + 0145 PD 11b
2019 | g3og | Viande bovine pour, Frozen beefmeat | - . 5145158 1502-105 10 : I | @ | STEC | stecot4s | + | o145 | PD |STECOM45|STECOM45| + | 0145 | PD | 1 | b
bourguignon surgelée for Bourguignon 0145
Carpaccio de beeuf Beef carpaccio STEC
2019 7993 | marinade a I'huile de noix et | (nut oil, balsamic | E. coli 026:H11 12-62 1,0 - / @) 026 STEC 026 + 026 PD STEC 026 | STEC 026 + 026 PD 11c¢
vinaigre balsamique vinegar)
Carpaccio de beeuf Beef carpaccio STEC
2019 7994 | marinade a I'huile de noix et | (nut oil, balsamic | E. coli 0111 Ad981 1,6 - / @ 0111 STEC 0111 + 0111 PD | STEC O111 | STEC O111 + 0111 PD 11 ¢
vinaigre balsamique vinegar)
2020 | eog |Carpacciohuiledboliveet - Carpacciowith o . oo6 1111 1377.138 10t 3 6,0 : I | @ | STEC | stecoo6 | + | 026 | PD | STECO2 | STECO26 | + | 02%6 | PD | 1 | ¢
basilic olive oil and basil 026
2020 875 | Lait cru de vache Raw cow milk E. coli 0145 Ad3039 1,6 - / ©) / / / / / STEC 0145 | STEC 0145 & 0145 | PD 2 | a
2020 878 | Lait cru bio de vache Raw cow milk E. coli 0145 Ad3039 1,6 - / ©) / / / / / STEC 0145 | STEC 0145 & 0145 | PD 2 | a
2020 881 | Lait cru de vache Raw cow milk E. coli 0145 Ad3039 1,6 - / 3 / / / / / STEC 0145 | STEC 0145 & 0145 | PD 2 | a
2020 1320 | Lait cru de chévre Raw goat milk E. coli 026 Ad2827 3,0 - / ©) / / / / / STEC 026 | STECO26 + 026 PD 2 | a
* Analyses performed according to the COFRAC accreditation
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Alternative method: BAX® System Real-Time PCR Assays STEC Suite
Reference
e L method: 20 h (dairy products)
Artificial contamination ISO/TS 13136° Short protocol 7 h, 8 h or 10 h or 24 h incubation time
Year of | Sample |Product Product — § L
. o roduc S . | s
analysis N (French name) é Final Final regult R Final Final result el el 3 (=
Inoculation Result 2 PCR all confir- Agree- PCR all confir- Agree-
- level result matory ment result | matory tests ment
Strain (CFUI tests
sample) | Global | Sero- Global | Sero- Global | Sero-
result | group result | group result group
2020 | 1326 |Lait cru de chévre Rawgoatmilk | E. coli 0103:H2 Ad3100 20 : e / / / /| sTEC 0103 S(lT,\ﬁg 3};3 + o3| PD | 2]a
2020 | 1328 |Laitcru de chévre Rawgoatmik | E. coli 0111 Ad3042 12 : e | / I | |STECO111 S(lT,\ﬁg 3];)1 + |om| PD | 2] a
2020 1812 | Lait cru de brebis Raw ewe milk E. coliO111 Ad3171 2,2 - / ©) / / / / / STEC 0111 | STEC O111 + o111 PD 2 | a
2020 | 281 |Tomme demontagneaulait | Rawcowmilk | ;506 Agogog 28 : e / / / /| | sTECO26 | STECO2%6 | + | 0% | PD | 2 | b
cru de vache cheese (Tomme)
2020 | 282 |Saintmontdes Alpes aulait | Rawcowmilk | 506 Ag900g 18 : e | / / / | | sTECO26 | STECO26 | + | 026 | PD | 2 | b
cru de vache cheese
Bleu d'auvergne AOP au lait Raw cow milk
2020 283 cheese (Bleu E. coli 026 Ad2298 1,8 - / ® / / / / / STEC 026 | STEC 026 5 026 PD 2 | b
cru de vache ,
d'Auvergne)
2020 | 360 |Chartreuxaulaitcrude —\Rawcowmilk g p 610319 Ad1773 2 : e / / / | |sTECO103| STECO103| + | 0103 | PD | 2 | b
vache cheese (Chartreux)
Tomme de montagne au lait Raw cow milk
2020 885 cru de vache cheese (Tomme de | E. coli 0103 Ad2977 1,6 - / ® / / / / / STEC 0103 | STEC 0103 5 0103 PD 2 | b
montagne)
. Raw cow milk . STEC 026/ | STEC 0103
2020 886 | Bethmal au lait cru de vache cheese (Bethmal) E. coli 0103 Ad2977 1,6 - / ©) / / / / / 0121/0103| (IMS only) + 0103 PD 2| b
Roquefort au lait cru de Raw ewe milk
2020 284 breoll)is cheese E. coli 026 Ad1741 2,0 - / ©) / / / / / STEC 026 | STEC 026 + 026 PD 2 | ¢
(Roquefort)
2020 | 365 |Fromageaulaitcrude Rawewemilk | £ i 5103:H2 1144 24 : e / / / | |STECO103| STECO103| + | 0103 | PD | 2 | ¢
brebis cheese
Roquefort au lait cru de Raw ewe milk
2020 366 brebis cheese E. coli 0145 Ad3020 34 - / ©) / / / / / STEC 0145 | STEC 0145 + 0145 PD 2 | ¢
(Roquefort)
Roquefort au lait cru de Raw ewe milk
2020 893 brebis cheese E. coli O157:H7 Ad1745 1,8 - / ® / / / / / STEC 0157 | STEC 0157 5 0157 PD 2 | ¢
(Roquefort)
. . . | Organic sprout . STEC | STEC 026 STEC 026/ | STEC 026
2020 472 | Graines germées alfalfa bio (luzern) E. coli 026 Ad1777 3,2 - / O) 0% (IMS only) + 026 PD 0157 (IMS only) + 026 PD 3 | a
. . . | Organic sprout . )
2020 473 | Graines germées alfalfa bio (luzem) E. coli 0111:H8 Ad511 2,4 - / O) -I-I- STECO111 | /- / NA | STEC O111| STEC 0111 + o111 PD 3 | a
Graines germées Alfalfa Srouts (luzerne, . ) STEC | STEC 0157 STEC 0157
2020 653 radis fenouil bio radish and fennel) E. coli O157:H7 Ad557 2,2 - / @® 0157 (IMS only) + 0157 PD | STEC 0157 (IMS only) + 0157 PD 3 | a
2020 | 656 | Graines germées Alfalfa bio | Or9anic SPrOUts | £ 5103 Ad3169 16 : I @ | - : : /| NA |sTECO103|STECO103 | | a3 | PD | 3 | a
(luzerne) (IMS only)
Graines germées radis rose | Organic sprouts . i STEC | STEC 0145
2020 658 bio (pink radish) E. coli 0145 Ad3168 24 / @® 0145 (IMS only) + 0145 PD | STEC O145| STEC 0145 + 0145 PD 3 | a
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Alternative method: BAX® System Real-Time PCR Assays STEC Suite
Reference
e L method: 20 h (dairy products)
Artificial contamination ISO/TS 13136° Short protocol 7 h, 8 h or 10 h or 24 h incubation time
Year of | Sample |Product Product — § L
. o roduc S . | s
analysis N (French name) | el é Final F|r|1|al re]fult Final result . Final Final result Final result . 5| F
Inoculation esult a PCR am:t)c;] " rﬁ;en?- PCR all confir- rggla'ﬁ-
Strain (8\:/6'/ result testsry result | matory tests
sample) | Global | Sero- Global | Sero- Global | Sero-
result | group result | group result group
STEC
0103/
. . . Sprouts (pink . . STEC | STEC 0157 0157/
2020 1510 | Graines germées radis rose radish) E. coli O157:H7 Ad558 52 - / @ 0157 (IMS only) + 0157 PD STEC - - / PPNA | 3 | a
0157/
STEC 0157
2020 474 | Mélange de jeunes pousses | Baby leaves E. coli 0111 Ad3037 1,2 - / O %ﬁ? STEC 0111 + o111 PD | STEC 0111 | STEC O111 + o111 PD 3| b
2020 | 479 |Jeunes pousses corsées | Baby leaves E. coli 026:H11 CIP104673 12 : @ | - : : / NA | STEC 026 %L%Co‘r?@? + | 026 | PD | 3|0
Jeunes pousses batavia Baby leaves STEC
2020 661 . ’ (green and red E. coli 0103 Ad982 28 - / @ STEC 0103 + 0103 PD | STEC 0103 | STEC 0103 + 0103 PD 3| b
laitue rouge et verte lettuce) 0103
Mélange de jeunes pousses | Baby leaves STEC
2020 666 | laitue roquette épinard et (lettuce, rocket, E. coli 0145 Ad3168 24 - / O) 0145 STEC 0145 + 0145 PD | STEC 0145 | STEC 0145 + 0145 PD 3| b
mezuna spinach)
2020 | 4g2 |Julienne delégumes Frozensliced | i 5157.17 Ad3118 14 : I | @ | STEC | stecots7 | + | ots7 | PD |STECO157| - : | | PPNA| 3 | ¢
surgelée vegetables 0157
2020 672 | Navet Turnip E. coli 026:H11 IPL215 MC18 2,6 - / @ SCEGC STEC 026 + 026 PD | STEC026 | STEC 026 + 026 PD 3 | c
2020 | 1520 | Carottes rapées non Sliced no E. coli 026 Ad2675 20 : I | @ | STEC | stecoos | + | 026 | PD | STECO26 | STECO26 | + | 0% | PD | 3 | c
assaisonnées seasoned carrots 026
2020 | 1522 |ChampignondeParisen | Sliced white E. coli 026 Ad2675 20 : I | @ | STEC | steco2 | + | 026 | PD | STECO26 | STECO26 | + | 026 | PD | 3 | ¢
lamelles mushroom 026
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+ Samples in negative agreement with positive confirmation

For 3 samples in negative agreement, the presence of STEC belonging to the
TOP 5 was confirmed in the enrichment broth; they are listed in Table 11.
These 3 samples were artificially contaminated samples.

Table 11 - Samples in negative agreement confirmed positive
by cultural method

BAX® System Real-Time PCR

Assays STEC Suite Confirmation

Year of Incubation PCR Result

Sample  Product  Protocol

analysis time .
stx eae O group Direct IMS
Result| Ct |Result| Ct |Target|Result| Ct |streaking
39.2/ 36.7/ 0.0/
2000 | 880 [Raw oW @ | 20n |+ 3891 e 3747 | 017 | |00/ | OIS | SIEC
39.7 38.0 0.0
Raw cow
. 0.0/ 38.2/
2020 | sg4 |Milkcheese | oy | ogp |00 |+ 3047|0103 |+ [35.1 STEC
(Tomme de 0103
. 0.0 41.8
savoie)
Organic 39.5/ 39.2/ 0.0/ STEC
2020 473 | sprout @® 8h +/+/+ |40.6/ | +/+/+ | 40.9/| O111 | - | 0.0/ 0111
(luzern) 41.4 415 0.0

The analyses of discordant results according to the EN ISO 16140-2:2016 is
the following (See Table 12).
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Table 12 - Analyses of discordant results

Unpaired
Category Protocol Type N+ ND PPND PD (NDt:[I; 12 AL
a | Chilled raw 111 3 0 2 1
7h b | Frozen 1] 1 0 3 -2
¢ | Seasoned and marinated 1] 1 0 2 -1
@) Total 335 0 7 -2 3
MP a |Raw 1115 0 2 3
24 h b | Frozen 1] 1 0 3 -2
¢ | Seasoned and marinated 1] 1 0 2 -1
1 Raw beef Total 33| 7 0 7 0 3
meat a | Chilled raw 110 0 7 -7
10h b | Frozen 112 0 1 1
¢ | Seasoned and marinated 121 3 0 1 2
@ Total 4|5 0 9 -4 3
BPW a |Raw 110 0 7 -7
24h b | Frozen 112 0 1 1
¢ | Seasoned and marinated 121 3 0 1 2
Total 4|5 0 9 -4 3
a | Raw milk 17 | 2 0 7 -5
Raw dairy b |Raw cqw’s milk cheeggs . 110 0 6 -6
2 oroducts (3) | 20h . )Ici’aw milk cheeses originating | 10 | 4 | o | 4 0
rom other than cow’s milk
Total 38| 6 0 |17 -11 3
a | Sprouts 711 0 4 -3
8h b | Baby leaves 12 ] 3 0 3 0
¢ | Fresh, frozen, non-seasoned 12 | 5 0 4 1
Total 3119 0 |11 -2 3
3| Vegetables| ) a | Sprouts 8 | 1 0 5 -4
24 h b | Baby leaves 13 ] 3 0 4 -1
¢ | Fresh, frozen, non-seasoned 1115 0 3 2
Total 3219 0 (12 -3 3
All categories - Short protocols MP (raw beef meat) 10220 0 |35 -15 5
All categories - 24 h protocols MP (raw beef meat) 103/22| 0 |36 -14 5
All categories — Short protocols BPW (raw beef meat) 10320 0 |37 -17 5
All categories — 24 h protocols BPW (raw beef meat) 10420 0 |38 -18 5

The observed values for ((ND + PPND) - PD) meet the acceptability limit
for each individual category and for all the combined categories
(calculated values < AL) whatever the protocol and the incubation time
applied for raw beef meat and vegetables categories.

ADRIA Développement 22/100 January 21, 2021
Summary report (Version 0)
BAX RT STEC



QUALICON DIAGNOSTICS LLC

3.1.7 Confirmation

Two confirmation protocols were applied during the study:

- Direct streaking onto selective agar plates: CT-SMAC and CHROMagar
STEC;

- IMS step before streaking onto CT-SMAC and CHROMagar STEC (for the
confirmation of O157 serogroup) and only CHROMagar STEC (for the
confirmation of 026, 0103, O111 and O145 serogroups).

The number of samples confirmed by direct streaking and the number of
additional samples confirmed using IMS or the alternative protocol of the
reference method is given in Table 13.

Table 13 - Confirmation

Protocol ®
Raw dairy
products

Protocol @
Raw beef meat

Protocol ®
Raw beef meat

Protocol (4)
Vegetables

Incubation time 7h 24 h 10 h 24 h 20h 8h 24 h
Number of positive PCR results 28 26 29 29 32 23 27
Number of samples confirmed by
direct streaking (CT SMAC and 28 26 27 27 28 12 13
CHROMagar STEC)

Number of additional samples

confirmed by direct streaking onto 0 0 2 1 0 0 0
TBX

Number of additional samples 0 0 0 0 4 5 5

confirmed by IMS
Number of additional samples

confirmed by IMS on TBX 0 0 0 1 0 4 4
Number of additional samples

confirmed with the alternative 0 0 0 0 0 1 1

protocol of the Reference method

Total Nur_n_ber of confirmed 28 2% 29 29 32 29 23
PCR positive samples

Number of samples not

confirmed (PPN) 4 4 g 4 g L -

For 6 samples, the recovery of the strains was possible only by using streaking
onto the TBX agar plate (before and/or after IMS):

- Raw beef meats: No 614 and 616 (protocol @), artificially contaminated with
Escherichia coli O103:H2 56:12;
- Vegetables: No 1511, 1512, 1513 and 1515 (protocol @) artificially

contaminated with Escherichia coli O103 Ad3165.
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The sample No 659 (sprouts product) tested with protocol @ was confirmed
only thanks to additional testing (subculture in BHI and IMS).

For five samples (1 fresh vegetable and 4 sprouts), it was not possible to
confirm the presence of the STEC strain in the enrichment broth (see Table
14). The PCR test was performed three times for all these samples and gave
positive results except for one sample (No 1506).
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QUALICON DIAGNOSTICS LLC

_ PCR Result Confirmation
o
Year of Sample Product = In?::at Direct streaking IMS
analysis N° ° :
! a  time CT-SMAC | CHSTEC | CT-SMAC CH STEC
. 32.1/ 30.7/ 37.4/

Frozen sliced ++/ +/+/ 015 | +/4/ st(stx5, | st(stx5, st (stx5) | st(IMS x5:stx5)

2020 492 ® | 24h 32.7/ 31.0/ 37.4/ _ _ _ _ PPNA
vegetables + 35 + 307 7 + 38 1 TBX: -) TBX: -) AT: - AT: -
Organic sprouts 41.5/ 41.0/ 414/ ,

2020 | 1506 |(luzeme,radish | @ | 8h |+ 00/ |+t | 00/ O] 4| o0 Ty || O eewa
and fennel) 0.0 0.0 0.0 ' '
Organic sprouts 38.8/ 38.8/ 35.0/ ) _

2020 | 1507 |(uzeme,racish | @ | 2 | 7| 306 | 7] a0 |00 a0 j 0 (0X+09) | ppa
and fennel) 32.3 314 34.0 '

. 32.4/ 32.0/ 34.0/ - x5 (TBX x5:-)
2020 | 1500 (orf)%"l‘(’;'g srouts @y | aan | 32y | s | T s / PPNA
31.9 314 33.3 AT :-
. 33.4/ 30.2/ 40.4/

Sprouts (pink ++/ +/+/ 015 | +/+/ +md/- +md/- +md/- x5 - x5 (TBX:-x5)

2020 1510 . ® | 24h 35.6/ 34.0/ 39.1/ , , , , PPNA
radish) * 1359 | * | 345 7| + 399 (TBX:-) (TBX:-) AT: - AT:-

AT: additional testing
ADRIA Développement 25/100 January 21, 2021

Summary report (Version 0)
BAX RT STEC




3.1.8

QUALICON DIAGNOSTICS LLC

Latex tests (SLIDEX® E. coli 026, 0103, 0111, O145 and O157) and BAX®
System RT PCR STEC Suite Assays were used to confirm the typical colonies
isolated from selective agar plates. The Latex SLIDEX® tests results were in
agreement with the PCR tests results for all the colonies tested.

For six samples (473,653,671,884,1322,1328), a purification step of the typical
colonies observed on selective agar plates onto PCA was required to obtain a
positive PCR result.

PCR inhibition

Combining all the PCR kits, all the protocols and all the incubation times, 581
PCR tests were carried out. Inhibitions were observed for only 3 samples, for
the five targets for sample N°459, for 2 targets for sample N°1515 and 4 targets
for sample N°1506 (See Table 15).

Table 15 - PCR inhibition

Incubation PCR Result ‘

Sampl Product Protocol .
il ORHE 101060 time Kit |Target| Result Ct
Screenig |  stx if- i/0.0
. beef Screenig | eae if- i/0.0
459 | @ 24h [ Panel1| 045 | il ii0.0*
Panel 1 | 0103 ifif-* ifi/0.0*
Panel 1 | 0145 ifil-* ifif0.0*
0157:H7 | 0157 ifi*-** ifi*/0.0**
1515 |Baby| i 24 h
aby leaves mix | () O15THT| HT | W | 00"
0.0/i/
Screenig | stx | -/il+(n)/~(n) 41.2(n)/
) 0.0(n)
Organic sprouts 409/i/
1506 | (luzene, radish | () 240 Iscreenig| eae | +il+n)+(n) | 39.4(n)
and fennel) 39.5(n)
0157:H7 | 0157 -fif-I- 0.0/i/0.0/0.0
O157:H7 | H7 -fil-I- 0.0/i/0.0/0.0

(n): new DNA extraction
*1:10 dilution of the DNA extract
**:1:100 dilution of the DNA extract

In two cases (sample 1506), a new PCR test without applying any dilution
allowed to obtain a PCR result.
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A 1:10 and 1:100 dilutions were necessary to obtain a result for Panel 1 and
Panel 2, respectively for samples No 459 and 1515.

New DNA extraction was carried out for sample No 1506 (PCR screening) as
DNA extract was no more available for additional testing. This allowed to obtain
a PCR result.

Relative level of detection
The relative level of detection is the level of detection at P = 0.50 (LODso) of the alternative (proprietary)

method divided by the level of detection at P = 0.50 (LODs) of the reference method.

The RLOD is defined as the ratio of the alternative and reference methods:

LODyy.

RLOD =
LODgey.

The relative detection level is the smallest number of culturable micro-organisms that can be detected
in the sample in 50% of occasions by the alternative and reference methods.

Experimental design

One sample type and one relevant target micro-organism for each sample type
was chosen for each category. Five matrix/strain pairs were tested, in order to
cover all the serogroups covered by the validation study as well as the
4 protocols (See Table 16):

The following protocol was applied:

- A negative control: 5 samples,

- A low contamination level providing fractional recovery data, with
20 replicates,

- A high contamination level, with 5 replicates.

A total plate count determination on each matrix was performed to estimate
the total microbial load on the day of analysis.
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Table 16 - Defined (matrix/strain) pairs for the RLOD determination

Storage conditions

Protocol and incubation time

before analysis

. @
E. coli O157:H7 Ad683 48 h at - o
N Chilled raw ground beef . shl+. sho+ Beef meat 5°C & 3°C Pre-warmed MP Media (41.5°C), d 1110
aw bee (eaet, stx1+, stx2+) t 7-24hat41.5°C
1 meats @
(25g) Frozen raw ground beef E. coli 0145:H28 092-4 Meat 2 weeks Pre-warmed BPW (41.5°C)
stx1+, stx2+, eae+ roduct at-20°C d 1/10
( ) prodd 10-24h at 41.5°C
_ . E. coli 026 Ad1741 Raw milk 48 h at ® Unpaired
Raw dairy | Raw milk (eae+, stx1+, stx2+) cheese 5°C+3°C Double strength
2 products : Pre-warmed BPW (41.5°C)
) . E. c0li0103:H203-35 | Raw milk 48 hat d 1/10
(25 9) Raw milk cheese (stx1+, sti2-, eae+) cheese 5°C + 3°C 20 - 24 h at 415°C
E. coli 0111 Ad981 48 h at ®
3 | Veoetables | o by leaves Clinic o Pre-warmed MP Media (41.5°C), d 1/10
(25 g) (eae+, stx1+, StX2+) 5°C+3°C 8-24 hat41.5°C
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3.2.2 Calculation and interpretation of the RLOD
The raw data are given in Appendix 5.
The RLOD calculations were performed using the Excel spreadsheet available

at http://standards.iso.org/iso/16140 - RLOD (clause 5-1-4-2 Calculation and
interpretation of RLOD) version 06.07.2015. The RLOD are given Table 17.

Table 17 — Presentation of RLOD before and after confirmation of the
alternative method results

z-Test

RLOD RLODL RLODU b=In(RLOD) sd(b) %

p-value | AL

Chilled raw ground beef /
E. coli 0157:H7 Ad683 1,318 | 0,634 | 2,739 0,276 |0,366| 0,753 | 0,451
1 7hor24h
Frozen raw ground beef /
E. coli 0145:H28 092-4 0,731 | 0,331 | 1,613 0,314 |0,396| 0,792 | 1,572
7Thor24h
Raw milk /
E. coli 026 Ad1741 0,402 | 0,17 | 0,953 0912 |0432] 2,112 | 1,965 25
20h ’
2 Raw milk cheese /
E. coli0103:H2 03-35 0,749 | 0,299 | 1,873 0,289 |0/459| 0,631 | 1,472
20h
Baby leaves /
3 |E. coliO111 Ad981 0,529 | 0,197 | 1,417 0,638 0,493 1,293 | 1,804
8hor24h
Combined 0,789 | 0,565 | 1,102 -0,237 |0,167 | 1,418 | 1,844
The LODso % calculations according to Wilrich & Wilrich POD-LOD calculation
program - version 9, 2017-09-23 test are given in Table 18.
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(Strain / matrix) pair

Chilled raw ground beef /
E. coli O157:H7 Ad683
7hor24h

Table 18 - LODs, results

Level of detection at 50% (CFU / samples size)
according to Wilri
Reference method

QUALICON DIAGNOSTICS LLC

h & Wilrich)2
Alternative method

0,410,3,0,7]

0,6 [0,4;1,1]

Frozen raw ground beef /
E. coli 0145:H28 092-4
7hor24h

0,81[0,51,3]

0,6 [0,3;1,0]

Raw milk /
E. coli 026 Ad1741
20 h

1,510,9;2,6]

0,6 [0,3;1,2]

Raw milk cheese /
E. coli 0103:H2 03-35
20h

1,510,9;2,6]

1,2[0,7:2,0]

Baby leaves /
3 E. coli0111 Ad981
8hor24h

3,4 [1,57,5]

17009:3,2]

Combined

1,3 [1,0;1,6]

0,910,7;1,1]

3.2.3 Conclusion

pairs tested.

The RLOD values (using the confirmed alternative method results) meet
the acceptability limit of 2.5 for unpaired studies, for all matrix/strain

The LODso varies from 0.4 to 3.4 CFU/sample size for the reference
method and from 0.6 to 1.7 CFU/ sample size for the alternative method.

2 Wilrich, C., and P.-Th. Wilrich: Estimation of the POD function and the LOD of a qualitative
microbiological measurement method. AOAC International 92 (2009) 1763 - 1772.
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3.3 Inclusivity / exclusivity
The inclusivity is the ability of the alternative method to detect the target analyte from a wide range of
strains. The exclusivity is the lack of interference from a relevant range of non-target strains of the
alternative method.
3.3.1 Test protocols
O Inclusivity
E. coli strain cultures were performed in BHI medium at 37°C. Dilutions were
done in order to inoculate 10 - 100 cells/225 ml of pre-warmed MP Media
(41.5°C). The broth was incubated for 7 h at 41.5°C. The alternative protocol
was then performed including the confirmation step (direct streaking).
As the scope of the validation is shiga-toxin-producing Escherichia coli (STEC)
including TOP 5, 50 strains covering the following targets: stx+, eae+,
serogroup +, 026, 0103, 0111, 0145, O157 were tested. The repartition was
the following (See Table 19).
Table 19 - Repartition of the strains per serogroup
Number of strains tested
Genes 026 | 0103  O111 0145 0157 Total
s eaet gy 7 7 19 50
serogroup +
O Exclusivity
The non-target strains (30) were grown in BHI medium. Dilutions were done in
order to inoculate 10° cells/ml of BPW. The broths were incubated for 24 h at
37°C. The alternative protocol was then performed.
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3.3.2 Results
Raw data are given in Appendix 6.
O Inclusivity
The 50 tested target strains gave positive PCR results.
47 strains gave typical colonies on CHROMagar STEC; 3 strains were not able
to grow on CT-SMAC and CHROMagar STEC (E. coli 0103 Ad1772, E. coli
0103:H2 56-12 and E. coli O157:H7 52-33). Streaking on TBX agar plates was

necessary to recover the strains.

All E. coli O157:H7 strains gave typical colonies on CT-SMAC except the strain
which was not able to grow (E. coli O157:H7 52-33).

O Exclusivity

No cross reaction was observed with the 30 tested non-target strains.

The BAX® System Real-Time PCR Assay STEC Suite detection method
for detection of shiga-toxin producing Escherichia coli (STEC) from 026,
0103, 0111, 0145 and O157 serogroups is specific and selective.
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3.4  Practicability

The alternative method practicability was evaluated according to the AFNOR

criteria relative to method comparison study.

Storage conditions, Reagents and PCR tubes with tablets should be kept refrigerated at 2-

AL LR EIERIE 8°C. Do not freeze.

utilisation after first use Reagents should be used by the expiration date stamped on the

individual labels

Time to result Steps | Reference method | Alternative method

Negative samples

Sampling Day 0 Day 0

Lysis and PCR Day 1 Day 0 (short protocol)
or Day 1

Final result Day 1 Day 1

Presumptive positive or positive results

Sampling Day 0 Day 0

Lysis and PCR Day 1 Day 0 (short protocol)
or Day 1

Direct streaking or IMS Day 1 Day 1 or Day 2

Reading plates Day 2 Day 1 or Day 2

Confirmation Day 2 Day 1 or Day 2

Final result Day 2 Day 1 or Day 2

Common step with the
reference method

No common step with the reference method

The negative results are available the day of initiating the analyses for the meat
and the vegetables categories (short protocols) and the positive results in one

day.

The negative results are available in one day for the dairy products category

and the positive results in two days.

The alternative method is less time consuming and easier to perform than the

reference method.
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INTER-LABORATORY STUDY

4.1

The inter-laboratory study is a study performed by multiple laboratories testing identical
samples at the same time, the results of which are used to estimate alternative-method
performance parameters.

Study organisation

+ Collaborators number

Eight laboratories were involved in the inter-laboratory study with two
collaborators for six of them (A, B, C, D, E, G). Fourteen collaborators
participated to the study.

+ Matrix and strain used

Chilled ground beef samples were individually inoculated with Escherichia coli
026:H11 12-62 (stx1+, stx2-, eae+) isolated from meat.

+ Samples

Samples were prepared and inoculated on Monday 14" September 2020, as
described below:

- 24 blind coded samples (25 g) for shiga-toxin-producing Escherichia coli
(STEC) from 026, 0103, 0111, 0145 and O157 detection by the BAX®
System Real-Time PCR Assays STEC Suite (Screening Assay, Panel 1
Assay and Panel 2 Assay) and the BAX® System Real-Time PCR
Assays Escherichia coli O157:H7,

- 24 blind coded samples (25 g) for shiga-toxin-producing Escherichia coli
(STEC) from 026, 0103, 0111, 0145 and O157 detection by the internal
ADRIA method based on ISO/TS 13136 reference method;

- 1 sample for Aerobic mesophilic flora enumeration by the ISO 4833-1
method.
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+ Inoculation
The targeted inoculation levels were the following:

- Level: 0 CFU/25 ml g,
- Level 1: 1 CFU/25 g,
- Level 2: 8 CFU/25 g.

+ Labelling and shipping

Blind coded samples were placed in isothermal boxes, which contained
cooling blocks, and express-shipped to the different laboratories (48 h
maximum), in isotherm packages using the UN2814 transport.

A temperature control flask containing a sensor was added to the package in
order to register the temperature profile:

- during the transport;

- at receipt;

- during storage until analyses;

- during the enrichment broth incubation for the alternative method.

Samples were shipped in 24 h to 48 h to the involved laboratories. The
temperature conditions had to stay lower or equal to 8°C during transport, and
between 0°C — 8°C in the labs.

+ Analyses

Collaborative study laboratories and the expert laboratory carried out the
analyses on Tuesday 15" September 2020 or Wednesday 16" September
2020 with the alternative and reference methods. The analyses by the
reference method and the alternative method were performed on the
same day.

The protocol (1) for raw beef meat products was used during the study with the
short incubation time, i.e. 7 h at 41.5°C £ 1°C. The confirmation of positive
results was performed by direct streaking onto CHROMagar STEC selective
agar plates.
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The Collaborators analyzed the samples by the internal method of ADRIA
Développement based on the ISO/TS 13136. They proceeded, on all samples,
to:

- Enrichment step;

- Extraction on enriched samples;

- Confirmation using the direct streaking and the IMS protocol before
streaking onto CHROMagar STEC selective agar plates;

- Extraction from typical colonies isolated on TSA.

The DNA extracts from enriched samples and typical colonies were sent to
ADRIA Développement in frozen conditions.

The Expert Laboratory performed the analysis with the internal method of
ADRIA Développement based on the ISO/TS 13136 and the PCR tests (eae,
stx, O26) on the DNA extracts from enriched samples prepared by the
collaborators. The DNA extracts from typical colonies were tested only in case
of discordances between the latex test performed by the collaborators on
typical colonies and the expected result (026 +).

4.2 Experimental parameters controls

4.2.1 Strain stability and background microflora stability

Strain stability was checked by inoculating the matrix at 1 CFU/g and
103 CFU/g. Enumerations were performed for the high contamination level and
detection analyses were performed for the low contamination level after 24 h,
48 h and 72 h storage at 3 + 2°C. Triplicates were analyzed. The aerobic
mesophilic flora was also enumerated; the results are given in Table 20.

Table 20 - Sample stability

Reference method Alternative method CFU/g Aerobic
(detection) (detection) (enumeration) mesophilic
flora
(CFU/qg)
Day 0 - - + + + + 1760 | 1760 | 1980 5.10?
Day 1 - + - - - + 1180 | 1270 | 1360 2108
Day 2 + - - + - + 1000 | 1000 | 909 6,8.10°8
Day 3 - + - + - - 900 818 800 7,0.108
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A slight decrease of the E. coli enumeration was observed after 3 days storage
of the meat samples while an increase was observed for the aerobic
mesophilic enumeration.

4.2.2 Contamination levels

The contamination levels and the sample codification were the following (see
Table 21).

Table 21 -Contamination levels

Theoretical target True level Low limit High limit
level (CFU/sample) (CFU/ sample) | (CFU/sample) (CFU/sample)

Samples

Coll. 1: 3/4/7/10/14/17/21/24
Level 0 0 / / /
Coll.2: 27/30/31/32/39/41/43/47

Coll.1: 1/8/11/12/16/18/20/22
Level 1 1,0 1,1 0,9 1,4
Coll.2: 25/29/33/36/37/40/42/46

Coll.1: 2/5/6/9/13/15/19/23
Level 2 8,0 8,6 7 10,7
Coll.2: 26/28/34/35/38/44/45/48

4.2.3 Logistic conditions

The temperature measured at receipt by the Collaborators, the temperature
registered by the thermo-probe, the receipt and analysis dates are given in
Table 22.
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Table 22 - Sample temperatures at receipt

T;n;g:;arggre USROG Receipt date acl Ll
Collaborators measured at . OEWVEEGELN Reference | Alternative
by the probe int (°C and time
(°C) receipt (°C) method method
A1 04 15 150912020 (R)| 445 pp1 | 7:30 AM
nn | 16/09/2020 (A)
15/09/2020 | 09:00 15/09/2020 (R)

A2 -0,4 15 16/09/2020 (A) 2.05PM | 7:50 AM
B1 15 47 15/09/2020 | 16:30 | 16/09/2020 9:30 AM | 8:30 AM

B2 Not tested
c1 0,0 29 . 16/09/2020 740 AM | 6:40 AM
C2 0,8 29 15/09/20201 10:30 16/09/2020 8:00 AM | 7:00 AM
D1 -0,8 0,3 . 16/09/2020 4:00PM | 9:00 AM
D2 -0,8 0,3 15/09/20201 09:30 16/09/2020 4:00PM | 9:00 AM
E1 0,2 34 _ 15/09/2020 | 10:45AM | 8:45 AM
E2 1,0 37 14/09/20201 16:00 15/09/2020 | 10:45AM | 9:05 AM
F 0,4 2,0 15/09/2020 | 12:00 | 16/09/2020 | 02:00 PM | 8:45 AM
G1 0,0 Not measured | 15/09/2020 | 13:00| 16/09/2020 | 10:30 AM | 6:45 AM
G2 0,0 Not measured | 15/09/2020 | 13:00 | 16/09/2020 1:30 PM | 9:45AM
H -0,8 2,0 15/09/2020 | 16:15| 16/09/2020 9:35AM | 9:10 AM
| (ADRIA) -0,5 1,4 15/09/2020 | 09:30 | 16/09/2020 2:00PM | 7:50 AM

(R): Reference method (A): Alternative method

No problem was encountered during the transport or at receipt for
14 collaborators. All the samples were delivered on time and in appropriate
conditions. Temperatures during shipment and at receipt were all correct
except for the collaborators D1 and D2 which have measured negative
temperatures at receipt, but the samples were not frozen.

The collaborator B2 did not carried out the analyses.

The collaborators A1 and A2 did not carried out the analyses of the reference
method and the alternative method the same day but they started both
methods within a 24-hour period (17 h between the start of the reference
method and the alternative method). Moreover, during the strain stability study,
no evolution was observed during storage at 3°C + 2° between day 1 and

day 2.
4.3 Results analysis
The raw data are given in Appendix 7.
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4.3.1 Expert laboratory results
The results obtained by the expert laboratory are given in Table 23.
Table 23 - Results obtained by the expert Lab.
Level Reference method Alternative method
LO 0/0 0/0
L1 5/8 4/8
L2 8/8 8/8
Fractional positive results were observed for the reference and the alternative
methods for the inoculation level 1. All the inoculated samples gave positive
results by both methods for level 2.
For one sample (18), negative PCR result was observed for the alternative
method while confirmatory tests concluded to the presence of E. coli STEC
026 in the enrichment broth. The DNA extract was tested twice again and the
results for O26 target were still negative. A new DNA extract was prepared,
and a positive result was then observed (Ct stx = 39.6, Ct eae = 39.1,
Ct 026 = 40.7). This sample was probably contaminated just at the limit of the
detection level of the method.
4.3.2 Results observed by the collaborative laboratories
+ Aerobic mesophilic flora enumeration
The results are provided in Table 24.
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Table 24 - Aerobic mesophilic flora enumeration

Collaborators Mesophilic flora enumeration (CFU/g)

A1 9,3.104
A2 3,6.104
B1 3,6.10°
C1 6,5.10
C2 3,6.10°
D1 7,8.104
D2 2,0.108
E1 1,5.10°
E2 4,0.10
F 2,6.104
G1 2,1.108
G2 2,4.108
H 2,9.108

Depending on the collaborators results, the enumeration level varied from
1.5 x 103 CFU/g to 9.3 x 10* CFU/g.

+ Shiga-toxin producing E. coli detection

13 collaborators participated to the study. All the collaborators performed the
analysis for the reference and the alternative methods the same day (Tuesday
15t September 2020 or Wednesday 16" September 2020) except Lab A. The
collaborators (A1 and A2) carried on the analysis in 24h-period but not the
same day: for the reference method on Tuesday 15" September 2020 (01:45
PM and 02:05 PM) and on Wednesday 16" September 2020 for the alternative
method (7:30 AM and 7:50 AM).

All the collaborators incubated the enrichment broth from the alternative
method for 7h.

The results obtained are provided in Table 25 (reference method) and Table
26 (alternative method).
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Table 25 - Positive results by the reference method (ALL the collaborators)
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Table 26 - Positive results (before and after confirmation) by the alternative
method (ALL the collaborators)
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+ Results observed with the reference method

o PCR results

For 42 samples (level LO), 11 samples (level L1) and 3 samples (level L2),
positive PCR results were observed while the confirmation step gave negative
results. Complexity of the sample preparation for the reference method could
lead to cross-contamination. The samples are listed in Table 27.

Table 27 - Samples showing positive PCR results and negative confirmation

Collaborator Samples Level

4-7-10-17-21-24 0

A1
12-20 1
30-31-32-39-41-47 0

A2
25-37-40 1
B1 22 1
7-17-21-24 0

C1
16 1
o 39-43-47 0
40 1
D1 7-14-17 0
D2 37 1
E1 21 0
4-7-10-14 0
G1 8-11-12-16-18-20-22 1
19 2
30-31-32-47 0
G2 37-40-42 1
26-45-48 2
H 17-21 0

o Confirmation results

It was asked to the collaborators to confirm all the samples for the reference
method while this is not required in the ISO 16140-2 or in the AFNOR
Technical rules. The PCR results were not available when they carried out the
confirmation step as the DNA extracts were sent to ADRIA to perform the PCR
tests few days later, the collaborators thus needed to confirm all the enriched
samples by direct streaking and the IMS protocol before streaking onto
CHROMagar STEC selective agar plates. All typical colonies were tested with
the latex test SLIDEX® O26.
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These confirmation results on samples giving negative PCR tests, on
enrichment broth, are given just for information in the raw data tables.

For 9 samples (level LO), 5 samples (level L1) and 1 sample (level L2), the
presence of shiga-toxin producing E. coli was confirmed in the enrichment
broth while the PCR results were negative (See Table 28). On these
15 samples, only 3 samples were confirmed by direct streaking; for
12 samples, positive confirmation was observed only when using the IMS
protocol. These results are probably linked to a lack of practice of the immuno-
separation protocol. This step is a critical step and often leads to cross
contaminations.

Table 28 - Samples showing negative PCR results and positive confirmation
(with the reference method)

Samples confirmed positive with negative

Collaborator PCR result (reference method)
by direct streaking by IMS

B1 / 3-4-17-21-4 Level 0

02 29-40 29-40 Level 1

28 28 Level 2

Eq / 7-14-24 Level 0

/ 16 Level 1

E2 / 43-46 Level 0

H / 1 Level 1

o Unspiked samples

3 collaborators obtained positive results on unspiked samples for the reference
method:

- Collaborator B1: they have obtained 2 positive PCR results (samples B7
and B10) confirmed by the IMS protocol only. The latex tests SLIDEX® O26
and the PCR on typical colonies gave positive results.

- Collaborator E2: they have obtained 7 positive PCR results (samples E27,
E30, E31, E39, E41 and E47) confirmed by the IMS protocol only. The latex
tests SLIDEX® 026 gave positive results.
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- Collaborator G1: they have obtained 7 positive PCR results (samples G4,
G7, G10, G14, G17, G21 and G24). Only 3 samples (G17, G21 and G24)
were confirmed by direct streaking (G17) and IMS protocol (G21 and G24).

+ Results observed with the alternative method

2 collaborators obtained positive results on unspiked samples:

- Collaborator D1: they have obtained 1 positive PCR result (sample D14)

confirmed by the IMS protocol only.
- Collaborator H: they have obtained 1 positive PCR result (sample H21)

confirmed by direct streaking.

Only one sample (D22) gave a positive PCR result not confirmed (see
Table 29). PCR replicates gave negative results.

Table 29 - Sample showing positive PCR results not confirmed
(with the alternative method)

PCR result on the enrichment broth EailmEtoN

Direct streaking ‘

— — — Final Number | Latex Final
e /C:l,? e /C:l,? e ’%? PCR CHROMagar of SLIDEX® | PCR on | CHROMagar confirmation
=| 5 |=| 3 |=| & STEC  |colonies| 026 |[colonies| STEC result
2l = |3 = | 3| = |result
31518 5185 tested (+-)
[n's [n's [n's

37.0/ 37.2/ 37.8/
oo | Foor | oo |SBEEL 5 | k- |

0.0 0.0 0.0

According to the AFNOR technical rules, it is possible to include the results
from a collaborator with maximum one cross contamination at Level 0. For this
study, this rule was applied. Therefore, the results from the collaborator B1,

E2 and G1 have to be excluded.
4.3.3 Results of the collaborators retained for interpretation

The results obtained with the 10 labs kept for interpretation are presented in
Table 30 (reference method) and Table 31 (alternative method).
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Table 30 - Positive results by the reference method

(Without Labs B1, E2 and G1)
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Lo L1 L2
e PCR | Confirmation | Final PCR | Confirmation | Final PCR | Confirmation |  Final
result result result | result result result result result result
A1 6 0 0 6 4 4 8 8 8
A2 6 0 0 8 5 5 8 8 8
c1 4 0 0 7 6 6 8 8 8
c2 3 0 0 7 6 6 8 8 8
D1 3 0 0 7 7 7 8 8 8
D2 0 0 0 4 5 3 7 8 7
E1 1 3 0 7 8 7 8 8 8
F 0 0 0 4 4 4 8 8 8
G2 4 0 0 5 2 2 8 5 5
H 2 0 0 5 6 5 8 8 8
Total Co=29 Po=3 CPy=0|Ci=60| P1=53 |CP1=49|C,=79| P,=77 |CP,=76

Contamination level

Table 31 - Positive results (before and after confirmation)
by the alternative method (Without Labs B1, E2 and G1)

Collaborators LO L1 L2
PCR | Confirmation | Final PCR | Confirmation |  Final PCR | Confirmation |  Final
result result result | result result result result result result
A1 0 0 0 2 2 2 8 8 8
A2 0 0 0 4 4 4 8 8 8
c1 0 0 0 6 6 6 8 8 8
C2 0 0 0 5 5 5 8 8 8
D1 1 1 1 6 5 5 8 8 8
D2 0 0 0 3 3 3 8 8 8
E1 0 0 0 3 3 3 8 8 8
F 0 0 0 7 7 7 8 8 8
G2 0 0 0 4 4 4 7 8 7
H 1 1 1 7 7 7 8 8 8
Total Co=2 Po=2 |CPo=2(Ci=47| P1=46 |CP1=46|C,=79| P,=80 |[CP,=T79
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4.4 Calculation and interpretation
4.4.1 Calculation of the specificity percentage (SP)
The percentage specificities (SP) of the reference method and of the
alternative method, using the data after confirmation, based on the results of
level LO are the following (See Table 32).
Table 32 - Percentage specificity
Specificity for the < ( Py ))
SPror=|1—(—]|x100% = 100 %
reference method s N- ’ ’
Specificity forthe [ NN P (%) %100 % =
_ N_ 975%
alternative method
N: number of all L0 tests
Py = total number of false-positive results obtained with the blank samples before confirmation
CPq = total number of false-positive results obtained with the blank samples
4.4.2 Calculation of the sensitivity (SEar), the sensitivity for the reference
method (SE;es), the relative trueness (RT) and the false positive ratio
for the alternative method (FPR)
Fractional positive results were obtained for the low and the high inoculation
levels, 61% of the samples gave positive results using the reference method
for level 1 and 57% using the alternative method. The two inoculation levels
were retained for calculation.
A summary of the results of the collaborators retained for interpretation and
obtained with the reference and the alternative methods for Level 1 and Level 2
is provided in Table 33.
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Table 33 - Summary of the obtained results with the reference method

and the alternative method for Level 1 and Level 2

Response

Alternative method
positive (A+)
Alternative method
negative (A-)

Alternative method
positive (A+)
Alternative method
negative (A-)

Reference method
positive (R+)
Positive agreement (A+/R+)
PA =33

Reference method
negative (R-)
Positive deviation (R-/A+)

PD =13

Negative deviation (A-/R+)
ND =16 (0 PPND)

Negative agreement (A-/R-)
NA =18 (1 PPNA)

Positive agreement (A+/R+)
PA=75

Positive deviation (R-/A+)
PD=4

Negative deviation (A-/R+)
ND =1 (0 PPND)

Negative agreement (A-/R-)
NA =0 (0 PPNA)

Based on the data summarized in Table 33, the values of sensitivity of the
alternative and reference methods, as well as the relative trueness and false
positive ratio for the alternative method taking account the confirmations, are
the following (See Table 34).

Table 34 - Sensitivity, relative trueness and false positive ratio percentages

Sensitivity for (PA+PD)
the alternative SEai = (PA+PD+ND) x100% = 74.2% 98.8%
method:
Sensitivity for (PA+ND)
the reference SEret = (PA+PD+ND) x100% = 79.0% 95.0%
method:
RelatIVe RT - (PA+NA) x 100% — 638% 9380/0
trueness N
False positive
ratio for the FPR = FP 0f — 0

_ =X 100% = 6.0% /
alternative
method

4.4.3 Interpretation of data

The negative deviations are listed in Table 35 for Level 1 and in Table 36 for

Level 2.
The positive deviations are listed in Table 37 for Level 1 and in Table 38 for
Level 2.
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Table 35 - Negative deviations for Level 1

Lab Sample N° Confirmation
8 -
A1
11 -
29 -
A2
33 -
C1 11 -
C2 37 -
12 -
D1
16 -
36 -
D2
42 -
8 .
11 -
E1
12 -
22 -
F 22 -
H 18 -

Table 36 - Negative deviations for Level 2

Sample N° Confirmation

G2 35 + (direct streaking)

Table 37 - Positive deviations for Level 1

Lab Sample N°
A2 25
C1 16
33
D2
37
1
11
F
16
18
37
G2
42
1
H 8
20
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Table 38 - Positive deviation for Level 2

Lab Sample N°
D2 28

26
G2 45

48

For an unpaired study design, the difference between (ND — PD) is
calculated for the level(s) where fractional recovery is obtained (so L1 and
possibly L2). The observed value found for (ND — PD) shall not be higher than
the AL. The AL is defined as [(ND — PD) max] and calculated per level where
fractional recovery is obtained as described below using the following three
parameters:

(p+)ref ZN_X

X

where
Px= number of samples with a positive result obtained with the reference

method at level x (L1 or L2) for all the collaborators
Ny = number of samples tested at level x (L1 or L2) with the reference method
by all the collaborators
CcP

X

(p+)alt = Nx

where
CPx = number of samples with a confirmed positive result obtained with the

alternative method at level x (L1 or L2) for all the collaborators;
Nyx = number of samples tested at level x (L1 or L2) with the alternative method

by all the collaborators.

(ND-PD) 1 =30 () o+ () ~2( (P (0 1)
where
Nx = number of samples tested for level x (L1 or L2) with the reference method

by all the collaborators.

The AL is not met when the observed value is higher than the AL. When the
AL is not met, investigations should be made (e.g. root cause analysis) in order
to provide an explanation of the observed results. Based on the AL and the
additional information, it is decided whether the alternative method is regarded
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as not fit for purpose. The reasons for acceptance of the alternative method
when the AL is not met shall be stated in the study report.

In this study, fractional recovery was observed at Level 1 and Level 2. The
calculations are the following, according to the EN ISO 16140-2:2016 (See
Table 39).

Table 39 - Calculations

Ny 80 80
(p+)ref 0.61 0.95
(p+)ait 0.58 0.99

AL = (ND - PD) max 10.77 3.83

ND - PD 3 -3
Conclusion ND-PD < AL ND-PD < AL

The ISO 16140-2 (2016) requirements are fulfilled as (ND - PD) is lower
than the AL.

4.4.4 Evaluation of the LOD 50+, LOD 959 and RLOD between laboratories

The RLOD was calculated using the EN ISO 16140-2:2016 Excel spreadsheet
available at https://standards.iso.org/iso/16140/-5/ed-1/en/RLOD _inter-lab-
study 16140-2 AnnexF_ver1 28-06-2017.xls. The results are used only for
information (see Table 40).

Table 40 - LOD 5%, LOD ¢5% and RLOD

LOD 50% LOD 95%
Reference 1,41 [1,04;1,91] 6,08 [4,48;8,25]
. 0,8010,56;1,15]
Alternative 1,13 10,82;1,55] 4,88 [3,55;6,72]
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5 CONCLUSION

The method comparison study conclusions are:

The method comparison study scheme corresponds to an UNPAIRED
STUDY design as the alternative and reference methods have different
enrichment procedures.

In the sensitivity study, 3 food categories were tested. The protocol of the
alternative method shows 35 to 38 positive deviations (PD) and 20 or
22 negative deviations (ND) depending on the combination of protocols
used for interpretation. The ((ND+PPND) - PD) meet the acceptability
limits (AL) whatever the categories, the protocols and as well for the
3 tested categories. The number of PD is higher that the number of ND.

The Relative Levels of Detection (RLOD) are all below the AL fixed at 2.5
for the unpaired data study whatever the matrix/strain pairs.

The inclusivity and exclusivity testing gave the expected results for the
50 target strains and the 30 non-target strains.

The alternative method allows a one-day screening of the negative
samples for the categories tested with a short incubation time.

The alternative method fulfils all the EN ISO 16140-2:2016 and AFNOR
technical rules (revision 6).
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The inter-laboratory study conclusions are:

Many cross contaminations occurred during the study for the reference
method (PCR and confirmations) while the alternative method shown
good agreement between PCR tests and confirmations for the
collaborators taken into account for interpretation (125 positive PCR
result for 126 positive confirmations).

The data and interpretations comply with the EN ISO 16140-2:2016
requirements. The BAX® System Real-Time PCR Assays STEC Suite
and BAX® System Real-Time PCR Assay for E. coli O157:H7 is
considered equivalent to the ISO standard.

Quimper, 21 January 2021

Lizaig GOUGUET Maryse RANNOU
Technical Study Manager Project Manager m/ )
Validation of Alternative methods __Validation of Alternative F nods.
Food Safety & Qu%_ttyﬁ Food Safety & Quality : .
| hereby attest to the validation of the results of | hereby attest to the validation of the verification
the analyses carried out under the COFRAC of the conformity of the report (opinion and
accreditation. interpretation).
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Appendix 1 — Flow diagram of the alternative method:
BAX® System Real-Time PCR Assays STEC Suite and BAX® System Real-Time

PCR Assays for E. coli O157:H7

Protocol ® Protocol @ Protocol ® Protocol @
Raw beef meats Raw beef meats Raw dairy products Vegetables
2 \: 2 2
d 1/10 d 1/10 d 110 d 1/10
259+ 225 ml 259 +225ml 259 +225ml 25 g + 225 ml pre-
pre-warmed pre-warmed pre-warmed (41.5°C) warmed (41.5°C)
(41.5°C) MP Media (41.5°C) BPW BPW Double strength MP Media
at41.5°C+1°C at41.5°C+1°C at41.5°C+1°C at41.5°C+1°C
2 2 2 2
7h-24h 10h-24h 20h-24h 8h-24h

at41.5°C+1°C

at415°C+1°C at415°C+1°C

at41.5°C+1°C

Lysis

PCR

!

STEC Screening
Stx and eae

!

+

!

STEC Panel 1 (026, 0111, 0121%)
STEC Panel 2 (045*, 0103, 0145)
BAXRT E. coli O157:H7

* Not in the scope of the validation
Protocol @: protocol used for the ILS
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Confirmation

stx+, eae+, serogroups+ | ———

Immuno-concentration
stx+/-, eae-

i 1

[ Immunobeads | R Direct streaking
(10 )
v
Streaking onto:
O157:
CT-SMAC + CHROMagar STEC

Other serogroups:
CHROMagar STEC

v
Incubation for24 h+ 2 hat 37°C £ 1°C

Test 1 to 5 typical colonies from at
least one selective agar plate

Latex SLIDEX® + BAX® Screening Assay (stx and eae)

OR

BAX® Screening Assay (stx and eae ) + one of the kits (Panel 1,
Panel 2, BAX 0157:H7)

|:| Protocol applied during the validation study for confirmation of negative samples
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Appendix 2 — Flow diagram of the reference method: Internal method from
ADRIA Développement, based on ISO/TS 13136 (November 2012): Microbiology
of food and animal feed - Real-Time Polymerase Chain Reaction (PCR) based
method for the detection of food-borne pathogens. Horizontal method for the
detection of shiga-toxin producing (STEC) and the determination of 026, 0103,
0111, 0145 and 0157 serogroups

Raw beef Raw dairy products Frozen and
seasoned beef meat
mTSB + 16 mg/l novobiocin mTSB + 12 mg/l acriflavin Vegetables
BPW

\ Incubation for 18 h-24 h at 37°C + 1°C /

EXTRACTION
using the DNeasy Blood and Tissue Kit Qiagen
on 1 ml enrichment broth

\)
PCR using the CFX96 from Bio-Rad on 5 pl of DNA extract

stx1, stx2, eae
d

0157, 0111, 026, 0103, 0145
\

CONFIRMATION

\2
Direct streaking or IMS using Captivate immunobeads

onto the detected serogroup
\2

Streaking onto selective agar plates:
CT-SMAC (0157)
CT-RMAC (026)
CHROMagar STEC (all serogroups)
\

Incubation 24 h +2 h at37°C £ 1°C
\)
Streak until 50 typical colonies onto non-selective agar plates
\2
Incubation for 18 h - 24 h at 37°C £ 1°C
\)

Selection of the colonies to test by latex SLIDEX® test
\

PCR on isolated colonies or 10 pooled colonies
Detection of stx and eae genes and serogroups
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Artificial contaminations

QUALICON DIAGNOSTICS LLC

Product oot Global result Tg
(French name) Froduct Virulence genes Ier\]/(()ef/: :::;Te g
Strain Origin Injury protocol o
stel | st2 Enumeration Mean Short 24 h
(CFU) (CFU) protocol | protocol
2019 | 7829 | Steak haché pur beeuf Raw ground beef E. coli O157:H7 Ad485 + + + | Beef meat Seeding 48h 3+2°C / 1-2-1-3-3 2,0 i + @ [ 1]a
A 0,
2019 | 7830 ﬁ:::'; haché boucher 100% | ool round beef 100% | E. coli O157:H7 Ad4g5 + |+ |+ Beefmeat Seeding 48h 3:2°C / 1-2-1-3-3 20 + + @ 1 a
2019 | 7831 | Steak haché frais pur beeuf Raw ground beef E. coli O157:H7 Ad485 + + + | Beef meat Seeding 48h 3+2°C / 1-2-1-3-3 2,0 + @ [ 1] a
2019 | 7832 | Steak de boeuf a griller Beef steak E. coli O157:H7 Ad485 + Beef meat Seeding 48h 3+2°C / 1-2-1-3-3 2,0 + @ 1 a
2019 | 7833 |Bavette d'aloyau Beef meat E. coli O157:H7 Ad485 + Beef meat Seeding 48h 3+2°C / 1-2-1-3-3 2,0 + @ 1 a
2019| 7834 | Viande de beeuf bourguignona | Beef meat E. coli O157:H7 Ad486 + |+ |+ Beefmeat Seeding 48h 3:2°C / 3-1-2-4-5 30 + + @ |1 a
mijoter (bourguignon)
2019 | 7835 | Steak haché pur beeuf Raw ground beef E. coli O157:H7 Ad486 + + + | Beef meat Seeding 48h 3+2°C / 3-1-2-4-5 3,0 + + @ 1 a
2019 | 7836 | Steak haché boucher Raw ground beef E. coli O157:H7 Ad486 + + + | Beef meat Seeding 48h 3+2°C / 3-1-2-4-5 3,0 + + @D 1 a
2019 | 7837 | Steak de boeuf a griller Beef steak E. coli O157:H7 Ad486 + + + | Beef meat Seeding 48h 3+2°C / 3-1-2-4-5 3,0 + + @ 1 a
2019 | 7838 | Bavette d'aloyau Beef meat E. coli O157:H7 Ad486 + + + | Beef meat Seeding 48h 3+2°C / 3-1-2-4-5 3,0 + + @ 1] a
2019 | 7839 | Steak haché frais pur beeuf Raw ground beef E. coli O157:H7 Ad486 + + + | Beef meat Seeding 48h 3+2°C / 3-1-2-4-5 3,0 + + @ [ 1] a
2019 | 7840 | Steak haché charolais surgelé Eg‘;ﬁe“ charolais ground | = 5145128 092-4 . |+ |+ Beefmeat Seeding -20°C 2 weeks |/ 5-2-4-4-0 30 + + @ 1 b
2019 7841 | Steak haché charolais surgels | oz MATORS 90U £ 01451125 1331100 - |+ |+ |Beefmeat Seeding -20°C 2 weeks |/ 12486 42 + s+ @D 1b
2019 | 7842 | Steak haché de beeuf surgelé | Frozen ground beef E. coli 0145:H28 092-4 - + Beef meat Seeding -20°C 2 weeks / 5-2-4-4-0 3,0 + @ 110D
2019 | 7843 | Steak haché de beeuf surgelé | Frozen ground beef E. coli 0145:H28 1331-100 - + + | Beef meat Seeding -20°C 2 weeks / 1-2-4-8-6 42 + @ 110D
2019 | 7844 | Bifteck haché surgelé EL‘;?::L g;m‘"d E. coli 0145:H28 092-4 - |+ |+  Beefmeat Seeding -20°C 2 weeks |/ 5-2-4-4-0 30 + + @ 1 b
2019| 7845 | Bifteck haché surgelé E;‘;?se;‘e g;°“"°' E. coli 0145:H28 1331-100 -+ | + Beefmeat Seeding -20°C 2 weeks |/ 1-2-4-8-6 42 + ¥ @ 10>
2019 | 7846 ‘s’l'frggféza"hee pur beeuf fggf/‘:" ground beef | - i 0145:H28 092-4 - |+ |+ Beefmeat Seeding -20°C 2 weeks |/ 5-2-4-4-0 30 + . @ 1 b
2019 | 7847 ‘S’L"‘r;‘:fézamee pur beeuf fggi/:“ groundbeef | £ 0145:H28 1331-100 - |+ |+ Beefmeat Seeding -20°C 2 weeks | | 1-0-4-8-6 42 + + @ 1 b
2019 | 7848 ‘s’:‘r;‘:fézamee de boeuf Frozen ground beef | E. coli O145:H28 092-4 - |+ |+ Beefmeat Seeding -20°C 2 weeks | |/ 5-2-4-4-0 30 + + @ 1 b
2019 | 7849 ‘S’L‘:;gfé';achee de boouf Frozen ground beef | E. coli 0145:H28 1331-100 - |+ |+ Beefmeat Seeding -20°C 2 weeks | | 1-0-4-8:6 42 + + @ 1 b
2019 | 7850 | Bavette d'aloyau surgelée Frozen beef meat E. coli 0145:H28 1331-100 - + + | Beef meat Seeding -20°C 2 weeks / 1-2-4-8-6 42 + + @ [1]b
2019 7985 | Steak haché a I'ignon Sg:ff:rﬁgs‘w ground | £ i 026:H11 12-62 + | - | + |Meatproduct Seeding 48h 3+2°C / 1-1-2-0-1 1,0 ¥ " @ 1 ¢
2019 | 7986 | Steak haché 2 I'oignon g::fs;’:;g':;‘w ground | £ 10103 Ad3113 + | - | + |Meatproduct Seeding 48h 3:2°C / 2-2-0-2-1 14 + . @ 1 ¢
2019 | 7987 51'2.:.““ de viande bovine a la ff::i;’“ed raw beefmeat | - . 096:H11 12-62 + | - |+ |Meatproduct Seeding 48h 3:2°C / 1-1-2-0-1 1,0 + + @ 1 ¢
2019 7988 51'21'.““ de viande bovine a la f::;;’“ed raw beef meat | - 0111 Adgs1 + | - |+ |Clinic Seeding 48h 3+2°C / 1-4-2-1-0 16 ¥ + @ [ 1]c¢
2019 | 7989 girlf::"“ marinade a Ihuile ' g carmaccio (olive oil) | E. coli 0103 Ad3113 + | - |+ |Meatproduct Seeding 48h 3:2°C / 2-2-0-2-1 14 + + @ 1 ¢
2019 | 7990 gzrlf‘f‘:cw marinade a Ihuile g ¢ camaccio (olive oil) | E. coli 0111 Ad981 + | - |+ |Clinic Seeding 48h 3:2°C / 1-4-2-1-0 16 + + @ 1 ¢
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Product Global result S
, Inoculation 2
(French name) Product Virulence genes evel /l;an;ple 5
Strain Origin Injury protocol o
stel | st2 Enumeration Mean Short 24h
(CFU) (CFU) protocol | protocol
. . Seasoned raw ground g i , ° 190
2019 | 7991 | Haché de beeuf bolognaise beef (bolognaise) E. coli 026:H11 12-62 + + | Meat product Seeding 48h 3+2°C / 1-1-2-0-1 1,0 + + @ |1 ¢
. . Seasoned raw ground . . o
2019 | 7992 | Haché de beeuf bolognaise beef (bolognaise) E. coli 0103 Ad3113 + - + | Meat product Seeding 48h 3+2°C / 2-2-0-2-1 1,4 + i @ 1 ¢
Carpaccio de beeuf marinade a . .
2019 7993 | T'huile de noix et vinaigre Beef carpaccio (nutoil, | £ 5961411 126 + | -+ | Meatproduct Seeding 48h 3+2°C / 1-1-2-0-1 1,0 + + @ 1 ¢
. balsamic vinegar)
balsamique
Carpaccio de beeuf marinade a . .
2019| 7994 | T'huile de noix et vinaigre Beef carpaccio (nutoil, | £ 0111 Agog1 + | - | + |Clinic Seeding 48h 3+2°C / 1-4-2-1-0 16 " + @ 1]¢
. balsamic vinegar)
balsamique
2019 | 7995 | Pavé bovin au trois poivres (speea:::;? beefmeat | £ 0010103 Ad3113 + | - |+ |Meatproduct Seeding 48h 3+2°C / 2-2:0-2-1 14 + + @ 1 ¢
2019 | 8194 | Viande bovine bourguignon Raw beef meat E. coli O157:H7 Ad559 - + + | Meat product (beef) Seeding 48h 3+2°C / 4-2-2-2-1 2,2 + + @ |1 a
2019 | 8195 | Viande bovine bourguignon Raw beef meat E. coli 0157:H7 Ad560 - + + | Meat product (beef) Seeding 48h 3+2°C / 4-0-3-4-3 2,8 + + @ | 1] a
2019 | 8196 | Steak de beeuf Beef meat steak E. coli 0157:H7 Ad561 - + + | Meat product (beef) Seeding 48h 3+2°C / 3-0-1-4-5 2,6 + + @ | 1] a
2019 | 8197 | Steak de beeuf Beef meat steak E. coli O157:H7 Ad559 - + + | Meat product (beef) Seeding 48h 3+2°C / 4-2-2-2-1 2,2 + + @ |1 a
2019 | 8198 |Entrecote de boeuf Rib beef steak E. coli 0157:H7 Ad560 - + + | Meat product (beef) Seeding 48h 3+2°C / 4-0-3-4-3 2,8 + + @ | 1] a
2019 | 8199 | Entrecote de boeuf Rib beef steak E. coli 0157:H7 Ad561 - + + | Meat product (beef) Seeding 48h 3+2°C / 3-0-1-4-5 2,6 + + @ | 1] a
2019 | 8200 | Faux filet de beeuf Raw beef meat E. coli O157:H7 Ad559 - + + | Meat product (beef) Seeding 48h 3+2°C / 4-2-2-2-1 2,2 + + @ |1 a
2019 | 8201 | Faux filet de boeuf Raw beef meat E. coli 0157:H7 Ad560 - + + | Meat product (beef) Seeding 48h 3+2°C / 4-0-3-4-3 2,8 + + @ | 1] a
2019 | 8202 | Rumsteak viande bovine Rumsteak of beef meat | E. coli 0157:H7 Ad561 - + + | Meat product (beef) Seeding 48h 3+2°C / 3-0-1-4-5 2,6 + + @ | 1] a
2019 | 8203 | Rumsteak viande bovine Rumsteak of beef meat | E. coli 0157:H7 Ad559 - + + | Meat product (beef) Seeding 48h 3+2°C / 4-2-2-2-1 2,2 + + @ |1 a
2019 | 8204 | Jarret viande bovine Raw beef meat E. coli 0157:H7 Ad560 - + + | Meat product (beef) Seeding 48h 3+2°C / 4-0-3-4-3 2,8 + + @ | 1] a
2019| 8305 E::;‘Z?:;e face charolaise | Frozenrawbeefrb £ oootasH28 1502405 | - | + |+ | Meatproduct(beef)  Seeding-20°C2weeks |/ | 10103 10 ; f @1
2019 | 8306 | Effeuillé de charolais surgelé | Frozen raw beef meat E. coli 0145:H28 1502-105 - + Meat product (beef) Seeding -20°C 2 weeks / 1-0-1-0-3 1,0 + @ | 1]b
2019 | 8307 | Tournedos a griller surgelé Frozen beef tournedos | E. coli 0145:H28 1502-105 - + + | Meat product (beef) Seeding -20°C 2 weeks / 1-0-1-0-3 1,0 + @ | 1]b
2019 8308 | Viande bovine pour Frozen beef meatfor | oio145H28 1502105 | - | + | + |Meatproduct(beef) | Seeding-20°C2wesks |/ | 10-1:03 10 ; t @ 1
bourguignon surgelée Bourguignon
2019| 8309 f):l'ﬁtee;ﬁr'gzi‘; cote, viande | £rozen raw beef knuckle | E. coli O145:H28 1502-105 | - | + | + |Meatproduct(beef) | Seeding-20°C2weeks |/ | 10-1:03 10 ; t @10
2019 | 8310 | Effeuillé de charolais surgelé | Frozen raw beef meat E. coli 0145:H28 1502-105 - + + | Meat product (beef) Seeding -20°C 2 weeks / 1-0-1-0-3 1,0 + + @ [ 1]b
2019 8311 | Entrecéte de boeuf surgelée :{:::“ rawbeefrib £ 601 0145:H28 1867-177 - |+ |+ | Meatproduct (beef) Seeding -20°C 2 weeks | |/ 5-4-1-0-4 28 + + @ |1 b
2019 | 8312 | Effeuillé de charolais surgelé | Frozen raw beef meat E. coli 0145:H28 1867-177 - Meat product (beef) Seeding -20°C 2 weeks / 5-4-1-0-4 2,8 + @ [1]b
2019 | 8313 | Tournedos de beeuf srugelé Frozen beef tournedos | E. coli 0145:H28 1867-177 - Meat product (beef) Seeding -20°C 2 weeks / 5-4-1-0-4 2,8 + @ [1]b
2019 8314 gl:’r'gg[eet basse cote de beuf | £\ on raw beefmeat | E.coliO145:H28 1867-177 | - | + | + |Meatproduct(beef) | Seeding-20°C2weeks |/ | 54404 | 28 ; f @1
2019| 8315 | Viande bovine pot au feu Frozen raw beef meat | - o\ 514518 1867-177 - |+ |+ |Meatproduct(beef)y | Seeding-20°C2weeks | |/ 5-4-1-0-4 28 + + @ 1 b
surgelée for Pot-au-feu
2020 gog | Garpaccio parmesan et Carpaccio with E. coliO26:H111377-13810t3 | - | + | + | Meatproduct (beef) Seeding 48h 3:2°C / 12-5-1-4-8 6,0 + + @ 1 ¢
vinaigre parmesan and vinegar
2000 eog | Carpacciohulledoliveet Camacciowitholve oll | £ o 0p611 13771381013 | - | + |+ Meatproduct (veef) | Seeding 48h 3£2°C || 125148 | 60 ; @1
2020 610  Carpacciodebaufhuilede | Carpacciowithwalnut | v o6 14111377138 10t3 | - | + | + |Meatproduct(beel) | Seeding 48h3:2°C || 125148 | 60 + @ 1
noix et vinaigre oil and vinegar
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Artificial contaminations

Samole Product Global result S
ample  troduc Product : Inoculation e
N (French name) Virulence genes level/sample 2
Strain Origin Injury protocol o
stel | st | eae Enumeration Mean Short 24h
(CFU) (CFU) protocol | protocol
. Carpaccio with
2020 612 gta;ﬂs‘;c\;‘;:: beeufparmesan | mesanand green | E. coli 026:H111377-13810t3 | - | + | + | Meat product (beef) Seeding 48h 3+2°C / 12-5-1-4-8 6,0 ¥ + @ | 1]c¢c
olive
2020 614 Emincésdebeufalathai - SeasonedbeefThal ' p o)io10314 56,12 + | - | + |Meatproduct(beef) | Seeding48h3:2°C || 50350 | 26 ; @1
(persil, gingembre, et poivre) | (parsley, ginger, pepper)
2020 616 | Rumsteak aux trois poivres gg;:z:‘ed beefwith | £ 0 0103:H2 56.12 +# | -+ | Meatproduct (beef Seeding 48h 3+2°C / 5-0-3-5-0 26 + + @ 1 ¢
Chiffonnade de beeuf au sel de Beef meat with salt and
2020 | 618 | Guérande et herbes de | herb E. coli0103:H2 72-11 + - + | Meat product (beef) Seeding 48h 3+2°C / 7-7-8-7-4 6,6 + + @ |1 ¢
Provence provencal herbs
2020 620  Carpacciohuiledoliveet - Carpaccio with olive oil | £ i 403145 7.11 + | - | + |Meatproduct(beef) | Seeding48h3:2°C || 77874 | 66 ; t @1
citron and lemon
2020 622 | Pavé de rumsteak a I'échalotte fv?t?‘s;"?:ﬁo'i’:ef meat | £ 0ol 0111:H8 Ad3021 + | - |+ Unknown Seeding 48h 3+2°C / 4-1-4-2-0 2,2 ¥ + @ [ 1]c¢c
2020 24 | Steak hache aloignon Seasoned ground beef | 511118 Ad3021 + | - |+ |Unknown Seeding 48h 3:2°C / 4-1-4-2-0 22 + + @ 1 ¢
(15%MG) (onions)
2020 | 626 | Carpaccio aux olives Carpaccio with olives E. coli 0111 Ad3037 + - + | Unknown Seeding 48h 3+2°C / 3-2-0-3-3 2,2 + i @ 11]1c
Bavette de beeuf et sa fondue | Seasoned beef meat . . o
2020 | 628 aux échalotes with shallots E. coliO111 Ad3037 + - + | Unknown Seeding 48h 3+2°C / 3-2-0-3-3 2,2 + + @ |1 ¢
2020 | 277 | Lait cru de vache Raw cow milk E. coli 026 Ad2826 + - + | Dairy product Seeding 48h 3+2°C / 2-1-2-1-2 1,6 / + 3 |2]a
2020 | 278 | Lait cru bio de vache Organic raw cow milk | E. coli 026 Ad2826 + - + | Dairy product Seeding 48h 3+2°C / 2-1-2-1-2 1,6 / + 3 |2]a
2020 | 279 | Lait cru de vache Raw cow milk E. coli 026 Ad2826 + - + | Dairy product Seeding 48h 3+2°C / 2-1-2-1-2 1,6 / + 3 |2]a
2020 | 358 | Lait cru de vache Raw cow milk E. coli0103 Ad2839 + - + | Dairy product Seeding 48h 3+2°C / 4-2-2-2-1 2,2 / + 3 |2]a
2020 | 359 | Lait cru de vache Raw cow milk E. coli0103:H2 Ad1773 + + + | Dairy product Seeding 48h 3+2°C / 4-0-3-3-0 2 / + 3 |2]a
2020 | 368 | Lait cru de vache Raw cow milk E. coli0103 Ad2839 + - + | Dairy product Seeding 48h 3+2°C / 4-2-2-2-1 2,2 / + 3 |2]a
2020 | 874 | Lait cru de vache Raw cow milk E. coli O157:H7 Ad2843 - + + | Dairy product Seeding 48h 3+2°C / 1-5-0-3-1 2,0 / + 3 |2]a
2020 | 875 | Laitcrude vache Raw cow milk E. coli 0145 Ad3039 + + | Dairy product Seeding 48h 3+2°C / 0-1-2-2-3 1,6 / + 3 |2]a
2020 | 877 | Lait cru bio de vache Raw cow milk E. coli O157:H7 Ad2843 - + + | Dairy product Seeding 48h 3+2°C / 1-5-0-3-1 2,0 / - @ 2 | a
2020 | 878 | Lait cru bio de vache Raw cow milk E. coli 0145 Ad3039 - + + | Dairy product Seeding 48h 3+2°C / 0-1-2-2-3 1,6 / i @ 2 | a
2020 | 880 | Lait cru de vache Raw cow milk E. coli O157:H7 Ad2843 - + + | Dairy product Seeding 48h 3+2°C / 1-5-0-3-1 2,0 / - @ 2 | a
2020 | 881 | Lait cru de vache Raw cow milk E. coli 0145 Ad3039 - + + | Dairy product Seeding 48h 3+2°C / 0-1-2-2-3 1,6 / i @ 2 | a
2020 | 1320 | Lait cru de chévre Raw goat milk E. coli 026 Ad2827 + - + | Raw milk Seeding 48h 3+2°C / 3-4-3-4-1 3,0 / i @ 2 | a
2020 | 1322 | Lait cru de chévre Raw goat milk E. coli 026 Ad2827 + - + | Raw milk Seeding 48h 3+2°C / 3-4-3-4-1 3,0 / i @ 2 | a
2020 | 1324 | Lait cru de chévre Raw goat milk E. coli 0103:H2 Ad3100 + - + | Raw goat milk Seeding 48h 3+2°C / 0-4-1-3-2 2,0 / - @ 2 | a
2020 | 1326 | Lait cru de chévre Raw goat milk E. coli 0103:H2 Ad3100 + - + | Raw goat milk Seeding 48h 3+2°C / 0-4-1-3-2 2,0 / i @ 2 | a
2020 | 1328 | Lait cru de chévre Raw goat milk E. coli 0111 Ad3042 + + + | Raw milk cheese Seeding 48h 3+2°C / 1-1-2-1-1 1,2 / i @ 2 | a
2020 | 1812 | Lait cru de brebis Raw ewe milk E. coli 0111 Ad3171 + + + | Dairy product, cheese Seeding 48h 3+2°C / 3-0-4-1-3 2,2 / i @ 2 | a
2020 | 1813 | Lait cru de brebis Raw ewe milk E. coli 0111 Ad3171 + + + | Dairy product, cheese Seeding 48h 3+2°C / 3-0-4-1-3 2,2 / i @ 2 | a
2020 | 1814 | Lait cru de brebis Raw ewe milk E. coli 0111 Ad3171 + + + | Dairy product, cheese Seeding 48h 3+2°C / 3-0-4-1-3 2,2 / i @ 2 | a
2020 280 CruyereAOPaulaitcrude  Raw cowmilkcheese | £ 096 adpgog + | - |+ |Cheese Seeding 48h 342°C || 43223 | 28 / + | ® 2 b
vache (gruyere)
2020 281 | ommedemontagneaulait - Raw cowmilk cheese £ ;o6 Agg2g + | - |+ |Cheese Seeding 48h 3+2°C || 43223 28 / +  ® 2 b
cru de vache (Tome)
2020 282 fral:“;e'f,‘;mes Alpes aulait | ooy cow milk cheese | E. coli 026 Ad2298 + | - |+ |Cheese Seeding 48h 3:2°C / 11232 18 / + ® 2 b
2020 283 | Bleudiauvergne AOPaulait | Raw cow milk cheese |- ;o5 A joo0g + | - |+ |Cheese Seeding 48h 3:2°C / 11232 18 / + @ 2 b
cru de vache (Bleu d'Auvergne)
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Product . Global result Tg
(French name) Product Virulence genes I(Ier;(;f/léfrtlﬁ)rl]e 3
Strain Origin Injury protocol o
stel | st2 Enumeration Mean Short 24 h
(CFU) (CFU) protocol | protocol
2020| 360 | Chartreux au lait cru de vache :g‘\"; ;‘r’;"l’n'(‘;"k cheese | £ ;o 0103:H2 Ad1773 N Dairy product Seeding 48h 3+2°C 4-0-3-3:0 2 / B 2
2020 361 | jomme de montagneaulait | Raw cow milk cheese | £ 11148 1391-40 v Cheese Seeding 48h 3:2°C 4-0-4-12 22 / + ® | 2
cru de vache (Tome)
2020 362 | Bethmal au lait cru de vache :‘;‘;’;’hcl;’;‘:)m"k cheese | £ i 0111:H8 139140 v Cheese Seeding 48h 3:2°C 4-0-4-12 22 / + @ | 2
Saint nectaire fermier au lait Raw cow milk cheese . ) . o
2020 | 363 cru de vache (Saint nectaire) E. coliO111:H8 1391-40 + - Cheese Seeding 48h 3+2°C 4-0-4-1-2 2,2 / - 3 |2
2020 gg3 | SaintNectaireaulaitcrude  Raw cowmilk cheese | o . 015717 Ag1745 S Cheese Seeding 48h 3:2°C 14202 18 / + @ | 2
vache (Saint Nectaire)
2020 g8g4 | 1ommedeSavoieaulaitcru  Raw cow milk cheese | - 5103 pg977 v Raw milk Seeding 48h 3:2°C 3-2-1-1-1 16 / : ® | 2
de vache (Tomme de Savoie)
2020 gg5 | omme de montagne aulait | Raw cow milk cheese | - 103 A4og77 v Raw milk Seeding 48h 3:2°C 3-2-1-1-1 16 / + @ | 2
cru de vache (Tome de montagne)
2020 886 | Bethmal au lait cru de vache :‘;‘::hf;’g)m"k cheese | £ (00103 Ad2977 v Raw milk Seeding 48h 3:2°C 32111 16 / + ® | 2
200 888 Cantalaiulaitcrudevache o S MK CNESE £ coj0103 Ad2077 f - Raw milk Seeding 48h 342°C 3:2-1-11 16 / ENORE:
2020 284 | Roquefortau lait cru de brebis :?ngi:)"k cheese | £ 1ol 026 Ad1741 - Cheese Seeding 48h 3+2°C 2.6:0-1-1 20 / + @ | 2
2000 285 | nidotte deCondrienaulalteru gay goat milk cheese | E. coli 026 Ad1741 £ - Cheese Seeding 48h 3£2°C 2:6:0-1-1 20 / - @ 2
2020 286 E;L‘*Vt:’e“ aulaitcruentierde | ooy goat milk cheese | E. coli O111:H8 1251:31 N Dairy product Seeding 48h 3+2°C 30-3-2:2 20 / : @ | 2
Rocamadour au lait cru de Raw goat milk cheese . ) ) . . o
2020 287 | oo Rocamasioun) E. coli O111:H8 1251:31 N Dairy product Seeding 48h 3+2°C 3:0-3-2:2 20 / B 2
2020 364 | Chavignol au lait cru de chévre :g“’; \f’i‘;fo'r)""‘ cheese | £ coii 0103:H2 1144 s - Dairy product Seeding 48h 3:2°C 34230 | 24 / RNORE:
2020 | 365 | Fromage au lait cru de brebis | Raw ewe milk cheese E. coli0103:H2 1144 + - Dairy product Seeding 48h 3+2°C 3-4-2-3-0 24 / + B3 |2
2020 366 | Roquefort au lait cru de brebis :ﬁ‘(‘)"("mﬁr’:‘)"k cheese | £ ol 0145 Ad3020 S Dairy product Seeding 48h 3:2°C 2-4-4-5.4 34 / + ® | 2
2020 367 | Rocamadourfermieraulaitcru | Raw goat milk cheese | £ ;) 3145 Ag020 S Dairy product Seeding 48h 3£2°C 24454 | 34 / R RORE:
de chévre (Rocamadour)
Selles sur Cher au lait cru de | Raw goat milk cheese . , . o
2020 | 890 chévre (Selles sur Cher E. coli O157:H7 Ad1745 - + Cheese Seeding 48h 3+2°C 1-4-2-0-2 1,8 / + @ 2
2020 | 891 | Osso Iraty au lait cru de brebis | Raw ewe milk cheese E. coli O157:H7 Ad1745 - + Cheese Seeding 48h 3+2°C 1-4-2-0-2 1,8 / i @ 2
2020 892 | omnaisfelleaulaiteride  pay goat milk cheese | E. col 0145 Ad3039 S Dairy product Seeding 48h 3:2°C 0-1-2-23 16 / B 2
2020 893 | Roquefortau it cru de brebis | oot S BIK SNEESE £ 015717 Adi745 S Cheese Seeding 48h 3£2°C 1-4-2:0-2 18 / ERORE:
2020 894 | Roquefort au lait cru de brebis :ﬁ‘o"zmi;‘)"k cheese | £ (ol 0157:H7 Ad1745 S Cheese Seeding 48h 3:2°C 14202 18 / + ® | 2
2020 895 | Roquefort au lait cru de brebis :‘:xﬁmzr'g"k cheese | £ 0026 Ad2626 v Dairy product, cheese | Seeding 48h 3:2°C 2-3-3-0-1 18 / : @ | 2
Chavignol 1/2 sec au lait cru de | Raw goat milk cheese . i . . o
2020 | 896 chévre (Chavignol) E. coli 026 Ad2626 + Dairy product, cheese Seeding 48h 3+2°C 2-3-3-0-1 1,8 / - @ 2
2020 | 466 Sif'“es germees de radis rose | o yanic sprout (radish) | E. coli 0111:H8 Ad511 TR Clinic Seeding 48h 3+2°C 3-3-1-2-3 2,4 + + @ 3
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Product Global result S
i (=]
(French name) Product Virulence genes IEEEN5T B
: . level/sample .
Strain Injury protocol o
stel | st2 Enumeration Mean Short 24h
(CFU) (CFU) protocol | protocol
2020 dg7 | Grames germees de radis 195€ | oryanic sprout (radish) | E. coli 0103 Ad1772 + | - |+ Clinic Seeding 48h 3:2°C || 13410 18 - ® 3 a
2020 468  Crainesgermees melange - Organic sprout (luzem, | £ i 111148 Ad511 + |+ |+ | Clinc Seeding 48h 3£2°C | 33123 | 24 - @ 3 a
alfalfa poireaux lentilles bio leek, lentil)
2020 4go | Graines germées melange | Organic sprout (luzem, | £ ;3103 Ag1772 + | - |+ |Clinc Seeding 48h 3£2°C || 13410 18 - @ 3 a
alfalfa poireaux lentilles bio leek, lentil)
Graines germées mélange Organic sprout (luzern, . , . . o ey )
2020 470 alfalfa radis fenouil bio radish, fennel) E. coli0111:H8 Ad511 + + + | Clinic Seeding 48h 3+2°C / 3-3-1-2-3 24 @ 3 a
2020 471 | Graines germées melange - Organic sprout (luzem, | ¢ o 35 Ag1777 - |+ |+ Cliic Seeding 48h 3:2°C || 02264 | 32 - ® 3 a
alfalfa radis fenouil bio radish, fennel)
2020 | 472 | Graines germées alfalfa bio Organic sprout (luzern) | E. coli 026 Ad1777 - Clinic Seeding 48h 3+2°C / 0-2-2-6-4 3,2 i + @ | 3]a
2020 | 473 | Graines germées alfalfa bio Organic sprout (luzern) | E. coli O111:H8 Ad511 + Clinic Seeding 48h 3+2°C / 3-3-1-2-3 24 + @ | 3]a
2020 53  Craines germées Alfalfaradis | Sprouts (luzeme, radish | £ ;457,47 g5y - |+ |+ |Watertreatmentplant  Seeding48h 3:2°C | 23132 | 22 : t | @ 3 a
fenouil bio and fennel)
. . .| Organic sprouts
2000 654 | oraines germées Alalfaradis | zome, radishand | E. coli 0103 Ad3169 + | -+ |Environmental sample | Seeding 48h 3:2°C / 3-1-2:02 16 : @ 3 a
fennel)
Organic sprouts
2020 | 655 | Graines germées Alfalfa bio (luzerne, radish and E. coli O157:H7 Ad557 - + + | Water treatment plant Seeding 48h 3+2°C / 2-3-1-3-2 2,2 - @ |3 a
fennel)
2020 656 | Graines germées Alfalfa bio 852:::2)59’“‘5 E. coli 0103 Ad3169 + | - | + |Environmentalsample | Seeding 48h 3+2°C / 3-1-2:0-2 16 + @ |3 a
2020 57 | Sraines germees radis rose f;’g;;‘f sprouts (pink | £ 1 0103 Ad3169 + | -+ |Environmentalsample | Seeding 48h 3:2°C / 3-1-2:02 16 + + @ | 3] a
Graines germées radis rose Organic sprouts (pink , Raw material (dairy , 0 PyYY
2020 | 658 bio radish) E. coli 0145 Ad3168 - + + oroduct) Seeding 48h 3+2°C / 0-2-6-0-6 24 + + @ |3 a
Graines germées Alfalfa : Raw material (dairy . ° PyYY
2020 | 659 poireaux Sprouts (luzerne, leeks) | E. coli 0145 Ad3168 - + + oroduct) Seeding 48h 3+2°C / 0-2-6-0-6 2,4 + + @ |3 a
, ; Organic sprouts : _ Environmental sample, . o Fers i
2020 | 1504 | Graines germées Alfalfa (luzerne) E. coli O157:H7 Ad558 - + * | water treatment olant Seeding 48h 3+2°C / 7-5-3-6-5 5,2 @ |3 a
2020 | 1505 | Graines germées Alfalfa 852:::2)59’“‘5 E. coli 0111:H8 593-95 + | + | + |Dairy product Seeding 48h 3+2°C / 3-4-3-5-3 36 - @ 3| a
. . .| Organic sprouts .
Graines germées Alfalfa radis . . _ Environmental sample, . o
2020 | 1506 fenouil bio 1(:Lunzr:e(glr;e, radish and E. coli O157:H7 Ad558 - + * | water treatment olant Seeding 48h 3+2°C / 7-5-3-6-5 5,2 - @ |3 a
. . .| Organic sprouts
2020 1507 | Sraines germees Alfalfaradis | zeme, radishand | E. coli O111:H8 593.95 + |+ | + | Dairyproduct Seeding 48h 3+2°C || 34353 36 - @ 3 a
fennel)
Graines germées Alfalfa . . , ) Environmental sample, . 0
2020 | 1508 roquette Organic sprouts (rocket) | E. coli 0157:H7 Ad558 + * | \water treatment olant Seeding 48h 3+2°C / 7-5-3-6-5 52 - @ |3 a
2020 | 1509 ﬁ)’:l"':tsegermees Alfalfa Organic sprouts (rocket) | E. coli 0111:H8 593-05 +# |+ |+ | Dairy product Seeding 48h 3+2°C / 3-4-3-5-3 36 - @ 3 a
2020 1510 | Graines germées raids rose | Sprouts (pink radish) | E. coli 0157:H7 Ad558 -+ \E,’;‘t’grot';;“a?m::ﬂsggﬂe, Seeding 48h 3:2°C | 7.5-36:5 52 N ) @ 3 a
2020 | 474 | Mélange de jeunes pousses Baby leaves E. coli0111 Ad3037 + - + | Unknown Seeding 48h 3+2°C / 1-0-1-3-1-1 1,2 + + @ [3 b
2020 | 475 | Roquette Rocket salad E. coli 0111 Ad3037 + - + | Unknown Seeding 48h 3+2°C / 1-0-1-3-1-1 1,2 + + @ [3 b
2020 | 476 | Mache Lamb's lettuce E. coli 0111 Ad3037 + - + | Unknown Seeding 48h 3+2°C / 1-0-1-3-1-1 1,2 - @ [3|b
2020 | 477 | Mache Lamb's lettuce E. coli 0103 Ad982 + - + | Clinic Seeding 48h 3+2°C / 1-1-1-0-2 1,0 - @ [3 b
2020 | 478 | Jeunes pousses corsées Baby leaves E. coli 0103 Ad982 + - + | Clinic Seeding 48h 3+2°C / 1-1-1-0-2 1,0 - @ |3 b
2020 | 479 | Jeunes pousses corsées Baby leaves E. coli 026:H11 CIP104673 + - + | Unknown Seeding 48h 3+2°C / 1-2-0-2-1 1,2 + @ |3 b
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(CFU) (CFU) protocol | protocol
2020 | 480 | Mesclun Baby leaves E. coli 0103 Ad982 + - + | Clinic Seeding 48h 3+2°C / 1-1-1-0-2 1,0 - - 4 [ 3]b
2020 | 481 | Mesclun Baby leaves E. coli 026:H11 CIP104673 + - + | Unknown Seeding 48h 3+2°C / 1-2-0-2-1 1,2 - @ [3 b
Jeunes pousses batavia, laitue | Baby leaves (green and , . , o A
2020 | 661 rouge et verte red lettuce) E. coli 0103 Ad982 + - + | Clinic Seeding 48h 3+2°C / 5-3-3-1-2 2,8 + + @ |3 b
Jeunes pousses batavia, laitue | Baby leaves (green and , ) . , o .
2020 | 662 rouge et verte red lettuce) E. coli 0111 Ad981 + + | Clinic Seeding 48h 3+2°C / 3-2-0-0-3 1,6 + + @ |3 b
2020 | 663 | Jeunes pousses épinards Baby leaves (spinach) | E. coli 0103 Ad982 + - + | Clinic Seeding 48h 3+2°C / 5-3-3-1-2 2,8 - @ [3 b
2020 | 664 | Jeunes pousses épinards Baby leaves (spinach) | E. coli 0111 Ad981 + - + | Clinic Seeding 48h 3+2°C / 3-2-0-0-3 1,6 - @ [3 b
Mélange de jeunes pousses
2020 665 | laitue roquette épinard et | Doy leaves (fettuce, 1 gy 6444 pggps + | - |+ [Cliic Seeding 48h 32°C || 32003 | 16 I + | @ 3 b
mezuna rocket, spinach)
Mélange de jeunes pousses B . .
. L aby leaves (lettuce, : Raw material (dairy . o AL
2020 | 666 Ir:g;ls r.r;)quette épinard et rocket, spinach) E. coli 0145 Ad3168 - + + oroduct) Seeding 48h 3+2°C / 0-2-6-0-6 2,4 + + @ 31 b
2020 667 | Jeunes pousses Roquette Baby leaves (rocket) | E. coli 0145 Ad3168 N (R et E%Vé’unggterim (dairy Seeding 48h 3£2°C | 0-2-6-0-6 24 : i @ |3 b
2020 669 | Jeunes pousses Mache Baby leaves (corn salad) E. coli 0145 Ad3168 S sr%‘gurggte”a' (dairy Seeding 48 32°C / 0-2-6-0-6 24 - @ |3 b
2020 1511 Jeunes pousseslaitue fouge et ap, oayes (red lettuce) | E. coli 0103 Ad3165 |-+ Dalyproduct raw Seeding 48h 3+2°C || 64425 42 ; R NORERE
Jeunes pousses laitue rouge : Dairy product, raw . ° A4,
2020 | 1512 verte et batavia Baby leaves (red lettuce) | E. coli 0103 Ad3165 + - * | material Seeding 48h 3+2°C / 6-4-4-2-5 4,2 + + @ |3 b
Jeunes pousses laitue verte et | Baby leaves (green and , Dairy product, raw , 0 A4,
2020 | 1513 rouge red lettuce) E. coli 0103 Ad3165 + - * | material Seeding 48h 3+2°C / 6-4-4-2-5 4,2 + + @ |3 b
2020 | 1514 |Jeunes pousses roquette Baby leaves (rocket) | E. coli 0103 Ad3165 T 3Z't2’rg|°d”°t’ raw Seeding 48h 3+2°C / 6-4-4-2-5 42 ¥ + @ |3 |b
2020 1515 | Panaché de jeunes pousses | Baby leaves mix E. coli 0103 Ad3165 T 3Z't2’rg|°d”°t’ raw Seeding 48h 3+2°C / 6-4-4-2-5 4,2 + + @ |3 b
2020 | 482 | Poireaux Leeks E. coli O111:H8 Ad3021 + - + | Unknown Seeding 48h 3+2°C / 2-2-2-2-0 1,6 - - @ |3 ¢
2020 | 483 | Tomate Tomato E. coli O111:H8 Ad3021 + - + | Unknown Seeding 48h 3+2°C / 2-2-2-2-0 1,6 + + @ |3 ¢
2020 | 484 | Poivron corne de beeuf Pepper E. coli O111:H8 Ad3021 + - + | Unknown Seeding 48h 3+2°C / 2-2-2-2-0 1,6 + + @ |3 ¢
2020 | 485 | Courgette Zucchini E. coli 0145 Ad983 - + + | Clinic Seeding 48h 3+2°C / 3-4-1-1-3 2,4 + + @ |3 ¢
2020 | 489 | Haricots verts surgelés Frozen green beans E. coli 026 Ad1777 - + + | Clinic Seeding -20°C 2 weeks / 0-2-2-6-4 3,2 - - 4 |3 |¢c
2020 | 490 | Poireaux surgelés Frozen leeks E. coli O157:H7 Ad3118 + + + | Vegetables Seeding -20°C 2 weeks / 1-1-1-3-1 1,4 - @ |3 ¢
2020 | 491 | Oignons rouges surgelés Frozen red onions E. coli O157:H7 Ad3118 + + + | Vegetables Seeding -20°C 2 weeks / 1-1-1-3-1 1,4 - @ 13 |c¢
2020 492 | Julienne de Iégumes surgelée C;‘;ﬁ:bsl";:ed E. coli O157:H7 Ad3118 + |+ |+ |Vegetables Seeding -20°C 2 weeks / 1-1-1-3-1 14 ¥ - @ 3¢
2020| 671 | Champignon entier Mushroom E. coli 026:H11 IPL215 MC18 + - + | Clinic Seeding 48h 3+2°C / 1-2-4-2-4 2,6 i + @ |3 ¢
2020 | 672 | Navet Turnip E. coli 026:H11 IPL215 MC18 + - + | Clinic Seeding 48h 3+2°C / 1-2-4-2-4 2,6 + + @ |3 ¢
2020 | 673 | Fenouil Fennel E. coli 026:H11 IPL215 MC18 + - + | Clinic Seeding 48h 3+2°C / 1-2-4-2-4 2,6 + + @ |3 ¢
2020 | 674 | Brocolis Broccoli E. coli0111:H8 Ad511 + + + | Clinic Seeding 48h 3+2°C / 1-2-0-4-2 1,8 + + @ [3 ¢
2020 | 1516 | Choux fleur frais coupé Cut cauliflower E. coli 026 Ad2675 - + + | Dairy product Seeding 48h 3+2°C / 2-2-1-2-3 2,0 + + @ [3 ¢
2020 | 1518 | Chou rouge coupé Cut red cabbage E. coli 026 Ad2675 - + + | Dairy product Seeding 48h 3+2°C / 2-2-1-2-3 2,0 + + @ [3 ¢
Carottes rapées non Sliced no seasoned . - : 0
2020 | 1520 assaisonnées carrots E. coli 026 Ad2675 - + + | Dairy product Seeding 48h 3+2°C / 2-2-1-2-3 2,0 + + @ |3 ¢
2000 1522 | ChampignondeParisen I gjiceq white mushroom | E. coli 026 Ad2675 - |+ |+ Daiyproduct Seeding 480 3£2°C I 22423 20 + @ 3
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Appendix 4 — Sensitivity study: raw data

Bold typing : artificially inoculated samples

E. coli 0157 detection results:

m: minority level of target analyte
M: majority level of target analyte
p: pure culture level of target analyte
112 50% level of target analyte
- no typical colonies but presence of background microflora
st: plate without any colony
i: PCR inhibition
PA: positive agreement
NA: negative agreement
ND: negative deviation
PD: positive deviation
PPNA: positive presumptive negative agreement
PPND: positive presumptive negative deviation
NC: non-characteristic colony on nutrient agar
d: doubtful colony
+W: weak reaction for Latex test
auto: auto agglutinable strain
plate-p: pooling of 5 colonies
p: pooling
indi: PCR test on individual streak
AT: additional testing
(n): new DNA extraction
*: 1:10 dilution
> 1:100 dilution
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QUALICON DIAGNOSTICS LLC

RAW BEEF MEATS

Reference Alternative method: BAX® System Real-Time PCR Assays STEC Suite - Protocol ®
method: Pre-warmed MP Media 7 h at 41,5°C+1°C Pre-warmed MP Media 24 h at 41,5°C+1°C
*
ISO/TS 13136 Confirmation 7h Confirmation 24h
. Immuno-concentration _
Yearof | Sample |Product Product . . Final . (Immunobeads) Final . 2 o
analysis N (French name) Result Final Final Final result Final result Agree- | Final PCR . result Final result Agree- g S
PCR result all Final all g —
X result ) ment result , ment | O
result direct confir- result . confir-
. IMS . Final result IMS
Giobal streaking matory Giobal direct matory Giobal
oba tests oba streakin tests oba
result Serogroup result Serogroup 9 result Serogroup
2019 | 7829 gf:z'f‘ haché pur | -w ground beef + 0157 : : : : : / ND : : : : : / ND [1]a
Steak haché
STEC STEC STEC | STEC STEC STEC STEC
0 ()
2019 7830 I;g:l::fher 100% | Raw ground beef 100% + 0157 0157 0157 0157 | 0157 + 0157 PA 0157 0157 STEC 0157 0157 + 0157 PA |[1]a
Steak haché STEC STEC STEC | STEC STEC STEC STEC
2019 7831 frais pur bosuf Raw ground beef + 0157 0157 0157 0157 | 0157 + 0157 PA 0157 0157 STEC 0157 0157 + 0157 PA |1]a
Steak de beeuf a STEC STEC STEC | STEC STEC STEC STEC
2019 7832 griller Beef steak - / 0157 0157 0157 | 0157 + 0157 PD 0157 0157 STEC 0157 0157 + 0157 PD |1]a
Bavette STEC STEC STEC | STEC STEC STEC STEC
2019 7833 d'aloyau Beef meat - / 0157 0157 0157 | 0157 + 0157 PD 0157 0157 STEC 0157 0157 + 0157 PD |1]a
Viande de beeuf
. . . STEC STEC STEC | STEC STEC STEC
2019 7834 mjt:’rt%trugnon a | Beef meat (bourguignon) + 0157 0157 0157 0157 | 0157 + 0157 PA - 0157 STEC 0157 0157 - / ND (1]a
Steak haché pur STEC STEC STEC | STEC STEC STEC STEC
2019 7835 beeuf Raw ground beef + 0157 0157 0157 0157 | 0157 + 0157 PA 0157 0157 STEC 0157 0157 + 0157 PA |[1]a
Steak haché STEC STEC STEC | STEC STEC STEC STEC
2019 7836 boucher Raw ground beef + 0157 0157 0157 0157 | 0157 + 0157 PA 0157 0157 STEC 0157 0157 + 0157 PA |1]a
Steak de beeuf a STEC STEC STEC | STEC STEC STEC
2019 7837 griller Beef steak + 0157 0157 0157 0157 | 0157 + 0157 PA - 0157 STEC 0157 0157 - / ND (1|a
2019 | 7838 |Davette Beef meat + 0157 : : : : : / ND : : : : i / ND |1]a
d'aloyau
2019 | 7839 |Steakhaché oo round beef + 0157 : : : i i / ND : i : : : / ND | 1]a
frais pur beeuf
2020 506 | Steak charolais | Raw beef meat, steak - / - - / - - / NA - - / - - / NA [1]a
2000 | 507 |TUX LV oy peet meat, fe : / : : / i i / NA : i / : : / NA | 1]a
2020 | 508 gllgertlllde? charolais | paw beef meat, filet : / : : / : i / NA i / : / NA | 1]a
2020 | 509 | oK Raw beef meat, umsteak | - / : : / : i / NA : i / : : / NA |1]a
2020 | 510 |Davettedaloyau, oo peet meat i / : : / : : / NA : : / : i / NA |1]a
viande bovine
Steak haché de | Raw ground beef (5% Fat
2020 782 boouf 5%MG level) - / - - / - - / NA - - / - - / NA |[1]a
Steak haché pur | Raw ground beef (15% Fat i i i ) i :
2020 783 boeuf 15%MG level) / / / NA / / NA |[1]a
2020 784 | Bavette d'Aloyau | Raw beef meat - / - - / - - / NA - - / - / NA [1]a
2000 | 785 |Tauxfiletde o beefmeat : / : : / : i / NA i / : / NA |1]a
viande bovine
2020 786 | Steak de boeuf | Raw beef meat, steak - / / - - / NA - / - / NA 1] a

* Analyses performed according to the COFRAC accreditation
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QUALICON DIAGNOSTICS LLC

RAW BEEF MEATS

Reference Alternative method: BAX® System Real-Time PCR Assays STEC Suite - Protocol ®
method: Pre-warmed MP Media 7 h at 41,5°C+1°C Pre-warmed MP Media 24 h at 41,5°C+1°C
*
ISO/TS 13136 Confirmation 7h Confirmation 24h
. Immuno-concentration _
Yearof | Sample |Product Product . . Final . (Immunobeads) Final . 2 o
analysis N (French name) Result Final Final Final result Final result Agree- | Final PCR . result Final result Agree- g S
PCR result all Final all g —
; result ) ment result , ment | O
result direct confir- result . confir-
. IMS . Final result IMS
Giobal streaking matory Giobal direct matory Giobal
oba tests oba streakin tests 0oba
result Serogroup result Serogroup 9 result Serogroup
ooto | 7aa0 |k | Erozen charolais ground |, | e | STEC | STEC | STEC | STEC | , | s | pa | STEC | STEC siecous | STEC | 4 | oms | ea |1l
surgelé beef 0145 0145 0145 | 0145 0145 0145 0145
Steak haché .
: Frozen charolais ground STEC STEC STEC | STEC STEC STEC STEC
2019 7841 (szll}:\grz:zls beef + 0145 0145 0145 0145 | 0145 + 0145 PA 0145 0145 STEC 0145 0145 + 0145 PA |1]D
Steak haché de STEC STEC STEC | STEC STEC STEC STEC
2019 7842 beeuf surgelé Frozen ground beef - / 0145 0145 0145 | 0145 + 0145 PD 0145 0145 STEC 0145 0145 + 0145 PD (1]b
Steak haché de STEC STEC STEC | STEC STEC STEC STEC
2019 7843 beeuf surgelé Frozen ground beef + 0145 0145 0145 0145 | 0145 + 0145 PA 0145 0145 STEC 0145 0145 + 0145 PA |1]Db
Bifteck haché STEC STEC STEC | STEC STEC STEC STEC
2019 7844 surgelé Frozen ground heefsteak + 0145 0145 0145 0145 | 0145 + 0145 PA 0145 0145 STEC 0145 0145 + 0145 PA |1]Db
Bifteck haché STEC STEC STEC | STEC STEC STEC STEC
2019 7845 surgelé Frozen ground beefsteak - / 0145 0145 0145 | 0145 + 0145 PD 0145 0145 STEC 0145 0145 + 0145 PD (1]Db
Viande hachée
STEC STEC STEC | STEC STEC STEC STEC
0,
2019 7846 ;s)::gtﬁzt;f Frozen ground beef 100% W+ 0145 0145 0145 0145 | 0145 T+ 0145 PA 0145 0145 STEC 0145 0145 W+ 0145 PA |[1]D
Viande hachée
STEC STEC STEC | STEC STEC STEC STEC
2019 7847 ;s)::gtﬁzt;f Frozen ground beef 100% W+ 0145 0145 0145 0145 | 0145 T+ 0145 PA 0145 0145 STEC 0145 0145 W+ 0145 PA |[1]D
Viande hachée
STEC STEC STEC | STEC STEC STEC STEC
2019 7848 gﬁrl;:z‘fa Frozen ground beef + 0145 0145 0145 0145 | 0145 + 0145 PA 0145 0145 STEC 0145 0145 + 0145 PA |1]Db
Viande hachée
STEC STEC STEC | STEC STEC STEC STEC
2019 7849 gﬁrl;:z‘fa Frozen ground beef - / 0145 0145 0145 | 0145 + 0145 PD 01110145 | 0145 STEC 0145 0145 + 0145 PD (1]Db
Bavette
2019 7850 |d'aloyau Frozen beef meat + 0145 - - / - - / ND - - / - - / ND [1]D
surgelée
2020 | 32 |loumedos Frozen raw beef meat : / : : / : : / NA : / : / NA | 1]b
surgelé
Bifteack haché 0
2020 | 33 |surgelé pur boeut | il beefsteak (8% fat : / / i i / NA i / : / NA | 1]b
8% MG
Steak haché Frozen raw ground beef
2020 1 34 rugelé 15% MG | (15% fat level) ' / / ' ' / NA ' / ' / NA | T]b
Bifsteck haché | Frozen raw ground
2020 | 35 Surgels 12% MG | beefsteak (12% fat level) ° : / ) } : NA ' / ' / NA 1T|®b
Steak haché Frozen raw ground beef
2020 |36 Surgels 15% MG | (15% fat level) ' / : ' ' : NA ' : ' / NA TP
Steak haché Frozen raw ground beef
2020 37 surgelé 5% MG | (5% fat level) i J / i i J NA i J i / NA | 1|b
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QUALICON DIAGNOSTICS LLC

RAW BEEF MEATS

Reference Alternative method: BAX® System Real-Time PCR Assays STEC Suite - Protocol ®
method: Pre-warmed MP Media 7 h at 41,5°C+1°C Pre-warmed MP Media 24 h at 41,5°C+1°C
*
ISO/TS 13136 Confirmation 7h Confirmation 24h
. Immuno-concentration _
Yearof | Sample |Product Product Final (Immunobeads) Final 2
analysis N° (French name) roduc Result Final Final Final result Final result Aaree- | Final PCR result Final result Adree- | S §
PCR result all 9 Final all g ® =
X result ) ment result , ment | O
result direct confir- result . confir-
. IMS . Final result IMS
Giobal streaking matory Giobal direct matory Giobal
st tests ek streakin tests ek
result Serogroup result Serogroup 9 result Serogroup
2020 38 Entrecote de’ Frozen raw beef meat (rib i / ) ) / i i / NA ) i / ) : / NA | 110
bceuf surgelée | steak)
2000 | 39 |Efeulede  cen raw beef meat : / : : / : : / NA : : / : : / NA [ 1]b
charolais surgelé
Hache surgel Frozen raw ground beef
2020 40 | purbceuf 15% 159 - / / - - / NA - / - / NA [1|Db
MG (15% fat level)
Viande hachée Frozen raw organic ground
2020 | 41 |biosugeléepur || OE fatlgevel)g - / / - - / NA - / - / NA [1]b
boeuf 15% MG ’
Steak haché a | Seasoned raw ground STEC STEC STEC | STEC STEC STEC
2019 7985 I'oignon beef (onion) + 026 026 02 02 0% i 026 PA | STEC 026 026 STEC 026 026 i 026 PA |1]|c
. STEC
Steak haché a | Seasoned raw ground STEC STEC | STEC STEC 026 | STEC STEC
2019 | 7986 | yoianon beef (onion) * o108 | 0% | ows | o103 | o3 | 0103 | PA 1 "0103 | o103 SUEGOAE o3 | T | 018 | PA 1lc
2019 | 7987 |viands bovinea | SEasoned raw beefmeat | ST 'cC | STEC [RSlSERy STEC | 026 | PA |sTECO2 | STEC STEC 026 STEC |, 0% | PA [1]c
la thai (Thai) 026 026 026 026 026 026
so1o | 70gs |mmeede. . |Seasoned raw beefmeat | o111 | STEC | STEC | STEC | STEC | o111 | pa | STEC | STEC STEC 0111 STEC | & | o | pa |1le
la thai (Thai) o111 o111 o111 | 0111 o111 o111 o111
Carpaccio
X ] e STEC STEC STEC | STEC STEC STEC STEC
2019 7989 r'nar_lnadlea} Beef carpaccio (olive oil) + 0103 0103 0103 0103 | 0103 + 0103 PA 0103 0103 STEC 0103 0103 + 0103 PA |1]c
I'huile d'olive
2019 | 7990 ﬁi?.’::ﬁfa Beef carpaccio (olive oll) | + S 'SC  STEC  [RSlERR STEC | o111 | pa | SIEC | STEC STEC 0111 STEC 1+ | om1 | pA |1]c
I'huile d'olive P 0111 o111 o111 | 0111 o111 o111 o111
Haché de beeuf | Seasoned raw ground STEC STEC STEC | STEC STEC STEC
2019 | 7991 i lognaise | beef (bolognaise) * o 0% | 0% | 0% | o% | * 026 | PA |STECO26| )4 SED o 0% | * 026 1 PA |1]c
Haché de beeuf | Seasoned raw ground STEC STEC STEC | STEC STEC STEC STEC
2019 | 7992 Iy ognaise | beef (bolognaise) * 0103 | o103 | 0103 | 0103 | 0103 | * 0103 | PA | 5103 | 0103 SUECOnS oto3 | * | 09108 | PA J1c
Carpaccio de
beeuf marinade . .
e .| Beef carpaccio (nut oil, i STEC STEC STEC | STEC STEC STEC
2019 7993 |al h.ullg de noix balsamic vinegar) / 02 026 026 0% i 026 PD | STEC 026 02 STEC 026 026 & 026 PD (1]c
et vinaigre
balsamique
Carpaccio de
beeuf marinade . .
S .| Beef carpaccio (nut oil, STEC STEC STEC | STEC STEC STEC STEC
2019 | 7994 |aThuile denoix |\ . e vinegar) - 4 o111 | o | om1 | o1 | * o1t 1PD o111 | o1 =S o1 |+ | O FRD T e
et vinaigre
balsamique
2019 7995 Paye boym au | Seasoned beef meat + 0103 _ ) | i i | ND i / ) i | ND |11 c
trois poivres (peppers)
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RAW BEEF MEATS

QUALICON DIAGNOSTICS LLC

Reference Alternative method: BAX® System Real-Time PCR Assays STEC Suite - Protocol ®
method: Pre-warmed MP Media 7 h at 41,5°C+1°C Pre-warmed MP Media 24 h at 41,5°C+1°C
L)
ISO/TS 13136 Confirmation 7h Confirmation 24h
. Immuno-concentration _
Yearof | Sample |Product Product . . Final . (Immunobeads) Final . 2 o
analysis N (French name) Result IFDI(n)aRl Final Final result Final result Agree- | Final PCR . result Final result Agree- 3 S
result all Final all ©
. result ) ment result , ment | O
result direct confir- result . confir-
: IMS . Final result IMS
Giobal streaking matory Giobal direct matory Giobal
oba tests oba streakin tests oba
result Serogroup result Serogroup 9 result Serogroup
Viands hachée a Seasoned ground beef
2020 | 42 |labolognaise | nese‘i - / / - - / NA - / - / NA [1]c
15% MG g
2020 43 Carpaccp _de Beef carpaccio (with basil) - / / - - / NA - / - / NA (1]c
boeuf basilic
2020 44 Ifondant de beeuf | Seasoned beef meat i / | i i / NA i / : / NA 116
alaprovencale | (provencale)
2020 45 Carpaccio de Beef carpaccio (with i / / i i / NA i / : / NA |11
boeuf parmesan | cheese)
Pavé de .
200 | 46 |rumsteakaux | ocasoned beefmeat (with | / / : : / NA : / : / NA | 1]c
{10IS DO 3 peppers)
rois poivres
Pavé de .
2020 | 47 |rumsteaka | Seasonedbeefmeat(wih | / / : : / NA : / : / NA |1]c
' shallot)
['échalotte
2020 511 Emmcgs de ) Sea§oned raw beef meat, i / / i i / NA i / : / NA 11 ¢
boeuf a la thai Thai
2020 519 Pavg dg beeuf Seasoned raw beef meat, i / | i i / NA i / i | NA 116
mexicain Tex Mex
2020 513 Pavé de beeuf Seasoned raw beef meat, i / | i i / NA i / : / NA 116
provencal Provencal
Buruguesa,
2020 514 | viande bovine Seasoned raw beef meat - / / - - / NA - / - / NA 11]c
marinée
2020 515 Emincés de beeuf Season(_ed raw beef meat, i / | i i / NA i / : / NA 116
andalouse Andalusian
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QUALICON DIAGNOSTICS LLC

RAW BEEF MEATS

Reference Alternative method: BAX® System Real-Time PCR Assays STEC Suite - Protocol @
method: Pre-warmed BPW for 10 h at 41,5°C+1°C Pre-warmed BPW for 24 h at 41,5°C+1°C
ISO/TS 13136*
Confirmation Confirmation
Year of | Sample Product Product Final Final result Eial result >
analysis | N° French name Final : Ina Inal resu Final i Inal resu S| 8
y ( ) Result PCR il Final | result all Agree- | pep Final . Final result all Agree- | & S
result result | confir- ment result Al confirmato ment | S
result direct MS | mator result direct | result IMS tests ry
streaking testsy streaking
Global Serogroup Global Serogroup Global Serogroup
result result result
Viande bovine STEC STEC STEC | STEC STEC STEC STEC
2019 | 8194 bourguignon Raw beef meat + 0157 0157 0157 0157 0157 + 0157 PA 0157 0157 0157 STEC 0157 + 0157 PA 1 a
Viande bovine STEC STEC STEC | STEC STEC STEC STEC
2019 | 8195 bourguignon Raw beef meat / 0157 0157 0157 0157 + 0157 PD 0157 0157 0157 STEC 0157 + 0157 PD 1 a
STEC STEC STEC | STEC STEC STEC STEC
2019 8196 | Steak de beeuf Beef meat steak / 0157 0157 0157 0157 + 0157 PD 0157 0158 0157 STEC 0157 + 0157 PD 1 a
STEC STEC STEC | STEC STEC STEC STEC
2019 8197 | Steak de beeuf Beef meat steak / 0157 0157 0157 0157 + 0157 PD 0157 0157 0157 STEC 0157 + 0157 PD 1 a
Entrecote de . STEC STEC STEC | STEC STEC STEC STEC
2019 | 8198 beeuf Rib beef steak / 0157 0157 0157 0157 + 0157 PD 0157 0157 0157 STEC 0157 + 0157 PD 1 a
Entrecote de . STEC STEC STEC | STEC STEC STEC STEC
2019 | 8199 beeuf Rib beef steak + 0157 0157 0157 0157 0157 + 0157 PA 0157 0157 0157 STEC 0157 + 0157 PA 1 a
. STEC STEC STEC | STEC STEC STEC STEC
2019 8200 | Faux filet de boeuf | Raw beef meat / 0157 0157 0157 0157 + 0157 PD 0157 0157 0157 STEC 0157 + 0157 PD 1 a
. STEC STEC STEC | STEC STEC STEC STEC
2019 8201 | Faux filet de beeuf | Raw beef meat / 0157 0157 0157 0157 + 0157 PD 0157 0157 0157 STEC 0157 + 0157 PD 1 a
Rumsteak viande STEC STEC STEC | STEC STEC STEC STEC
2019 | 8202 bovine Rumsteak of beef meat + 0157 0157 0157 0157 0157 + 0157 PA 0157 0157 0157 STEC 0157 + 0157 PA 1 a
Rumsteak viande STEC STEC STEC | STEC STEC STEC STEC
2019 8203 bovine Rumsteak of beef meat / 0157 0157 0157 0157 + 0157 PD 0157 0157 0157 STEC 0157 + 0157 PD 1 a
Jarret viande STEC STEC STEC | STEC STEC STEC STEC
2019 | 8204 bovine Raw beef meat + 0157 0157 0157 0157 0157 + 0157 PA 0157 0157 0157 STEC 0157 + 0157 PA 1 a
Steak haché frais | Raw ground beef meat (fat
2020 | 445 de boeuf 5%MG | level: 5%) ! i ! ! NA ) ! ! NA 1 ]a
Haché au boeuf Raw ground beef meat (fat
2020 446 15%MG level: 15%) / - / / NA - / / NA 1 a
Steak haché Raw ground beef meat
2020 447 | 15%MG viande g e / - / / NA - / / NA 1 a
bovi steak (fat level: 15%)
ovine
Mon haché bouché | Raw ground beef meat (fat
2020 | 448 | 4o hoouf 15%MG | level: 15%) / ) / / NA ) / J NA | 1T a
2020 | 449 |Pleceaftondre oo et meat / i / / NA i / / NA | 1| a
viande bovine
2020 450 |Bavette d'Aloyau | Raw beef meat / - / / NA - / / NA 1 a
2020 | 451 ;‘_ﬁg‘: debeufa | ooy beef meat, steak / i / / NA i / / NA | 1| a
2020 452 | Entrecote de boeuf | Raw beef meat, rib steak / - / / NA - / / NA 1 a
* Analyses performed according to the COFRAC accreditation
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QUALICON DIAGNOSTICS LLC

RAW BEEF MEATS

Reference Alternative method: BAX® System Real-Time PCR Assays STEC Suite - Protocol @
method: Pre-warmed BPW for 10 h at 41,5°C+1°C Pre-warmed BPW for 24 h at 41,5°C+1°C
ISO/TS 13136° — "
Confirmation Confirmation
Year of | Sample Product Product Final Final result Eial result >
analysis | N° French name Final : Ina Inal resu Final i Inal resu S| 8
y ( ) Result PCR il Final | result all Agree- | pep Final . Final result all Agree- | & S
result it f ment result Final firmat ment | S
result | direct | oot | conir result | direct | resultIMs | COMrmatory
. IMS | matory . tests
streaking t streaking
ests
Global Serogroup Global Serogroup Global Serogroup
result result result
2020 | 453 | Lovede OBl Ray beef meat / : / / NA : / / NA | 1 |a
Viande Raw beef meat, for
2020 454 | bourguignon de b . ’ / - / / NA - / / NA 1 a
ourguignon
bceuf
Entrecote race
\ , STEC STEC STEC | STEC STEC STEC STEC
2019 | 8305 :Eféz:zse Frozen raw beef rib steak + 0145 0145 0145 0145 0145 + 0145 PA 0145 0145 0145 STEC 0145 + 0145 PA 1 b
Effeuillé de STEC STEC STEC | STEC STEC STEC STEC
2019 | 8306 charolais surgelé Frozen raw beef meat + 0145 0145 0145 0145 0145 + 0145 PA 0145 0145 0145 STEC 0145 + 0145 PA 1 b
2019 | 8307 To_urnedos a Frozen beef tournedos + 0145 - / / ND - - / / ND 1 b
griller surgelé
Viande bovine
. Frozen beef meat for STEC STEC STEC | STEC STEC STEC STEC
2019 | 8308 zz:xgret;g:rgulgnon Bourguignon / 0145 0145 0145 0145 + 0145 PD 0145 0145 0145 STEC 0145 * 0145 PD 1 b
Jarret et plat de
ay STEC STEC STEC | STEC STEC STEC STEC
2019 | 8309 cote., viande ] Frozen raw beef knuckle + 0145 0145 0145 0145 0145 + 0145 PA 0145 0145 0145 STEC 0145 + 0145 PA 1 b
bovine surgelée
Effeuillé de STEC STEC STEC | STEC STEC STEC STEC
2019 | 8310 charolais surgelé Frozen raw beef meat + 0145 0145 0145 0145 0145 + 0145 PA 0145 0145 0145 STEC 0145 + 0145 PA 1 b
Entrecote de . STEC STEC STEC | STEC STEC STEC STEC
2019 | 8311 beeuf surgelée Frozen raw beef rib steak + 0145 0145 0145 0145 0145 + 0145 PA 0145 0145 0145 STEC 0145 + 0145 PA 1 b
2019 | gaqz |Effeuillede i on raw beef meat + 0145 : / ND : : / / ND | 1 |b
charolais surgelé
Tournedos de STEC STEC STEC | STEC STEC STEC STEC
2019 | 8313 beeuf srugelé Frozen beef tournedos + 0145 0145 0145 0145 0145 + 0145 PA 0145 0145 0145 STEC 0145 + 0145 PA 1 b
Collier et basse
o STEC STEC STEC | STEC STEC STEC STEC
2019 | 8314 :3:;;2 beeuf Frozen raw beef meat + 0145 0145 0145 0145 0145 + 0145 PA 0145 0145 0145 STEC 0145 + 0145 PA 1 b
Viande bovine pot | Frozen raw beef meat for STEC STEC STEC | STEC STEC STEC STEC
2019 | 8315 | . feu surgelée | Pot-au-feu * 0145 | o145 | o145 | o145 | ota5 | * 0145 | PA | o145 | oms | oms | STECOMS |+ e PA | TP
Haché charolais Raw ground beef meat (fat
2020 | 455 |45y MG surgelé | level: 15%) ’ ) ’ ’ NA ) ’ J NA | 1D
Haché pur beeuf | Raw ground beef meat (fat i i
2020 456 20%MG surgelé level: 20%) ! ! ! NA ! / NA 1 b
2020 457 Bavettt’e d'Aloyau Frozen raw beef meat / - / / NA - / / NA 1 b
surgelée
Haché pur boeuf | Frozen raw beef meat (fat
2020 1 498 | 009G surgelé | level: 20%) ; ) : / NA ) : J NA | 1D
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QUALICON DIAGNOSTICS LLC

RAW BEEF MEATS

Reference Alternative method: BAX® System Real-Time PCR Assays STEC Suite - Protocol @
|soTT§h1°3O1I:36° Pre-warmed BPW for 10 h at 41,5°C+1°C Pre-warmed BPW for 24 h at 41,5°C+1°C
Confirmation Confirmation
Year of | Sample Product Product Final Final i il . >
i ° : . ina inal resu - , inal resu S | @
analysis| N (French name) Result Final Final Final | resultall Agree- Final Final Final result all Agree- s
PeR result | result | confir- ment | Lo result Final 1 confirmato ment | S |
result | direct result | direct | resultIMS y
. IMS | matory . tests
streaking tests streaking
il Serogrou el Serogrou el Serogrou
result group result group result group
2020 459 Tournedos d'e Frozen raw beef meat / - / / NA - / / NA 1 b
beeuf surgelé
2020 | ago | C@rpaccio de boeuf | Frozen raw beef meat, | i | | NA i | / NA 1 b
surgelé carpaccio
2020 | 4p1 |Efeullede g o raw beef meat / : / / NA i / / NA | 1 |b
charolais surgelé
2020 | d4p2 |TOUMEAOSAE po o raw beef meat / : / / NA : / / NA | 1 |b
beeuf surgelé
Fondant de
2020 463 | charolais viande Frozen raw beef meat / - / / NA - / / NA 1 b
bovine surgelée
2020 464 Viande bovmg pot Frozen raw beef meat / - / / NA - / / NA 1 b
au feu surgelée
Carpacclo Carpaccio with parmesan
2020 606 | parmesan et . + 026 - / / ND - - / / ND 1 c
L and vinegar
vinaigre
Carpaccio Carpaccio with parmesan
2020 607 | parmesan et . / - / / NA - / / NA 1 c
N and vinegar
vinaigre
Carpaccio huile | Carpaccio with olive oil STEC STEC STEC | STEC STEC STEC STEC
2020 | 608 | yojive et basilic | and basil / 0% | o02% | 0% | 0% | ° 026 | "PD 1 0% | o026 | o2 | STECO® | # oA e
2020 | 609 C'ar_pacmo huile Carpaccio with olive oil and | i | | NA i | / NA 1 | ¢
d'olive et basilic basil
Carpaccio de L .
. Carpaccio with walnut oil STEC STEC STEC | STEC STEC STEC STEC
2020 610 boguf hUI.|e qe and vinegar & 026 02 026 0% 0% i 026 PA 0% 0% 026 STEC 026 + 026 PA 1 c
noix et vinaigre
Carpaccio de beeut Carpaccio with walnut oil
2020 611 | huile de noix et . / - / / NA - / / NA 1 c
- and vinegar
vinaigre
Carpaccio de Lo
Carpaccio with parmesan STEC STEC STEC | STEC STEC STEC STEC
2020 612 bqeuf parmesan et and green olive + 026 026 026 026 026 + 026 PA 026 026 026 STEC 026 + 026 PA 1 c
olive verte
Carpaccio de boeut Carpaccio with parmesan
2020 | 613 |parmesanetolive | 2P P / - / / NA - / / NA | 1 |
and green olive
verte
Emincés de beeuf
a la thai (persil, | Seasoned beef Thai STEC STEC STEC | STEC STEC STEC STEC
2020 | 614 | ingembre, et | (parsley, ginger, pepper) | 0103 1 0103 | 0103 | 0103 | 0103 | * 0103 | PA | o103 | o103 | of03 | STECO103 |+ o PA | 1 |c
poivre)
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QUALICON DIAGNOSTICS LLC

RAW BEEF MEATS

Reference Alternative method: BAX® System Real-Time PCR Assays STEC Suite - Protocol @
|soTT§h1°3O1I:36° Pre-warmed BPW for 10 h at 41,5°C+1°C Pre-warmed BPW for 24 h at 41,5°C+1°C
Confirmation Confirmation
Year of | Sample Product Product Final Final i il . >
; ° ; . ina inal resu ; . inal resu S |
analysis| - N (French name) Result Final Final Final | result all Agree- Final Final Final result all Agree- | & | 5
PCR result result | confir- ment PCR result Al confirmato ment | S C
result direct MS | mator result direct | result IMS tests ry
streaking testsy streaking
Global Serogroup Global Serogroup Global Serogroup
result result result
Emincés de boeuf a
2020 615 Ig thai (persil, Seasoned .beef Thai | i | | NA i | / NA 1 c
gingembre, et (parsley, ginger, pepper)
poivre)
Rumsteak aux Seasoned beef with STEC STEC STEC | STEC STEC STEC
2020 | 616 |4 0is poivres | pepper * 0103 | 5103 | 0103 | 0103 | o103 | * 0103 | PA | o103 - o193 | STECO103 |+ e PA | 1 |c
2020 617 E;Trztseak aux trois Seasoned beef with pepper / - / / NA - / / NA 1 c
Chiffonade de
beeuf au sel de .
, Beef meat with salt and STEC STEC STEC | STEC STEC STEC STEC
2020 | 618 ﬁ:rif:g‘: ot Provengal herbs * 0103 | 0103 | 0103 | 0103 | 0103 | ¥ 0103 | PA | 0103 | o103 | ofo3 | STECO103 |+ 0108 PA | 1 |c
provence
Chiffonade de
boeuf au sel de .
2020 | 619 |Guérandeet | ool meatwith saltand / : / / NA : / / NA | 1 |
provencal herbs
herbes de
Provence
Carpaccio huile | Carpaccio with olive oil STEC STEC STEC | STEC STEC STEC STEC
2020 | 620 | 4ojive et citron | and lemon * 0103 | 5103 | 0103 | 0103 | 0103 | * 0103 | PA | 0103 | o103 | ofo3 | STECO103 |+ 0108 PA | 1 |c
2020 | 621 C'ar_pacmo huile Carpaccio with olive oil and | i | | NA i | / NA 1 | ¢
d'olive et citron lemon
2020 622 I"a'\{e de rumsteak | Seasoned beef meat with ; 0111 : | | ND : i | / ND 1 c
a I'échalotte shallots
2020 623 I‘Da'\{e de rumsteak | Seasoned beef meat with | i | | NA i | / NA 1 c
a I'échalotte shallots
Steak haché a Seasoned ground beef STEC STEC STEC | STEC STEC STEC STEC
2020 | 624 | 5ignon (15%MG) | (onions) * oM 1 o111 | o111 | o111 | o111 | * oMt | PA | 5111 | o111 | omq | STECOMT |+ O PA | 1 ]c
Steak haché a Seasoned ground beef
2020 625 loignon (15%MG) | (onions) / - / / NA - / / NA 1 c
2020 | 626 gl"i‘;‘;:“m aUX | carpaccio with olives + 0111 - / / ND - - / / ND | 1 | ¢
2020 | 627 glfvrg:ccm 8% | Carpaccio with olives / . / / NA . / / NA | 1] c
Bavette de baeuf .
Seasoned beef meat with STEC STEC STEC | STEC STEC STEC STEC
2020 628 gt sa fondue aux shallots + 0111 0111 01111 0111 0111 + 0111 PA 0111 0111 0111 STEC 0111 + 0111 PA 1 c
échalotes
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QUALICON DIAGNOSTICS LLC

RAW DAIRY PRODUCTS

Reference Alternative method: BAX® System Real-Time PCR Assays STEC Suite - Protocol ®
method: Pre-warmed 2X BPW for 20 h at 41,5°C+1°C
ISO/TS 13136°* ——
Confirmation
Year qf Samople Product Product . = 2 o
analysis| N (French name) Result Final PCR Final result . Finallresult all Final resul % *i:f’ E‘
result direct streakin Final result IMS confirmatory 4 ©
g tests <
sz Serogroup g Serogroup
result result
2020 277 | Lait cru de vache Raw cow milk + 026 STEC 026 STEC 026 STEC 026 STEC 026 + 026 PA 2 a
2020 278 | Lait cru bio de vache Organic raw cow milk + 026 STEC 026 STEC 026 STEC 026 STEC 026 + 026 PA 2 a
2020 279 | Lait cru de vache Raw cow milk + 026 STEC 026 STEC 026 STEC 026 STEC 026 + 026 PA 2 a
2020 358 | Lait cru de vache Raw cow milk + 0103 STEC 0103 STEC 0103 STEC 0103 STEC 0103 + 0103 PA 2 a
2020 359 | Lait cru de vache Raw cow milk + 0103 - - - - / ND 2 a
2020 368 | Lait cru de vache Raw cow milk + 0103 STEC 0103 STEC 0103 STEC 0103 STEC 0103 + 0103 PA 2 a
2020 874 | Lait cru de vache Raw cow milk + 0157 - - - - / ND 2 a
2020 875 | Lait cru de vache Raw cow milk - / STEC 0145 STEC 0145 STEC 0145 STEC 0145 + 0145 PD 2 a
2020 876 | Lait cru de vache Raw cow milk - / - - / NA 2 a
2020 877 | Lait cru bio de vache Raw cow milk - / - - - - / NA 2 a
2020 878 | Lait cru bio de vache Raw cow milk - / STEC 0145 STEC 0145 STEC 0145 STEC 0145 + 0145 PD 2 a
2020 879 | Lait cru bio de vache Raw cow milk - / - - - / NA 2 a
2020 880 | Lait cru de vache Raw cow milk - / - STEC 0157 STEC 0157 STEC 0157 - / NA 2 a
2020 881 | Lait cru de vache Raw cow milk - / STEC 0145 STEC 0145 STEC 0145 STEC 0145 + 0145 PD 2 a
2020 882 | Lait cru de vache Raw cow milk - / - - - - / NA 2 a
2020 | 1320 |Lait cru de chévre Raw goat milk - / STEC 026 STEC 026 STEC 026 STECO26 + 026 PD 2 a
2020 | 1321 |Lait crude chevre Raw goat milk - / - - - - / NA 2 a
2020 | 1322 |Lait cru de chévre Raw goat milk + 026 STEC 026 - STEC 026 STECO26 + 026 PA 2 a
2020 | 1323 |Lait cru de chevre Raw goat milk - / - - / NA 2 a
2020 | 1324 |Lait cru de chévre Raw goat milk - / - - / NA 2 a
2020 | 1325 |Lait crude chevre Raw goat milk - / - - - - / NA 2 a
2020 | 1326 |Lait cru de chévre Raw goat milk - / STEC 0103 - STEC 0103 STEC 0103 + 0103 PD 2 a
2020 | 1327 |Lait crude chevre Raw goat milk - / - - - - / NA 2 a
2020 | 1328 |Lait cru de chévre Raw goat milk - / STEC 0111 - STEC 0111 STEC 0111 + 0111 PD 2 a
2020 | 1329 |Lait crude chevre Raw goat milk - / - - - - / NA 2 a
2020 | 1812 |Lait cru de brebis Raw ewe milk - / STEC 0111 STEC 0111 STEC 0111 STEC 0111 + 0111 PD 2 a
2020 | 1813 |Lait cru de brebis Raw ewe milk 0111 STEC 0111 STEC 0111 STEC 0111 STEC 0111 + 0111 PA 2 a
2020 | 1814 |Lait cru de brebis Raw ewe milk 0111 STEC 0111 STEC 0111 STEC 0111 STEC 0111 + 0111 PA 2 a
2020 | 1815 |Lait cru de brebis Raw ewe milk - / - - / NA 2 a
2020 | 1816 | Lait cru de brebis Raw ewe milk - / - - - - / NA 2 a
2020 280 | Gruyeére AOP au lait cru de vache | Raw cow milk cheese (gruyere) + 026 STEC 026 STEC 026 STEC 026 STEC 026 + 026 PA 2 b
2020 | 281 I:gr:e de montagne au laitcrude | ooy cow milk cheese (Tome) : / STEC 026 STEC 026 STEC 026 STEC 026 + 026 PD 2 | b
2020 | 28 | Samt mont des Alpes aulaiterude | gay, cow milk cheese : / STEC 026 STEC 026 STEC 026 STEC 026 " 026 PD 2 | b
2020 283 Bleu d'auvergne AOP au lait cru de Rlaw cow milk cheese (Bleu i / STEC 026 STEC 026 STEC 026 STEC 026 + 026 PD 9 b
vache d'Auvergne)
* Analyses performed according to the COFRAC accreditation
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QUALICON DIAGNOSTICS LLC

RAW DAIRY PRODUCTS

Reference Alternative method: BAX® System Real-Time PCR Assays STEC Suite - Protocol ®
method: Pre-warmed 2X BPW for 20 h at 41,5°C+1°C
ISO/TS 13136°* ——
Confirmation
Year of | Sample | Product >
! Product . k= S o
I N° | (French
analysis (French name) Result Final PCR Final result Final result all Final resul % *i:f’ E‘
result , . Final result IMS confirmatory o ©
direct streaking >
tests <
o] Serogrou G Serogrou
result group result group

2020 360 | Chartreux au lait cru de vache Raw cow milk cheese (Chartreux) - / STEC 0103 STEC 0103 STEC 0103 STEC 0103 + 0103 PD 2 b
2000 | 361 | omedemontagneaulaiteride | gay cow mik cheese (Tome) + 0111 STEC 0111 STEC 0111 STEC 0111 STEC 0111 + 0111 PA 2 | b
2020 362 | Bethmal au lait cru de vache Raw cow milk cheese (Bethmal) + 0111 STEC 026 0111 STEC O111 STEC O111 STEC O111 + 0111 PA 2 b
2020 363 Saint Nectaire fermier au lait cru de | Raw cow milk cheese (Saint i / i i / NA 9 b

vache Nectaire)
2020 | 883 |Saint Nectaire au lait cru de vache ﬁ:‘é"t;‘:;"; milk cheese (Saint " 0157 STEC 0157 STEC 0157 STEC 0157 STEC 0157 + 0157 PA 2 | b
2020 884 Tome de Savoie au lait cru de Raw cow milk cheese (Tomme de i / i STEC 0103 STEC 0103 i | NA 9 b

vache Savoie)
2020 | gg5 |lomedemontagneaulaitcrude | Raw cow milk cheese (Tommede | / STEC 0103 STEC 0103 STEC 0103 STEC 0103 + 0103 PD 2 | b

vache montagne)
2020 886 | Bethmal au lait cru de vache Raw cow milk cheese (Bethmal) - / STEC 026 0121 0103 - STEC 0103 STEC 0103 + 0103 PD 2 b
2020 887 | Bethmal au lait cru de vache Raw cow milk cheese (Bethmal) - / - - - - - / NA 2 b
2020 888 | Cantal au lait cru de vache Raw cow milk cheese (cantal) + 0103 STEC 0103 STEC 0103 STEC 0103 STEC 0103 + 0103 PA 2 b
2020 889 | Cantal au lait cru de vache Raw cow milk cheese (cantal) - / - - / NA 2 b
2020 | 1330 |Brie de Meaux au lait cru de vache Ezguci(o)w milk cheese (Brie de - / - - / NA 2 b
2020 | 1331 | Tome de Savoie au lait cru de vache | Raw cow milk cheese (Tomme) - / - - / NA 2 b
2020 | 1332 Parmigiano Regiano au lait cru de Raw cow milk cheese (Parmigiano i / i i / NA 2 b

vache Reggiano)
2020 | 1333 | Grana padano au lait cru de vache s:(\;\;ﬁg\)’v milk cheese (Grana - / - - / NA 2 b
2020 | 1334 |Emmental au lait cru Raw cow milk cheese (emmenthal) - / - - / NA 2 b
2020 | 1335 Saint Nectaire fermier au lait cru de | Raw cow milk cheese (Saint i / i i | NA 9 b

vache Nectaire)
2020 284 | Roquefort au lait cru de brebis Raw ewe milk cheese (Roquefort) - / STEC 026 STEC 026 STEC 026 STEC 026 + 026 PD 2 c
2020 | 295 |RidoMedecondriewaulattorude | gay goat milk cheese : / : : / NA 2 | ¢
2020 286 | Paletou au lait cru entier de chévre | Raw goat milk cheese - / - - / NA 2 c
2020 287 | Rocamadour au lait cru de chévre Raw goat milk cheese + o111 - - - / ND 2 c

(Rocamadour)

2020 364 | Chavignol au lait cru de chévre Raw goat milk cheese (Chavignol) - / - - - - / NA 2
2020 365 | Fromage au lait cru de brebis Raw ewe milk cheese - / STEC 0103 STEC 0103 STEC 0103 STEC 0103 0103 PD 2
2020 366 | Roquefort au lait cru de brebis Raw ewe milk cheese (Roquefort) - / STEC 0145 STEC 0145 STEC 0145 STEC 0145 0145 PD 2
2020 367 Ro‘camadour fermier au lait cru de | Raw goat milk cheese + 0145 : i i / ND 9 c

chévre (Rocamadour)
2020 890 Se!les sur Cher au lait cru de Raw goat milk cheese (Selles sur + 0157 : i i | ND 9 c

chévre Cher
2020 891 | Osso Iraty au lait cru de brebis Raw ewe milk cheese 0157 - - - - / ND 2
2020 892 | Mothais feuille au lait cru de chévre | Raw goat milk cheese 0145 STEC 0145 STEC 0145 STEC 0145 STEC 0145 + 0145 PA 2

ADRIA Développement 72/100 January 21, 2021

Summary report (Version 0)
BAX RT STEC




QUALICON DIAGNOSTICS LLC

RAW DAIRY PRODUCTS

Alternative method: BAX® System Real-Time PCR Assays STEC Suite - Protocol ®

Reference
method: Pre-warmed 2X BPW for 20 h at 41,5°C+1°C
ISO/TS 13136°* ——
Confirmation
Year of | Sample | Product >
! Product . k= S ©
I N° | (French )
analysis (French name) Result Final PCR , Final result all Final result = g E‘
result At Final result IMS confirmatory 5 S
direct streaking >
tests <
o] Serogrou G Serogrou
result group result group
2020 893 | Roquefort au lait cru de brebis Raw ewe milk cheese (Roquefort) - / STEC 0157 STEC 0157 STEC 0157 STEC 0157 0157 PD 2 c
2020 894 | Roquefort au lait cru de brebis Raw ewe milk cheese (Roquefort) + 0157 STEC 0157 STEC 0157 STEC 0157 STEC 0157 0157 PA 2 c
2020 895 |Roquefort au lait cru de brebis Raw ewe milk cheese (Roquefort) - / - / NA 2
2020 896 S'?:\‘llr'gml 1/2 sec au lait cru de Raw goat milk cheese (Chavignol) - / - / NA 2 c
2020 | 1336 Er%%lijsefort papillon au lait cru de Raw ewe milk cheese (Roquefort) - / - / NA 2 c
2020 | 1337 Sainte Maure fermier au lait cru de Raw goat milk cheese (Sainte i / i | NA 9 c
chévre Maure)
2020 | 1338 | Valengay au lait cru de chévre Raw goat milk cheese - / - / NA 2
2020 | 1339 | Selles sur cher au lait cru de chévre | Raw goat milk cheese - / - / NA 2
2020 | 1340 Ca‘b fi de Touraine au lait cru de Raw goat milk cheese - / - / NA 2 c
chevre
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QUALICON DIAGNOSTICS LLC

VEGETABLES

Reference Alternative method: BAX® System Real-Time PCR Assays STEC Suite - Protocol @
method: Protocol @- Pre-warmed MP Media for 8 h at 41,5°C+1°C Protocol @ - Pre-warmed MP Media for 24 h at 41,5°C+1°C
ISO/TS 13136 .. -
Confirmation Confirmation
Year of | Sample Product Product Final Final result Eioal result >
analysis N° French name Final Ina Inal resu Final . Inal resu Qe [
y ( ) Result pcR | Finalresult | .~ |resulal Agree- PCR Final result | o Flnalalrle sult Agree- *f;:f) S
it direct confir- ment | direct , ment | ©
resu . result IMS resu . result IMS | confirmatory
streaking matory streaking
tests
tests
cloz] Serogroup diil Serogroup Clz] Serogroup
result result result
2020 466 Gra.mes germées de Orgalmlc sprout + 0111 : i / ND : i | ND 3 |a
radis rose bio (radish)
o020 | ag7 |Craines germéesde | Organic sprout | i / NA i i | NA | 3 |3
radis rose bio (radish)
Graines germées Oraanic sprout
2020 | 468 |mélange alfalfa ganic sprout / - / NA - - / NA | 3 |a
. . . | (luzern, leek, lentil)
poireaux lentilles bio
Graines germées Oraanic sprout
2020 | 469 |mélange alfalfa ganic sprout / - / NA - - / NA | 3 |a
. . . | (luzern, leek, lentil)
poireaux lentilles bio
Graines germées Organic sprout
2020 470 | mélange alfalfa radis | (luzern, radish, / - / NA - - / NA [ 3 |a
fenouil bio fennel)
Graines germées Organic sprout
2020 471 | mélange alfalfa radis | (luzern, radish, / - / NA - - / NA [ 3 |a
fenouil bio fennel)
Graines germées Organic sprout STEC STEC STEC STEC 026 STEC
2020 | 472 | Jitaifa bio (luzern) / 026 0% | o | * o PD | " o157 - o2 |STECO% | + 026 [l 3 | @
Graines germées Organic sprout STEC STEC i STEC STEC
2020 | 473 alfalfa bio (luzem) / 0111 0111 / NA 0111 STEC 0111 0111 STEC 0111 + 0111 PD | 3 |a
Graines germées
. .| Sprouts (luzerne, STEC STEC STEC STEC STEC
2020 653 ciIZalfa radis fenouil radish and fennel) / 0157 0157 0157 + 0157 PD 0157 - 0157 STEC 0157 + 0157 PD | 3 |a
Graines germées Organic sprouts
2020 654 | Alfalfa radis fenouil | (luzerne, radish and / - / NA - - / NA [ 3 |a
bio fennel)
Graines germées Organic sprouts
2020 655 h (luzerne, radish and / - / NA - - / NA | 3 |a
Alfalfa bio
fennel)
Graines germées Organic sprouts i STEC i STEC
2020 656 Alfalfa bio (luzerne) / / NA 0103 0103 STEC 0103 + 0103 PD | 3 |a
Graines germées Organic sprouts STEC STEC STEC STEC i STEC
20201 857 | 2 is rose bio (pink radish) | 0108 603 0103 | o103 | 7 0108 | PA | 5403 o103 |STECO103] + 01081 PA | 3 |a
Graines germées Organic sprouts STEC STEC STEC STEC STEC
2020 | 658 | - dis rose bio (pink radish) ’ 0145 0145 | oma5 | Y 0145 |"PD  g1g5 |STECOMS| 5y |STECOMS |+ Of45 [ 3 | @
Graines germées Sprouts (luzerne, STEC STEC STEC STEC STEC
2020 | 659 | Ajtatfa poireaux leeks) G T 0145 | o145 | * 0145 | PA 51030145 - o145 |STECOMS| # 0145 1 PA | 3 |a
* Analyses performed according to the COFRAC accreditation
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QUALICON DIAGNOSTICS LLC

VEGETABLES

Reference Alternative method: BAX® System Real-Time PCR Assays STEC Suite - Protocol @
method: Protocol @- Pre-warmed MP Media for 8 h at 41,5°C+1°C Protocol @ - Pre-warmed MP Media for 24 h at 41,5°C+1°C
ISO/TS 13136
Confirmation Confirmation
Year of | Sample Product Product Final Final result Eioal result >
analysis| N° French name Final Ina Inal resu Final i Inal resu S| 8
Y ( ) Result PcR | Finalresult | .| resultal Agree- PCR Final result | . Final lrle sult Agree- *f;:f’ =
direct na confir- ment direct na 2 ment | ©
result . result IMS resul . result IMS | confirmatory
streaking matory streaking tests
tests
cloz] Serogroup diil Serogroup Clz] Serogroup
result result result
2020 660 Graines germées Sprouts (luzerne, | i / NA i i | NA 3 | g
Alfalfa poireaux leeks)
2020 | 1504 |Craines germées Organic sprouts | i i / NA i i | NA | 3 |3
Alfalfa (luzerne)
2020 | 1505 Graines germées Organic sprouts | i i / NA i i | NA | 3 |3g
Alfalfa (luzerne)
Graines germées Organic sprouts STEC
2020 | 1506 | Alfalfa radis fenouil | (luzerne, radish and / 0103 - - - / PPNA - - / NA | 3 |a
bio fennel)
Graines germées Organic sprouts STEC
2020 | 1507 | Alfalfa radis fenouil | (luzerne, radish and / - - / NA 0103 - - / PPNA | 3 | a
bio fennel)
Graines germées Organic sprouts
2020 | 1508 | pjeaiy roquette (rocket) / i i ; NA i i / NA |3 |a
2020 | 1509 | Graines germees | Organic sprouts / : : / NA [STECOM11| - : | |PPNA| 3 |a
Alfalfa roquette (rocket)
STEC
0103
. ) 0157/
Graines germées . . STEC STEC STEC
2020 | 1510 raids rose Sprouts (pink radish) / 0157 0157 0157 + 0157 PD 8‘252 - - / PPNA | 3 | a
STEC
0157
Mélange de jeunes STEC STEC STEC STEC STEC
2020 | 474 pousses Baby leaves / 0111 STEC O111 0111 0111 + 0111 PD 0111 STEC 0111 0111 STEC 0111 + 0111 PD | 3 |b
2020 475 | Roquette Rocket salad + o111 - - - / ND - - / ND | 3 |b
2020 476 | Mache Lamb's lettuce / - / NA - - / NA | 3 |b
2020 477 | Méache Lamb's lettuce / - / NA - - / NA | 3 |b
2020 | 478 |JoUNESPOUSSES gy teaves / : / NA : : / NA | 3 |b
corsées
2020 | 479 |TUNSSPOUSSES Ipaby leaves / : / NA |STECO26 | - Sy | sTECO2%6 |+ 026 | PD | 3 |b
2020 480 | Mesclun Baby leaves / - / NA - - / NA [ 3 |b
2020 481 | Mesclun Baby leaves / - / NA - - / NA [ 3 |b
Jeunes pousses
e Baby leaves (green STEC STEC STEC STEC STEC
2020 661 ::szrltz, laitue rouge and red lettuce) / 0103 STEC 0103 0103 0103 + 0103 PD 0103 STEC 0103 0103 STEC 0103 + 0103 PD | 3 |b
Jeunes pousses
o Baby leaves (green STEC STEC STEC STEC STEC
2020 662 ::szrltz, laitue rouge and red lettuce) + 0111 0111 STEC 0111 0111 0111 + 0111 PA 0111 STEC 0111 0111 STEC 0111 + 0111 PA | 3 |Db
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QUALICON DIAGNOSTICS LLC

VEGETABLES

Reference Alternative method: BAX® System Real-Time PCR Assays STEC Suite - Protocol @
method: Protocol @- Pre-warmed MP Media for 8 h at 41,5°C+1°C Protocol @ - Pre-warmed MP Media for 24 h at 41,5°C+1°C
ISO/TS 13136 .. -
Confirmation Confirmation
Year of | Sample Product Product Final Final result Eioal result >
analysis N° French name Final Ina Inal resu Final . Inal resu Qe [
y ( ) Result pcR | Finalresult | .~ |resulal Agree- PCR Final result | o Flnalalrle sult Agree- *f;:f) S
result direct confir- ment | direct , ment | ©
: result IMS resu . result IMS | confirmatory
streaking matory streaking
tests
tests
cloz] Serogroup diil Serogroup Clz] Serogroup
result result result
2020 | 663 |jounes pousses | Baby leaves / : : / NA : : / NA | 3 |b
épinards (spinach)
2000 | 664 |Jeunespousses | Baby leaves / : : / NA : : / NA |3 |b
épinards (spinach)
Mélange de jeunes
2020 665 | Pousses [al_tue Baby Ieavgs (lettuce, + 0111 : i / ND : i / ND 3 b
roquette épinard et | rocket, spinach)
mezuna
Mélange de jeunes
pousses laitue Baby leaves (lettuce, STEC STEC STEC STEC STEC
2020 666 roquette épinard et | rocket, spinach) / 0145 SIEE LIS 0145 0145 ¥ s # 0145 SUECOIES 0145 STEC 0145 * s FL 31b
mezuna
Jeunes pousses STEC STEC STEC STEC STEC
2020 667 Roquette Baby leaves (rocket) + 0145 0145 STEC 0145 0145 0145 + 0145 PA 0145 STEC 0145 0145 STEC 0145 + 0145 PA | 3 |Db
2020 | 668 |ocUNeS pousses Baby leaves (rocket) / . / NA . . / NA | 3 |b
Roquette
2020 669 Jenunes pousses Baby leaves (corn / i i / NA i i / NA 3 b
Méache salad)
2020 | 670 |Jeunes pousses Baby leaves (corn / i / NA i i / NA | 3 b
Méache salad)
Jeunes pousses Baby leaves (green STEC STEC STEC STEC i STEC
2020 | 1511 laitue rouge et verte | and red lettuce) * e 0103 0103 0103 ¥ e PA 0103 0103 STEC 0103 * e PA | 3D
Jeunes pousses
. Baby leaves (red STEC STEC STEC STEC STEC
2020 | 1512 I;;::si;ouge verte et lettuce) + 0103 0103 0103 0103 + 0103 PA 0103 - 0103 STEC 0103 + 0103 PA | 3 |D
Jeunes pousses Baby leaves (green STEC STEC STEC STEC i STEC
2020 | 1513 laitue verte et rouge | and red lettuce) * ohte 0103 0103 0103 * ohte PA 0103 0103 STEC 0103 * he PA | 3 |D
2020 | 1514 :j:::tstepwsses Baby leaves (rocket) | + 0103 - - / ND - - / ND | 3 |b
Panaché de jeunes . STEC STEC STEC STEC STEC
2020 | 1515 pousses Baby leaves mix + 0103 0103 0103 0103 + 0103 PA 0103 - 0103 STEC 0103 + 0103 PA | 3 |D
2020 482 | Poireaux Leeks - / - - - / NA - - / NA | 3 |c
2020 483 | Tomate Tomato + o111 - - - / ND - - / ND 3 |¢C
Poivron corne de STEC STEC STEC STEC STEC
2020 434 beeuf Pepper + 0111 0111 STEC 0111 0111 0111 + 0111 PA 0111 STEC 0111 0111 STEC 0111 + 0111 PA | 3 |c
2020 485 | Courgette Zucchini + 0145 - - - / ND - - / ND 3 | ¢
2020 489 Harlco!s verts Forzen green beans / - - / NA - - / NA | 3 |c
surgelés
2020 | 490 | Poireaux surgelés Frozen leeks / - / NA - - / NA |3 |c
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VEGETABLES

Reference Alternative method: BAX® System Real-Time PCR Assays STEC Suite - Protocol @
method: Protocol @- Pre-warmed MP Media for 8 h at 41,5°C+1°C Protocol @ - Pre-warmed MP Media for 24 h at 41,5°C+1°C
ISO/TS 13136 S -
Confirmation Confirmation
Year of | Sample Product Product Final Final i il . >
analysis| N° French name Final Ina Inal resu Final i Inal resu S| 8
! ( ) Result pCR | Finalresut | - | resultal Agree- | pog | Finalresut [ oo | oSt Agree-| & | &
it direct confir- ment | direct , ment | ©
resu . result IMS resu . result IMS | confirmatory
streaking matory streaking
tests
Global o5t Global Global
result Serogroup result Serogroup result Serogroup
2020 | 491 |Olnonsrouges e ;on red onions / : / NA : : / NA | 3 |c
surgelés
Julienne de légumes | Frozen sliced STEC STEC STEC STEC
2020 | 492 surgelée vegetables / o157 |STECOTST 5157 | o157 ¥ Ve PD 0157 ) ) j PPNA| 3 | c
2020 | 671 |Champignon entier | Mushroom + | o | E° | stecozs | STEC | SRS+ 0% | PA | STECO | STECO% | 9o° | STECOZ | + 0% | PA |3 |c
. STEC STEC STEC STEC
2020 | 672 |Navet Turnip / 026 STEC 026 02 0% g 026 PD | STEC 026 | STEC 026 026 STEC 026 i 026 PD | 3 |c
2020 673 | Fenouil Fennel + 026 - - - / ND - - / ND 3 |c
2020 674 | Broccolis Broccoli + 0111 - - / ND - - / ND 3 |c
2020 675 | Broccolis Broccoli - / - / NA - - / NA | 3 |c
2020 | 1516 | oo " cut cauifiower ¢ | 0% : : / ND : : / ND | 3 |c
2020 | 1517 S:::g fleur frais Cut cauliflower / - / NA - - / NA | 3 |c
2020 | 1518 | Chou rouge coupé | Cut red cabbage + | ooz | SRS [stEco2s | SRS | S|+ 0% | PA |STECOZ6 | STECO% | °° | STECO | + 0% | PA |3 |c
2020 | 1519 | Chou rouge coupé Cut red cabbage / - - - / NA - - / NA | 3 |c
2020 | 1520 | Garottes rapées non | Sliced no seasoned || STEC lstecogs | STEC | STEC |1 05 | pp | sTECO6 | STECO6 | S1oC |sTECO26| + | 0% | PD |3 |o
assaisonnées carrots 026 026 026 026
2020 | 1521 CaroFtes répées non Sliced no seasoned / i / NA i i / NA | 3 | ¢
assaisonnées carrots
Champignon de Paris | Sliced white STEC STEC STEC STEC
2020 | 1522 en lamelles mushroom / 026 STEC 026 02 02 + 026 PD | STEC 026 | STEC 026 026 STEC 026 + 026 PD | 3 |c
2020 | 1523 Champignon de Paris | Sliced white / i / NA i i / NA | 3 | ¢
en lamelles mushroom
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Chilled raw ground beef - Protocol ®
Escherichia coli 0157:H7 Ad683
stx1+, stx2+, eae+
Seeding: storage 48 h at 3+2°C

Appendix 5 — Relative level of detection study: raw data

QUALICON DIAGNOSTICS LLC

Unpaired Total viable count: 4,0.106 CFU/g
Reference Alternative method: BAX® System Real-Time PCR Assays STEC Suite - Protocol @
method : Pre-warmed MP media 7 h at 41,5°C+1°C Pre-warmed MP media 24 h at 41,5°C+1°C
ISO/TS 13136° Confirmation 7h Confirmation 24h
Ne Contamination Number
sample Level (CFUk/as\,/:rlane) Result sarsglselgl\"rital Final PCR Finall result Fina!I resylt Final.result all Final resul ::Is?t?:; Final PCR Finall result Fina!I resylt Final _result all Final result ::Is?t?\?;
result direct confirmation | confirmatory samples/Total result direct confirmation | confirmatory samples/Total
streaking IMS tests streaking IMS tests
el Serogroup e 5 Serogroup s 5 Serogroup
result result result
1068 - / - - - / - /
1069 - / - - / /
1070 / 0 - / 0/5 - - / 0/5 / 0/5
1071 - / - - / /
1072 - / - - - - / - - - - /
1073 - / STEC 0157:H7 | STEC 0157:H7 | STEC 0157:H7 | STEC O157:H7 + 0157:H7 STEC O157:H7 | STEC 0157:H7 | STEC 0157:H7 | STEC O157:H7 + 0157:H7
1074 + 0157 STEC 0157:H7 | STEC O157:H7 | STEC O157:H7 | STEC 0157:H7 + 0157:H7 STEC 0157:H7 | STEC 0157:H7 | STEC O157:H7 | STEC O157:H7 + 0157:H7
1075 + 0157 STEC 0157:H7 | STEC 0157:H7 | STEC O157:H7 | STEC 0157:H7 + 0157:H7 STEC 0157:H7 | STEC 0157:H7 | STEC O157:H7 | STEC O157:H7 + 0157:H7
1076 + 0157 STEC 0157:H7 | STEC O157:H7 | STEC O157:H7 | STEC 0157:H7 + 0157:H7 STEC 0157:H7 | STEC 0157:H7 | STEC O157:H7 | STEC O157:H7 + 0157:H7
1077 + 0157 STEC 0157:H7 | STEC 0157:H7 | STEC O157:H7 | STEC 0157:H7 + 0157:H7 STEC 0157:H7 | STEC 0157:H7 | STEC O157:H7 | STEC O157:H7 + 0157:H7
1078 + 0157 STEC 0157:H7 | STEC 0157:H7 | STEC 0157:H7 | STEC O157:H7 + 0157:H7 STEC O157:H7 | STEC 0157:H7 | STEC 0157:H7 | STEC O157:H7 + 0157:H7
1079 + 0157 STEC 0157:H7 | STEC 0157:H7 | STEC 0157:H7 | STEC O157:H7 + 0157:H7 STEC O157:H7 | STEC 0157:H7 | STEC 0157:H7 | STEC O157:H7 + 0157:H7
1080 + 0157 - - - - / - - - - /
1081 + 0157 STEC 0157:H7 | STEC 0157:H7 | STEC 0157:H7 | STEC O157:H7 + 0157:H7 STEC O157:H7 | STEC 0157:H7 | STEC 0157:H7 | STEC O157:H7 + 0157:H7
1082 - / STEC 0157:H7 | STEC 0157:H7 | STEC 0157:H7 | STEC O157:H7 + 0157:H7 STEC 0157:H7 | STEC 0157:H7 | STEC 0157:H7 | STEC O157:H7 + 0157:H7
1083 Low 0,7 S 0157 13/20 : - - ] 13/20 - - - ] 13/20
1084 + 0157 - - / /
1085 - / - - - - / - - - - /
1086 - / STEC 0157:H7 | STEC 0157:H7 | STEC O157:H7 | STEC 0157:H7 + 0157:H7 STEC 0157:H7 | STEC 0157:H7 | STEC O157:H7 | STEC O157:H7 + 0157:H7
1087 0157 - - - - / - - - /
1088 - / STEC 0157:H7 | STEC 0157:H7 | STEC 0157:H7 | STEC O157:H7 + 0157:H7 STEC O157:H7 | STEC 0157:H7 | STEC 0157:H7 | STEC O157:H7 + 0157:H7
1089 - / - - - / - - - /
1090 - / STEC 0157:H7 | STEC 0157:H7 | STEC 0157:H7 | STEC O157:H7 + 0157:H7 STEC 0157:H7 | STEC 0157:H7 | STEC 0157:H7 | STEC O157:H7 + 0157:H7
1091 + 0157 STEC 0157:H7 | STEC 0157:H7 | STEC 0157:H7 | STEC O157:H7 + 0157:H7 STEC 0157:H7 | STEC 0157:H7 | STEC 0157:H7 | STEC O157:H7 + 0157:H7
1092 + 0157 - - - / - - - /
1093 + 0157 - - - - / - - - - /
1094 + 0157 STEC 0157:H7 | STEC 0157:H7 | STEC O157:H7 | STEC 0157:H7 + 0157:H7 STEC 0157:H7 | STEC 0157:H7 | STEC O157:H7 | STEC O157:H7 + 0157:H7
1095 | High 2,0 + 0157 5/5 - - - - - / 3/5 - - - - - / 3/5
1096 + 0157 STEC 0157:H7 | STEC 0157:H7 | STEC O157:H7 | STEC 0157:H7 + 0157:H7 STEC 0157:H7 | STEC 0157:H7 | STEC O157:H7 | STEC O157:H7 + 0157:H7
1097 + 0157 STEC O157:H7 | STEC 0157:H7 | STEC 0157:H7 | STEC O157:H7 + 0157:H7 STEC O157:H7 | STEC 0157:H7 | STEC 0157:H7 | STEC O157:H7 + 0157:H7
* Analyses performed according to the COFRAC accreditation
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Frozen raw ground beef - Protocol @
E. coli 0145 :H28 092-4

stx1+, stx2+, eaet
Seeding: storage 2 weeks at -20°C

Total viable count: 3.103 CFU/g

QUALICON DIAGNOSTICS LLC

Unpaired
Reference Alternative method: BAX® System Real-Time PCR Assays STEC Suite - Protocol @
method : Pre-warmed BPW 10 h at 41,5°C+1°C Pre-warmed BPW 24 h at 41,5°C+1°C
ISO/TS 13136* Confirmation 10h Confirmation 24h
Contamination Number
N° sample | Level level positive . . . Final result Final result Number . . . Final result Final result Nun_ﬂ_)er
(CFU/sample) Result samples/Total Final PCR Fmall result Fmgl resylt all positive Final PCR Fmall result Fmgl resylt all positive
result direct | confirmation i Total result direct | confirmation fi samples/Total
streaking IMS confirmatory samples/Tota streaking IMS confirmatory 24h
il Serogroup tests gl Serogroup tests sl Serogroup
result result result

1222 - / - - - / - - /

1223 / - - - / - /

1224 / 0 / 0/5 - - - / 0/5 - / 0/5

1225 / - - - / - /

1226 - / - - - - / - - - - /

1227 i 0145 STEC 0145 | STEC 0145| STEC 0145 | STEC 0145 i 0145 STEC 0145 | STEC 0145| STEC 0145 | STEC 0145 i 0145

1228 + 0145 STEC 0145 | STEC 0145 | STEC 0145 | STEC 0145 i 0145 STEC 0145 | STEC 0145| STEC 0145 | STEC 0145 i 0145

1229 + 0145 STEC 0145 | STEC 0145 | STEC 0145 | STEC 0145 i 0145 STEC 0145 | STEC 0145| STEC 0145 | STEC 0145 i 0145

1230 i 0145 STEC 0145 | STEC 0145| STEC 0145 | STEC 0145 i 0145 STEC 0145 | STEC 0145| STEC 0145 | STEC 0145 i 0145

1231 - / - - - - / - - - - /

1232 + 0145 STEC 0145 | STEC 0145 | STEC 0145 | STEC 0145 i 0145 STEC 0145 | STEC 0145| STEC 0145 | STEC 0145 i 0145

1233 i 0145 STEC 0145 | STEC 0145| STEC 0145 | STEC 0145 i 0145 STEC 0145 | STEC 0145| STEC 0145 | STEC 0145 i 0145

1234 i 0145 STEC 0145 | STEC 0145| STEC 0145 | STEC 0145 i 0145 STEC 0145 | STEC 0145| STEC 0145 | STEC 0145 i 0145

1235 + 0145 STEC 0145 | STEC 0145 | STEC 0145 | STEC 0145 i 0145 STEC 0145 | STEC 0145| STEC 0145 | STEC 0145 i 0145

1236 - / - - - - / - - - - /

1237 | v 18 + | o 15120 I'STEC 0145 STEC O145| STEC 0145 | STECO145 | + | Of45 17120 I'STEC 0145 STEC 0145 STECO145 | STECO145 |+ | 0145 17120

1238 + 0145 STEC 0145 | STEC 0145 | STEC 0145 | STEC 0145 i 0145 STEC 0145 | STEC 0145| STEC 0145 | STEC 0145 i 0145

1239 i 0145 STEC 0145 | STEC 0145 | STEC 0145 | STEC 0145 i 0145 STEC 0145 | STEC 0145| STEC 0145 | STEC 0145 i 0145

1240 i 0145 STEC 0145 | STEC 0145| STEC 0145 | STEC 0145 i 0145 STEC 0145 | STEC 0145| STEC 0145 | STEC 0145 i 0145

1241 + 0145 STEC 0145 | STEC 0145 | STEC 0145 | STEC 0145 i 0145 STEC 0145 | STEC 0145| STEC 0145 | STEC 0145 i 0145

1242 - / STEC 0145 | STEC 0145 | STEC 0145 | STEC 0145 i 0145 STEC 0145 | STEC 0145| STEC 0145 | STEC 0145 i 0145

1243 i 0145 STEC 0145 | STEC 0145| STEC 0145 | STEC 0145 i 0145 STEC 0145 | STEC 0145| STEC 0145 | STEC 0145 i 0145

1244 / - - - - / - - - - /

1245 - / STEC 0145 | STEC 0145| STEC 0145 | STEC 0145 i 0145 STEC 0145 | STEC 0145| STEC 0145 | STEC 0145 i 0145

1246 i 0145 STEC 0145 | STEC 0145| STEC 0145 | STEC 0145 i 0145 STEC 0145 | STEC 0145| STEC 0145 | STEC 0145 i 0145

1247 + 0145 STEC 0145 | STEC 0145 | STEC 0145 | STEC 0145 i 0145 STEC 0145 | STEC 0145| STEC 0145 | STEC 0145 i 0145

1248 i 0145 STEC 0145 | STEC 0145| STEC 0145 | STEC 0145 i 0145 STEC 0145 | STEC 0145| STEC 0145 | STEC 0145 i 0145

1249 | High 4,7 i 0145 5/5 STEC 0145 | STEC 0145| STEC 0145 | STEC 0145 i 0145 5/5 STEC 0145 | STEC 0145| STEC 0145 | STEC 0145 i 0145 5/5

1250 + 0145 STEC 0145 | STEC 0145 | STEC 0145 | STEC 0145 i 0145 STEC 0145 | STEC 0145| STEC 0145 | STEC 0145 i 0145

1251 + 0145 STEC 0145 | STEC 0145 | STEC 0145 | STEC 0145 i 0145 STEC 0145 | STEC 0145| STEC 0145 | STEC 0145 i 0145

* Analyses performed according to the COFRAC accreditation
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Raw milk - Protocol ®
Escherichia coli 026 Ad1741
stx1+, stx2+, eae+t

Seeding: storage 48h at 3+2°C

Unpaired Total viable count: 1,5.10° CFU/g
Alternative method: BAX® System Real-Time PCR Assays STEC Suite - Protocol ®
Reference method : Pre-warmed 2X BPW 20 h at 41,5°C+1°C
ISO/TS 13136 — —
Confirmation
N° sample Level Contamination level Number positive .
(CFU/sample) Result samples/Total Final PCR result | Final result Final result Final result all Final result Number positive
direct . ; . samples/Total
: confirmation IMS | confirmatory tests
streaking
Global result | Serogroup Global result Serogroup
312 - / - - / - /
313 - / - - / - /
314 / 0 - / 0/5 - - / - / 0/5
315 - / - - / - /
316 - / - - / - - /
317 + 026 STEC 026 STEC 026 STEC 026 STEC 026 + 026
318 - / STEC 026 STEC 026 STEC 026 STEC 026 + 026
319 + 026 STEC 026 STEC 026 STEC 026 STEC 026 + 026
320 + 026 STEC 026 STEC 026 STEC 026 STEC 026 + 026
321 + 026 STEC 026 STEC 026 STEC 026 STEC 026 + 026
322 - / STEC 026 STEC 026 STEC 026 STEC 026 + 026
323 + 026 STEC 026 STEC 026 STEC 026 STEC 026 + 026
324 + 026 STEC 026 STEC 026 STEC 026 STEC 026 + 026
325 + 026 STEC 026 STEC 026 STEC 026 STEC 026 + 026
326 Low 98 - / 14/20 STEC 026 STEC 026 STEC 026 STEC 026 + 026 19/20
327 ’ - / STEC 026 - STEC 026 STEC 026 + 026
328 - / STEC 026 STEC 026 STEC 026 STEC 026 + 026
329 + 026 STEC 026 STEC 026 STEC 026 STEC 026 + 026
330 + 026 STEC 026 STEC 026 STEC 026 STEC 026 + 026
331 + 026 - - / - - -
332 + 026 STEC 026 STEC 026 STEC 026 STEC 026 + 026
333 + 026 STEC 026 STEC 026 STEC 026 STEC 026 + 026
334 + 026 STEC 026 STEC 026 STEC 026 STEC 026 + 026
335 + 026 STEC 026/ 0103 STEC 026 STEC 026 STEC 026 + 026
336 - / STEC 026 STEC 026 STEC 026 STEC 026 + 026
337 + 026 STEC 026 STEC 026 STEC 026 STEC 026 + 026
338 + 026 STEC 026 STEC 026 STEC 026 STEC 026 + 026
339 High 6,9 + 026 5/5 STEC 026 STEC 026 STEC 026 STEC 026 + 026 5/5
340 + 026 STEC 026 STEC 026 STEC 026 STEC 026 + 026
341 + 026 STEC 026 STEC 026 STEC 026 STEC 026 + 026
* Analyses performed according to the COFRAC accreditation
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Raw milk cheese - Protocol @
Escherichia coli 0103:H2 03-35

stx1+, stx2-, eae+

Seeding: storage 48 h at 3+2°C

Unpaired Total viable count: 2.108 CFU/g
Reference method : Alternative method: BAX® System Real-Time PCR Assays STEC Suite - Protocol ®
ISOITS 13136 ’ Pre-warmed 2X BPW 20 h at 41,5°C+1°C
L Confirmation
0 Contamination Number positive
\"sample | Level ovel samples/Total Final result | Final result | Final result all Final result Number positi
(CFUIsample) Result Final PCR result :_ resu inal resu inal result a umber positive
irect confirmation | confirmatory samples/Total
streaking IMS tests
Global result | Serogroup Global result Serogroup
8230 - / / - /
8231 / / - /
8232 / 0 / 0/5 / - / 0/5
8233 / / - /
8234 / / - /
235 / / - /
236 / - - / - - /
237 - / STEC 0103 STEC 0103 | STEC 0103 STEC 0103 + 0103
238 + 0103 STEC 0103 STEC 0103 | STEC 0103 STEC 0103 + /
239 + 0103 - - / - - /
240 + 0103 STEC 0103 STEC 0103 | STEC 0103 STEC 0103 + 0103
241 - / STEC 0103 STEC 0103 | STEC 0103 STEC 0103 + 0103
242 + 0103 STEC 0103 STEC 0103 | STEC 0103 STEC 0103 + 0103
243 / - - / - - /
o Low 16 - e 9120 / : / 11120
246 - / - - / - - /
247 + 0103 STEC 0103 STEC 0103 | STEC 0103 STEC 0103 + 0103
248 / STEC 0103 STEC 0103 | STEC 0103 STEC 0103 + 0103
249 / STEC 0103 STEC 0103 | STEC 0103 STEC 0103 + 0103
250 / STEC 0103 STEC 0103 | STEC 0103 STEC 0103 + 0103
251 - / - - / - - /
252 + 0103 STEC 0103 STEC 0103 | STEC 0103 STEC 0103 + 0103
253 + 0103 - - / - - /
254 + 0103 STEC 0103 STEC 0103 | STEC 0103 STEC 0103 + 0103
8245 + 0103 STEC 0103 STEC 0103 | STEC 0103 STEC 0103 + 0103
8246 + 0103 STEC 0103 STEC 0103 | STEC 0103 STEC 0103 + 0103
8247 High 3,3 + 0103 5/5 STEC 0103 STEC 0103 | STEC 0103 STEC 0103 + 0103 5/5
8248 + 0103 STEC 0103 STEC 0103 | STEC 0103 STEC 0103 + 0103
8249 + 0103 STEC 0103 STEC 0103 | STEC 0103 STEC 0103 + 0103
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Baby leaves - Protocol @
Escherichia coli 0111 Ad981
stx1+, stx2+, eaet

Seeding: storage 48h at 3+2°C

QUALICON DIAGNOSTICS LLC

Unpaired Total viable count: 9,9.106 CFU/g
Reference Alternative method: BAX® System Real-Time PCR Assays STEC Suite - Protocol @
method : Pre-warmed MP Media 8 h at 41,5°C+1°C Pre-warmed MP Media 24 h at 41,5°C+1°C
o ISO/TS 13136* Confirmation 8h Confirmation 24h
" Cont?ercg}atlon Nun.'nl.aer | | | |
sample || (CFUI Result |, POMN® | Final PCR | Final result| Final result | Finalresult | Final resul NUmBer | Final PCR | Final result | Final result | P result | Finalresul Nurber
sample) > result direct | confirmation _aII po|5| ';.’I.e | result direct | confirmation _aII po|5| Il\'ll'e |
streaking IMS confirmatory samples/Tota streaking IMS confirmatory samples/Tota
clze] Serogroup tests el Serogroup tests ge Serogroup
result result result
384 - / - / - /
385 / - / - /
386 / 0 / 0/5 - / 0/5 - / 0/5
387 / - / - /
388 / - / - /
389 / - - - - / - - - - /
390 / STEC 0111 | STEC O111| STEC O111 | STEC O111 + 0111 STEC 0111 | STEC O111| STEC 0111 | STEC O111 + 0111
391 / - - - - / - - - - /
392 / STEC 0111 | STEC O111 | STEC 0111 | STEC O111 + 0111 STEC 0111 | STEC O111 | STEC 0111 | STEC O111 + 0111
393 / - - - - / - - - - /
394 / - / - - /
395 - / - - - - / - -/-I- - - /
396 + 0111 STEC 0111 | STEC O111 | STEC 0111 | STEC O111 + 0111 STEC 0111 | STEC O111 | STEC 0111 | STEC O111 + 0111
397 + 0111 STEC 0111 | STEC O111| STEC O111 | STEC O111 + 0111 STEC 0111 | STEC O111| STEC 0111 | STEC O111 + 0111
ggg Low 1,0 - ; 5/20 - - - - ; 7120 - - - - ; 7120
400 + 0111 STEC 0111 | STEC O111| STEC O111 | STEC O111 + 0111 STEC 0111 | STEC O111| STEC 0111 | STEC O111 + 0111
401 / - - - - / - - - - /
402 / - / - /
403 / - / - /
404 - / - / - /
405 + 0111 - / - /
406 + o111 - - - - / - - - - /
407 / STEC 0111 | STEC O111 | STEC 0111 | STEC O111 + 0111 STEC 0111 | STEC O111 | STEC 0111 | STEC O111 + 0111
408 / STEC 0111 | STEC O111 | STEC 0111 | STEC O111 + 0111 STEC 0111 | STEC O111 | STEC 0111 | STEC O111 + 0111
409 / STEC 0111 | STEC O111| STEC O111 | STEC O111 + 0111 STEC 0111 | STEC O111| STEC 0111 | STEC O111 + 0111
410 - / STEC 0111 | STEC O111 | STEC 0111 | STEC O111 + 0111 STEC 0111 | STEC O111 | STEC 0111 | STEC O111 + 0111
41 High 4.4 + 0111 2/5 STEC 0111 | STEC O111 | STEC 0111 | STEC O111 + 0111 4/5 STEC 0111 | STEC O111 | STEC 0111 | STEC O111 + 0111 4/5
412 + 0111 - - - / - - /
413 / STEC 0111 | STEC O111| STEC O111 | STEC O111 0111 STEC 0111 | STEC O111| STEC 0111 | STEC O111 0111
* Analyses performed according to the COFRAC accreditation
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Appendix 6 — Inclusivity and exclusivity study: raw data

LNR strains
ADRIA Strains

INCLUSIVITY

Protocol ®- Pre-warmed MP Media (41.5°C) - 7 h at 41.5°C
Virulence gene CFU/ PCR results 7h Final result
AL e RS D GOCRE e 225ml | Screening Assay Panel 1 Assay (026, 0111, 0121) Panel 2 Assay (045, 0103, 0145) E. coll O157-H7 Final PCR confimaton
tx oae 026 o111 0121 045 0103 0145 0157 H7 result oot
stx1 | stx2 eea Result| Ct |Result| Ct |Result| Ct |Result| Ct |Result| Ct |Result| Ct |Result| Ct |Result| Ct |Result| Ct |Result| Ct ?é‘;zﬂ' Serogroup
1 |Ecoli |026:111 | CIP 104673/ v | - |+ | 34 | + |335] +« |207] + [317] - J oo | - Joo| - Joo| - Joo| - oo | - |00 - Joo]| « 026 STEC 026
2 |Ecoli [026  |Ad1741  |Rawmikcheese | + | - | + | 37 | + |227| + |219] + [233| - |00 | - 100 - 00| - |00] - 00| - 00| - |00 | + 026 STEC 026
3 [Ecoli |026  |Ad2298 | Dairy product v | - |+ 35 | + |24 + [218] + 233 - |00 - (00| - |00] - J00] - [00] - (00| - o0 + 026 STEC 026
4 [Ecolil 026  |Ad2303  |Rawmikcheese | - | + | + | 76 | + |232] + 247 + |235] - 100 ] - J00] - Jo0] - Jo0| - |00 - |00 - o0 = 026 STEC 026
5 [Ecoi |026  |Ad2671 | Dairy product T+ [+ 31 | + |29 + [216] + [23] - |00 - |00 - (00| - |00 - 00| - o0 | - |00 + 026 STEC 026
6 |Ecoli |026  |Ad2675  |Rawmikchesse | - | + | + | 56 | + |220] + |218] + [230] - 100 | - 00| - 00| - 00| - |00 - |00 - [00] =+ 026 STEC 026
7 [Ecoli 026 |Ad2678 | Dairy product v | - [+ 31 | + |236] +« |22 + 241 - Joo0o | - Joo| - Joo| - Joo| - Joo| - Joo0 | - Joo]| =« 026 STEC 026
8 |Ecoli |026:H11 1367;'3138 Meat e | o | e 224 0+ 28|+ |22 - oo | - loo| - ool - lool - loo| - ool - |oo| + 026 STEC 026
9 [Ecoli |026H11 [12:62 Meat v | - |+ 38 | + |23 + |215] + 248 - |00 - 00| - |00] - Jo0| - (00| - (00| - o0 | + 026 STEC 026
10 |Ecoli |026:H11 1453 Meat v | - |+ 28 | + |220] +« [212] + [243] - Jo00 | - Joo| - Joo| - Joo| - Joo| - Jo00 ] - Joo]| =« 026 STEC 026
11 |Ecoli |026:H11 [1311-12 | Cream ~ (@ |+ 32 | + |213] + | 214 + |244] - [00] - 00| - 00| - J00| - |00 - |00 - |00 + 026 STEC 026
12 |Ecoli | 026:H11 3754122 | Cheese s (C+d) sl 3 |+ 214+ 200] + [241] - ool - ool - lool - ool - loo| - |oo| - |o00]| =« 026 STEC 026
13 |Ecoli |0103  |Ad982 | Animal sl - |+ 18 | ¢+ |25 + 193] - ool - {oo| - |oo| - ool + 2;' ool - ool - |oo| + 0103 | STEC 0103
14 |Ecoli |0103  |Ad1772 |/ s | o L+ 39 | + |218] + |188] - |00 - |oo| - |oo| - |oo]| + 252' ool - ool - |oo| + 0103 STE(%?(;%
15 | Ecoli |0103:H2 |Ad1773 | Cheese s | o+ |+ 40 | + |208| + |176] - Joo| - |oo| - |oo| - |oo]| + 2;' ool - ool - |oo| + 0103 | STEC 0103
16 |Ecoli | 0103:H2 | 1144 Dairy product s | oL+ a4 | o 23] o+ |27 - oo - |oo| - lool - |oo]| + 2;' ool - ool - |oo| + 0103 | STEC 0103
17 |Ecoli |0103H2 |821-76 | Dairy product sl o+ |+ a2 | o+ 224 + |23 - ool - |oo| - ool - ool + 25' ool - ool - |oo| + 0103 | STEC 0103
18 |Ecoli | 0103:H2 |56-12 Meat s | o |+ a6 | + |oaal + |23 - |oo| - |oo| - |oo| - |oo]| + 253' ool - ool - |oo| + 0103 STE(%?(;%
19 |Ecoli | 0103:H2 f62'°3'18' Meat e | ] ae |+ |22 ¢ 21] - oo - oo | - |oo| - |ool| + 25' ool - ool - |oo| + 0103 | STEC 0103
20 |Ecoli |0103:H2 |V92-362 | Meat s | o L+ st | o+ |2l o+ |52 - oo - |oo| - lool - |oo]| + 254' ool - ool - |oo| + 0103 | STEC 0103
21 |Ecoli |0103H2 |03-35 Meat sl - |+ 38 | o+ |29 + 214 - ool - {oo| - |oo| - ool + 2§' ool - ool - |oo| + 0103 | STEC 0103
22 |Ecoli |0103:H2 |72-11 Meat s oL+ 33 | o+ |24 + |24 - oo - |oo]| - Joo| - |oo]| + 222' ool - ool - |oo| + 0103 | STEC 0103
23 [Ecoll |O111H8 |DEC8b | Clinic v | + |+ 31 | + |246] + |242] - 00| + | 53] - Joo| - Joo| - Joo| - oo | - Joo | - Joo]| =« 0111 | STEC O111
24 [Ecoli |01 |Ad981 | Animal v |+ |+ 14 | + [307] + 1306 - |00 + |308] - J00] - J00| - oo - J00o| - [00] - Jo0o] + 0111 | STEC O111
25 |Ecoli |O111:H8 [125131 | Dairyproduct | +(a) (C+d) s 29 | o+ |204] + |280] - |00 | + |274| - loo| - |oo| - |oo|l - |oo| - |oo| - |o00]| =« o111 | STEC 0111
26 |Ecoll |O111:H8 | 1391-40 | Dairy product v | - |+ 2 | + |273] +« |29 - Jo00| + |7 - Joo| - Joo| - Joo| - Joo| - Joo| - Joo]| « 0111 | STEC O111
27 |Ecoli |O111:H8 |577-64  |Dairyproduct | +(a) (C+d) s 28 |+ |203| + |281] - oo | + |280] - |oo| - |oo| - ool - |oo| - |oo| - |o00]| =« o111 | STEC 0111
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INCLUSIVITY

Protocol @®- Pre-warmed MP Media (41.5°C) - 7 h at 41.5°C

Virulence gene CFU/ PCR results 7h Final result

N° | Strain | Serotype | Reference Origin 225ml Screening Assay Panel 1 Assay (026, 0111, 0121) Panel 2 Assay (045, 0103, 0145) E. coli O157:H7 Final PCR °°”c‘;'irr'2;t'°”

six cae 026 0111 0121 045 0103 0145 0157 H7 result stroaking

stx1 | stx2 ";a Result| Ct |Result| Ct |Result| Ct |Result| Ct |Result| Ct |Result| Ct |Result| Ct |Result| Ct |Result| Ct |Result| Ct ?‘l‘;ﬁﬁ' Serogroup

28 |Ecoli |0111:H8 59395  |Dairyproduct | +(a) (C+d) +1 20 | + |275] + |267| - |00 | + |270] - |o00| - loo| - |oo| - |oo| - |o0| - |o00| + 0111 STEC 0111
29 |Ecoli |0111:H8 |622-4 Dairy product | + () (C+d) | 37 |+ |2t9| + |272| - |00 | + |274| - |o0| - |oo| - |oo| - |oo| - |o0| - |00 + 0111 STEC 0111
30 |Ecoli | 0145 | Ad983 Animal S+ [+ | 39 | + |245] + | 23] - 00| - |00 - Joo| - |oo| - |oo0| + |24 - |00 | - |00 | + 0145 STEC 0145
31 [Ecoli | 0145  |Ad2310 | Unknown T+ [+ 29 | + |264] + 247 - 00| - 00| - Joo| - 00| - |oo| + |24 - 00| - |00 | + 0145 STEC 0145
32 | E.col 3145:"'2 23051 | Meat e | 19 |+ |82 ¢ 27| - Joo| - oo - loo| - |oo| - |oo| + |2s8] - |oo| - |oo| + 0145 | STEC 0145
33 | Ecol §145:H2 1331-100 | Meat e | ] 2 |+ 244 + 29| - Joo| - |oo| - loo| - ool - |oo| + |2:6| - ool - |oo| + 0145 | STEC 0145
% | Ecoi |91 11502105 | Meat |+ |+ 30 | + |25 + |22 - [o00| - [00o| - |oo| - |oo| - [00| + [240] - |00 | - |00| + | Ou5 | STECOMS
35 | Ecol §145:H2 1867-177 | Meat e |+ ] 53 | o+ |2a0| + |24l - ool - |oo| - loo| - ool - |oo| + |2:5] - ool - |oo| + 0145 | STEC 0145
3% |Ecoii | 0" Josa | Meat |+ |+ s | o+ |2a2] + |286] - 00| - |00 | - |oo| - [00] - |oo| + |235| - 00| - |o0o| + | o5 | sTECOMS5
37 |Ecoli | O157:H7 | 769 Ground beef - [ +@ | + | 40 | + |238] + [207] - 00| - 00| - |00 - 00| - 00| - |00 ]| + |287| + |288| + | O157H7 | STEC O157H7
38 |Ecoli |0157:H7 |803 Meat . (C+d) + 38 | + [304] + |284] - |00]| - |o00| - 00| - |oo| - 00| - |o00| + [321| + [344| + | O157:H7 | STEC O157:H7
39 |Ecoli |O157:H7 |1043 VHS beef +(a) (C+d) + | 33 | + |272] + |265] - |00| - |00 | - 00| - |oo| - 00| - 00| + [309| + [322| + | O157:H7 | STEC O157:H7
40 |Ecoli |O157:H7 [12111 | VHS beef T+ [+ 32 | + |308] + |296] - 00| - |00 - 00| - 00| - [00| - |00 + [334| + [350| + | O157:H7 | STEC O167:H7
M |Ecoli |O157H7 |52-33N°34 | VHS |+ L+ 38 | o+ 29| ¢ 6] - |oo| - ool - ool - loo| - loo| - |o00]| + |205| + |209| + | o157:H7 STE%%QTW
42 |Ecoli |O157:H7 |Ad683 Ground beef ¥ |+ |+ | M | + |57 + |244] - (00| - 00| - 00| - 00| - 00| - |00 + |301] + |298| + | O157:H7 | STEC O157:H7
43 |Ecoli |O157:H7 | Ad685 Ssjfrmj:;? . + | +| 40 | + |283| + [259] - |00 - 00| - 00| - |00| - |o00| - |00| + [311] + [321| + | O157:H7 | STEC O157:H7
44 |Ecoli |O157:H7 |Ad489 Frozenbeefballs| + | + | + | 20 | + |249| + |239| - | 00| - | 00| - |00] - |00| - |00| - |00| + |276]| + |285| + | O157:H7 | STEC O157:H7
45 |Ecoli |O157:H7 |ET8 ‘F’)Y:rt]‘t*”reatme”t . + |+ 40 | + |21 + |[238| - 00| - 00| - 00| - |oo| - 00| - |00 | + [277| + |286| + | O157:H7 | STEC O157:H7
46 |Ecoli | O157:H7 |Ad924 Ground beef “ |+ [+ | 46 | + |266] + |246] - | 00| - |00 | - 00| - 00| - 00| - |00| + |285| + |296| + | O157:H7 | STEC O157:H7
47 |Ecoli |O157:H7 |Ad1071 | Ground beef |+ [+ | 39 | + |314] + |290] - | 00| - 00| - 00| - 00| - 00| - |00 + [321| + [350| + | O157:H7 | STEC O157:H7
48 |Ecoli |O157:H7 |Ad1174 Eggengr"“r‘d . + |+ 30 | + [352] + [339| - 00| - 00| - 00| - |oo| - 00| - |00 | + [397| + |422| + | O157:H7 | STEC O157:H7
49 |Ecoli |O157:H7 |Ad1745 | Raw cheese |+ [+ | 47 | + |338] + |319] - | 00| - |00 | - 00| - 00| - 00| - |00 + [364| + |382| + | OI57:H7 | STEC O157:H7
50 |Ecoli | O157:H7 |Ad2222 | Ground beef “ |+ [+ | 49 | + |334] + |312] - |00 ] - |00 - 00| - 00| - |00| - |00 + |356]| + |387| + | O157:H7 | STEC O167:H7
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EXCLUSIVITY

BPW 24h at 37°C
N° Strain Serotype Reference Origin P STED S (I::# PeResuls E'Cn:?zl
Screening Assay Panel 1 Assay (026, 0111, 0121) Panel 2 Assay (045, 0103, 0145) E. coli O157:H7 result
six eae 026 o111 0121 045 0103 0145 0157 H7
stx1 | stx2 | eae Result | Ct | Result| Ct | Result | Ct | Result | Ct | Result| Ct | Result | Ct | Result | Ct Result Ct | Result | Ct | Result | Ct

1 fjlfhe”C”’a 026:H11  |AEEC 335 Daryproduct | - | - | +b|29405| - |00 | + |216| + |237| - loo| - |oo| - |oo| - |oo| - Jool| - [o0| - |o0]| -
2 | ESCheMENa | 157426 | AEEC 561 Meatproduct | - | - |+b|14105| - |00 | + [214] - |oo| - 00| - |oo| - |oo| - |oo| - |oo| + |25 - |o0]| -
3 fj,fhe”C”’a O145:H28  |AEEC 1387-177 | Dairyproduct | - | - |+g |20405| - |00 | + |216| - |o0| - |oo| - |oo| - |oo| - |oo| + l2o86| - |o0| - |o0]| -
4 | ESChenchia | o1asios. | 529-64 Meatproduct | - | - | - |25105| - |00 | - [o0| - |oo| - 00| - |oo| - |oo| - loo| - |oo| - |oo| - |oo| -
5 fj,fhe”C”’a O145:H28-  [2369 Dairyproduct | - | - | - |25405| - |00 | - |oo| - |oo| - loo| - loo| - |oo| - |oo| - Jool| - [o0| - |o0]| -
6 | SCHemh oot 113482 Dairyproduct | + | +b | - [40105| + [202| - |00 | - |o0| - |o0o| - |oo| - loo| - |oo| - |oo| - |oo| - |o0]| -
7 fj,fhe”C”’a O113H21  |STEC-19-50  |Meatproduct | - | + | - |44105| + |194| - |oo| - |oo| - |oo| - |oo| - |oo| - |oo| - loo| - |oo| - |o0]| -
g | ESCHemoh g | Ads13 Clinic Sl w3005 - oo | + [219] - |oo| + |26 - |oo| - |oo| - |oo| - |oo| - |oo| - |00 -
g | EScherchia | o111 Ad1775 Clinic e o 1et0s| - oo | - ool - oo + |24 - |oo| - Jo1| - Joo| - |oo| - |o0| - |00 -
10 | ESChenchia | oo Ad1743 Meatproduct | - | - | - |14105| - |00 | - [o0| - |oo| - 00| - |oo| - |oo| + |28 - |oo| - |oo| - |o0]| -
1 fj,fhe”C”’a 0103 Ad1862 Daryproduct | - | - | + |24405| - |00 | + |214| - |oo| - loo| - |oo| - |oo| + |208| - Jool| - 00| - |o00]| -
12| ESChenchia. | oo Ad1739 Daiyproduct | - | - | + [22105] - |00 | + |214| + |287] - |o0o| - |oo| - oo| - |oo| - |oo| - |oo| - |o0]| -
13 fj,fhe”C”’a 026 Ad1864 Meatproduct | - | - | + |24405| - |00 | + |215| + |234| - loo| - |oo| - |oo| - |oo| - Jool| - [o0o| - |o0]| -
14| ESChenchia. | oo Ad2677 Daiyproduct | - | - | + [22105] - |00 | + |213| + |287] - |o0o| - |oo| - oo| - |oo| - |oo| - |oo| - |o0]| -
15 | ESCNEMENE  otszhr | ENVATT Envionment | - | - | + [26105| - |00 | + |206] - |00| - 00| - 00| - 00| - |oo| - |oo| + |241| + |232]| -
16| MMM 01577 | Ad2301 Envionment | - | - | + [34105| - |00 | + |214] - |oo| - |oo| - |o0| - |oo| - |oo| - |oo| + |253] + |233] -
17| ESCNEMENa  ogzra3 | Ads03 Clinic o o210 - oo | - ool - Joo| - Joo| - ool - Joo| - |oo| - |oo| - |o0| - |00 -
18| ESCHeMONE T ozgh11  |ATCC 35401 | Clinc o o0 - oo - ool - oo - Joo| - ool - Joo| - |oo| - |oo| - |oo| - |00 -
19 | ESCEMENa o e Ad506 Clinic o o 1etes| - oo - ool - Joo| - Joo| - ool - Joo| - |oo| - |oo| - |o0| - |00 -
20| ESPeneNa | ogiag Ad507 Clinic o - leetes| - oo - ool - Joo| - Joo| - ool - Joo| - |oo| - |oo| - |oo| - |00 -
21 fj,fhe”C”’a 086:H43 | Ad509 Elephant Lol - 22108 - oo - oo - ool - Joo| - ool - ool - |oo| - loo| - |oo| - |oo]| -
22| ESOOONa - oro8Hp | Adst12 Clinic Sl w2805 - oo | + |23 - Joo| - Joo| - ool - Joo| - |oo| - |oo| - |oo| - |00 -
23| ESTMMON | 7818012 | ATCC 43896 | Clinc o o f2at0s| - oo | - ool - oo| - Joo| - ool - Joo| - |oo| - |oo| - |o0| - |00 -
24| ESOPONONE | 010421 | Adste Clinic o - 27108 - oo | - ool - Joo| - Joo| - ool - Joo| - |oo| - |oo| - |oo| - |00 -
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EXCLUSIVITY

BPW 24h at 37°C
. PCR results ,

N° Strain Serotype Reference Origin P STED S (I::# E'Cn:?al

Screening Assay Panel 1 Assay (026, 0111, 0121) Panel 2 Assay (045, 0103, 0145) E. coli O157:H7 result

six cae 026 0111 0121 045 0103 0145 0157 H7
stx1 | stx2 | eae Result Ct Result | Ct | Result| Ct | Result | Ct | Result | Ct | Result | Ct | Result| Ct Result Ct | Result | Ct | Result| Ct
25 fjlfhe”c”’a 055:H7 Ad518 Clinic o e 2310s] - oo | + 203 - ool - loo| - loo| - |oo| - Joo| - lool| - |oo]| + |28| -
2 fg,‘l?he’ chia | 010746 | Ad520 Clinic o e 10| - oo o+ |23 - ool - lool - loo| - loo| - Joo| - lool| - |oo| - |ool| -
27 fj,fhe”c”’a 0126 Ad1776 Clinic o - 12108 - oo - oo - ool - loo| - loo| - |oo| - Joo| - loo| - |oo| - |ool| -
28 f(f,‘l?he’ ichia | 64512 Ad1778 Unknown # | - |+ 3310 + |218| + |220] - |oo| - |oo| - |oo| + [215] - |00 . 00| - 00| - |00/ -
29 fj,fhe”c”’a 0121 Ad1779 Unknown o e 19105 - oo | ¢ 225 - ool - lool| + |21 - loo| - Joo| - loo| - |oo| - |ool| -
30 | Citrobacter |, ATCC 51116 | Hamster -l - |+ 15105 - | o0 | + |26| - 00| - 00| - |o00]| - |o0| - |o00 - 00| - (00| - |o00]| -
rodentium
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Appendix 7 - Results obtained by the collaborative laboratories and the expert laboratory

Collaborator A1
Aerobic mesophilic flora: 9,3.10¢ CFU/g

Alternative method: BAX® System Real-Time PCR Assays STEC Suite and BAX® System Real-Time PCR Assay for E. coli 0157:H7
(pre warmed MP media 7h at 41.5°C)
Confirmation
Reference Method ISO/TS 13136 Immuno-
. . concentration
PCR results 7h Direct streaking (ImS): if
o necessary §
2 ADRIA internal method PCR on colonies E.l
3 . . . Panel 1 Assay Panel 2 Assay E. coli Screening Panel 1 Assay Panel 2 Assay E. coli g 7 &
2 PCR results Confirmation c Screening ASSay | o6 0111, 0121) | (045,0103,0145) | O157:H7 CHE?éﬂggar Assay | (026,011, 0121) | (045,0103, 0145) | 0157:H7 s | 2] &
H o = =] [3] =
Direct After IMS = 2| stx | eae | 026 | 0111|0121 | 045 | 0103 | 0145 | 0157 | H7 Number | Latex | o | eae | 026 | 0111 | 0121 | 045 | 0103 | 0145 | 0157 | H7 g £ 2
Final PCR |—eaking =| E= |8 Final of |SLIDEX® CHROMagar | &
Rosult | & 5 8 §| €2 |= PCR colonies | 026 STEC | §
) B0 |2 B 2|5 5| B |E| 2| 2 | 2|2 2|2 2| 2| |3 et Toa |tstd | ) |B|T(E| | T | 2| 2| T| 2|2
s | eae | o sE |z| cE |28 | E s|s|s|s|s|s|s|s|3|¢ Cics s|s|s|s|s|s|s|s|35|z2
group eH || 26 | S | i S I I I I I I I I (411 = = I = e I I I I
5 (&) 5 (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&)
3 | +910 | #3697 | - - | 00 | 00 | 00 | 00 ] 00 |00 00| 00| 00 |00 - - / NA
4 | +30,13 | +34,87 | +36,57 | STEC 026 1 00 | 00 | 00 | 00 ] 00 |00 00| 00| 00 ]00] - - / NA
7 [+30,48 | +32.87 | +33.02 | STEC 026 1 00 | 00 | 00 | 00 ] 00 |00 00| 00| 00 00| - - / NA
10 | +33,35 | +34,03 | +36,09 | STEC 026 1 00 | 00 | 00 | 00 ] 00 |00 00| 00| 00 00| - - / NA
14| - - I 00 | 00 | 00 ] 00 ] 0000|0000 00]00]| - - / NA
17 [+26.86 | +18,78 | +3124 | STECO26 | - - - NN 00 | 00 | 00 ] 00 ] 0000|0000 00]00] - - / NA
21 | +34,24 | +34,08 | +33.43 | STEC 026 | doubtful + | + | doubtful + | + | - | stx- 00 | 00 | 00 ] 00 ] 0000|0000 00]00] - - / NA
24 | +29.14 | +37,06 | +34,07 | STEC 026 | - - - NN 00 | 00 | 00 ] 00 ] 0000|0000 00]00] - - / NA
1] - - - - - RN - -] 00 | 00 ] 00 ] 00]00]00]00]00]00]00]| - - / NA
8 | +2536 | +25.02 | +25.12 | STECO26|  + ¥ ¥ + |+ | / |STECO2| + | 00 | 00 | 00 | 0.0 | 0.0 | 00| 00 | 00 | 00 | 00| - - / ND
11 | +2578 | +26,16 | +24,39 | STEC026 | _+ " " + |+ | / |STECO26| + | 00 | 00 | 00 | 0.0 | 0.0 | 00| 00 | 00 | 00 | 00| - - / ND
12 | +35,01 | +35,99 | +36,03 | STEC026 | - - - AN - - 00 | 00 | 00 ] 00]00]00]00]00]00]00]| - - / - NA
16 | +2527 | +34.36 | +2548 | STECO26| + |+ | + |+ |+ | 1 |stECO26| + | 324 | 315 | 324 | 00 | 0.0 | 00| 00 | 00 | 00 | 00 SJZE(S + 1 +  |219]208|246| 00 | 00 | 00| 00 | 00 | 00 |00 / SJZE(S + | PA
18 | +180 | +19.97 | +1839 | STECO26| + |+ | + |+ |+ | 1 |steEco2s| + | 319 | 309 | 327 | 00 | 0.0 | 00| 00 | 00 | 00 |00 SJZE(S + 1 v |223]214]247] 00 | 00 | 00| 00 | 00 | 00 |00 / SJZE(S + | PA
20 | +31.34 | +34.65 | +3145 | STEC026 | - - - AN - - 00 | 00 | 00 | 00|00 ]00]00]00]00]00]| - - / - NA
22 [ +3081 | +17.76| - - - - - RN - = 00 | 00 | 00 | 0000 ]00] 00000000 - : / - NA
2 |+1943|+1889 | +1845|STECO26| + |+ | + |+ |+ | / |steEcozs| + | 322 | 313 | 34 | 00| 00 [00] 00 | 00 | 00 |00 sngé: + 1 v [219]208]239] 00 | 00 | 00| 00 | 00 | 00 |00 / ngE(f + | PA
5 | +21,04 | +21,08 | +20.80 | STECO26|  + ¥ ¥ + |+ | 1 |sTEco2e| + | 321 | 31 | 334 | 00 | 00 |00 00 | 00| 0000 ngEg ¥ 1 + 224|211 (243| 00 | 00 | 00| 00 | 0.0 | 0.0 |00 / sngé; + | PA
6 |+2105|+2008 | +1991|sTECO6| + |+ | + |+ |+ | / |stEcozs| + | 339 | 327 | 35 | 00 | 00 | 00| 00 | 00 | 00 |00 SJZE(S + 1 v |223]213]246] 00 | 00 | 00| 00 | 00 | 00 |00 / SJZE(S + | PA
9 |+2107|+2216 | 42118 |sTECO| + |+ | + |+ |+ | / |stEcoz| + | 334 | 322 | 362 | 00 | 00 | 00| 00 | 00 | 00 |00 SJZE(S + 1 v |222]214]245] 00 | 00 | 00| 00 | 00 | 00 |00 / SJZE(S + | PA
13 | +2172 | +2146 | +2120 | STECO26| + |+ | + |+ |+ | 1 |stEco2s| + | 327 | 315 | 339 | 00 | 00 | 00| 00 | 00 | 00 |00 SJZE(S + 1 v |224]213]248] 00 | 00 | 00| 00 | 00 | 00 |00 / SJZE(S + | PA
15 | +18.01 | +2527 | +1926 | STECO26| + | +| + |+ |+ | / |sTEcozs| + | 323 | 312 [ 331 | 00 | 00 | 00| 00 | 00 | 00 | 00 sngé: + 1 v |24|212]242] 00 | 00 | 00| 00 | 00 | 00 |00 / ngE(f + | PA
19 | +20,18 | +3149 | +1952 | STEC026|  + ¥ ¥ + |+ | 1 |sTEco2e| + | 319 | 31 | 324 | 00 | 00 |00 00 | 00| 00 |00 ngEg ¥ 1 +  |237]225|257| 00 | 00 | 00| 00 | 00 | 00 |00 / SJZEGC + | PA
23 | +17,19 | +32,89 | +1873 | STEC026|  + ¥ ¥ + |+ | 1 |sTEco2e| + | 20 | 28 |302 | 00 | 00 |00 00| 00| 0000 ngEg ¥ 1 +  |218]209 (241 00 | 00 | 00| 00 | 0.0 | 0.0 |00 / sngé; + | PA
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Collaborator A2
Aerobic mesophilic flora:  3,6.10¢  CFU/g

Alternative method: BAX® System Real-Time PCR Assays STEC Suite and BAX® System Real-Time PCR Assay for E. coli 0157:H7
(Pre warmed MP media 7h at 41,5°C)
Confirmation
. . concentration
PCR results 7h Direct streaking (IMS): if
necessary %
%E’L ADRIA internal method PCR on colonies 3
S . . - Screening Panel 1 Assay Panel 2 Assay E. coli Screening Panel 1 Assay Panel 2 Assay E. coli ‘E E s
2 PCR results Confirmation E Assay | (026,0111,0121) | (045, 0103,0145) | O157:H7 CHggyggar Assay | (026,0111,0121) | (045, 0103,0145) | O157:H7 = | £
R [ o =] © 9
Direct After IMS « S | stx | eae | 026 | 0111 | 0121 | 045 | 0103 | 0145 | 0157 | H7 Number | Latex | stx | eae | 026 | 0111 | 0121 | 045 | 0103 | 0145 | 0157 | H7 T |E| 2
streaking =| 2 8 Final of | SLIDEX® CHROMagar | & |
Final PCR o | & B x ina . Y =
. . x| 6 £ = PCR colonies | 026 STEC 8
Resut | & |08 | o O8] & B I e S I e R e = . tested o =] =] =] =] = =] = =] = =
o |Z|(fo| 2 |58 € |E|3|3|3| 3|3 |3| 3| 3| 3 |z resut] Typical sted] () |38 g) g 3 3 g3 g 3
six | eae | serogroup SE| |5 & |8|x| 8 gls|s|s|s|lgle|ls|8 | colonies gls|s|s|s|lels|ls|8|8
%"’ 5 %"’ 5 o E s|c|c| 5|5 ||| 6| 8|5 (+/) s|c|c| 5|5 || |6 8|6
|1
27 | +29,68 | +38,71 - - - B - - [ 00/00][00] 00 00 |00] 00 00] 0000 - / - - | NA
30 | +2962 | +30,50 | +30,12 | STEC026| - | - | - I 7 - - [ 00/00[00] 0000 [00]00]00]00]00] - - / - - | NA
31 | +28,32 | +3563 | +3691 | STECO026| - | - | - I 7 - - 00/ 00][00] 0000 00[00]00]00]00] - - / - - | NA
32 | 30,24 | +34,17 | +3473 |STECO026| - | - | - I 7 - - [ 00/00[00] 0000 [00[00]00]00]00] - - / - - | NA
30 | +30,36 | +30,96 | +3156 |STECO026| - | - | - 7 - - {00/ 00][00] 0000 [00]00]00]00]00] - - ] - - | NA
41 [+32,01 | +3357 | +3443 |STECO26]| - | - | - 7 - - {00 00]00] 0000 00]00]00]00]00] - - / - - | NA
43 [+3081] - 32,96 - - -1 - 7 - - {00/ 00][00] 0000 00]00]00]00]00] - - / - - | NA
47 | +32,17 | +3358 | +3478 |STECO26| - | - | - 7 - - [00]00]00] 0000 00]00]00]00]00] - - / - - [ NA
25 | +7.92 | +3726| +3572 |STECO26| - | - | - -l - - |249|236(266| 00 | 00 |00] 00 | 00 | 00 |00 ngEg + 1 +  |228|21,7|241| 00 | 00 | 00| 00 | 00 | 00 |00 / SJZEBC + | PD
29 | 17,27 | +17,29| +1756 |STEC026| + | + | + | + |+ |/ [STECO26| + | 00 |00 |00 00 | 00 |00 ] 0.0 | 0.0 | 0.0 [00] - - / - - | ND
33 | +18,60 | +18,82 | +1847 |STECO26| + | + | + | + | + |/ [STECO26| + | 00 |00 |00 00 | 00 |00 ] 0.0 | 0.0 | 0.0 [00] - - / - - | ND
36 | +2577 | 2626 | +2713 |STECO26| + |+ | + | + |+ | / |STECO26| + |39,2|383(393| 00 | 00 |00 | 00 | 00 | 0.0 |00 ngEg + 1 +  |233|224|261| 00 | 00 | 00| 00 | 00 | 00 |00 / SJZEBC + | PA
37 | +31,75 | #3430 | +34,17 | STECO026| - | - | - AN - - {00 00][00] 0000 00]00]00]00]00] - - / - - | NA
40 | +3055 | +3129 | +3202 |STECO26]| - | - | - AN - - {00 00]00] 0000 00]00]00]00]00] - - / - - | NA
42 | +2200 | +2205| +2146 |STECO26| + | + | + | + |+ |/ |STECO% | + |228|225|248| 00 | 00 [00] 00 | 00 | 00 |00 SJZEGC + 1 + |223]211]242] 00 | 00 | 00| 00 | 00 | 00 |00 / SOTZE(S + | PA
46 | +2423 | +24.89 | +2440 |STECO26| + | + | + | + |+ |/ |STECO% | + |229|226|248| 00 | 00 [00] 00 | 00 | 00 |00 ngEg + 1 + |228]222(253] 00 | 00 | 00| 00 | 00 | 00 |00 / SJZE(? + | PA
26 | +1949 | +1925 | +17,75 |STEC026| + |+ | + | + | + | / |STECO26| + |243 (229|257 | 00 | 00 (00| 00 | 00 | 00 |00 ngEg + 1 +  |221(209| 24 | 00 | 00 | 00| 00 | 00 | 00 |00 / SJZEBC + | PA
28 |+19.95 | +1898 | +1769 |STECO26| + |+ | + | + | + | / |STECO26| + |242[228|256| 0.0 | 00 (00| 00 | 00 | 00 |00 ngEg + 1 +  |227(215|251| 00 | 00 | 00| 00 | 00 | 00 |00 / SJZEBC + | PA
34 | +21,07 | +20,13 | +2003 |STECO26| + | + | + | + |+ | / |STECO26| + |252|239(266| 00 | 00 |00 | 0.0 | 0.0 | 0.0 |00 ngEGC + 1 +  |242(235|27,1| 00 | 00 | 00| 00 | 00 | 00 |00 / SOTE(;: + | PA
35 | +17,00 | #1922 | +1885 |STECO26| + |+ | + | + |+ | / |STECO26| + |254|239| 27 | 00 | 00 |00 | 0.0 | 0.0 | 0.0 |00 ngEGC + 1 +  |228| 22 |248| 00 | 00 | 00| 00 | 00 | 00 |00 / SOTE(;: + | PA
38 | +1851 | +1886 | +1869 |STECO26| + |+ | + | + |+ |/ |STECO26 | + | 226|224 |242| 0.0 | 0.0 | 00| 00 | 00 | 00 |00 SJZEGC + 1 +  |225[214]244] 00 | 00 | 00| 00 | 00 | 00 |00 / SOTZE(S + | PA
44 | +1801 | +1817 | +1818 |STECO26| + |+ | + | + | + | / |STECO26| + |254| 24 |264| 00 | 00 (00| 00 | 00 | 00 |00 ngEg + 1 + |222|214|244| 00 | 00 | 00| 00 | 00 | 00 |00 / ngEéZ + | PA
45 | +18.83 | +1911| +1862 |STECO26| + |+ | + | + | + | / |STECO26| + |247[233|271| 00 | 00 (00| 00 | 00 | 00 |00 ngEg + 1 +  |226|218|245| 00 | 00 | 00| 00 | 00 | 00 |00 / SJZEBC + | PA
48 | +2153 | +2114 | +1964 |STECO26| + |+ | + | + | + | / |STECO26| + |227 (225|244 | 00 | 00 (00| 00 | 00 | 00 |00 ngEg + 1 + |235(228|256| 00 | 00 | 00| 00 | 00 | 00 |00 / SJZEBC + | PA
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QUALICON DIAGNOSTICS LLC

[ Collaborator B1 |
Aerobic mesophilic flora:  3,5.103  CFU/g

Alternative method: BAX® System Real-Time PCR Assays STEC Suite and BAX® System Real-Time PCR Assay for E. coli 0157:H7
(Pre warmed MP media 7h at 41,5°C)
Confirmation
Reference Method ISO/TS 13136 Immuno-
PCR results 7h Direct streaking corzrﬁgt; aitflon
necessa_rv -—
o ADRIA internal method PCR on colonies z
£ = = | =
:U\; Confirmation = Screening P(a(r;2e|6Y1 315 18 $y Panel 2 Assay E. c?li CHROMagar Screening P(a(r;2e|6Y1 315 18 $y Panel 2 Assay E. c?li g § é
z PCR results 2 | | s ot21) (045,0103, 0145) | O157:H7 STEC Assay ot21) (045,0103, 0145) | O157:H7 s |£|§
Direct - E Number | ~Latex s £ 2
Final | syeaking | AfterMS . S | 8| six |eae |02 0111|0121 |045 | 0103|0145 | O157 | HT | Fing) of |SLIDEX® | six | eae | 026 (0111|0121 | 045 | 0103 | 0145 | O157 | H7 | CHROMagar | &
PCR 9 g £ s PCR colonies | 026 STEC 8
Result | & b o 2 = Tl -~ | = = =~ | = | | =~| = | =~ | = It tested +- S I I R G R R S S
oo | U Bo| 218025 B A el B I - O I - B lelzlz|z|z|z|e| T2
six eae Se|l % |cE| 2|5 & = S S O O O S A A colonies O S I S O I O A A
group Ea| & |26, |~ o E dl Iod Il B B A - = = s gl Ibodl Ihodl ol Bb-dll Bbod gl Bibogl gl ooy
= S|E |o a P 5 ||| 65|66 || 6|8 8 |6 (tF) S| || 6| 6|6 6| 6| 6|6
3 - # o[- | | S0eEe sTEC 026 | - | 00 | 0.0 | 00| 00 |00 [00] 00 | 00 | 00 00| - - / - - |NA
4 - - cop e || e TsTEC 026 | - | 00 | 0.0 | 00| 00 |00 [00] 00 | 00| 00 00| - - / - - |NA
7 | +3502 | +3353 | +3436 |STECO26| - | - | + [+ |+ | X8 fsTECOR6| 4 | 00 |00 | 00| 00 |00 |00| 00| 00| 00 00| - - / - - |ND
10 | +37,38 | +3507 | 43619 |STECO26| - | - | + |+ |+ | X5 IsTECO26| + | 00 |00 | 00| 00 | 00 [00] 00 | 00 | 00 00| - - / - - |ND
14| +3663 | +3554 | - - S I ! : 00 [0.0[00 00 [00 [00] 00| 00 |00 [00] - - I : - [NA
17 | - - cop e || e TsTEC 26| - | 00 0.0 |00 00 |00 [00] 00| 00| 00 00| - - / - - |NA
2| - - cof e || e TsTEC 026 | - | 00 0.0 |00 00 |00 [00] 00 | 00| 00 00| - - / - - |NA
% | - - cop e || S TsTEC 26| - | 00 | 0.0 |00 00 |00 [00] 00 | 00| 00 00| - - / - |NA
1 | +20,13 [ +21,19 [ +21,11 [STECO26| + | + | + [+ [+ / STECO26| + [ 00 [00[00] 00 [ 00 [00] 00 [ 00 | 00 [00] - - / . - [ND
8 | +20,16 | +19,08 | +2040 |STECO26| + | + | + |+ |+ / STECO26| + | 338 [327(354( 00 | 0.0 [0.0| 0.0 | 00 | 0.0 |00 3556(3 + 1 + | 24|23 (258] 00 | 00|00 00|00 | 00|00 / STECO026| + |PA
11| +2524 | +2521 | +24,73 |[STECO26| + | - | + |+ |+ 7 STECO26| + | 415 [414[ 0.0 | 00 | 0.0 [0.0 [ 0.0 | 00 [ 0.0 [00] - - ] - [ND
12 | +34,89 | +34,20 | +3397 [STECO26| - | - [ + [+ [ + / STECO26| + | 0.0 [00[00] 00 [ 00 [00[ 00 | 0.0 | 00 [00] - - I : - [ND
16 | +28,09 | +27,52 | +27,94 |STECO26| + A / STECO26 | + | 349 |338(355| 0.0 [ 00 |00 | 0.0 | 00 | 00 |00 |5EC + 1 + |24 [231(262] 0.0 | 00 |00 00 | 0.0 | 00 |00 / STECO026| + |PA
18 | +31,25 | +30,53 | +29,95 | STEC 026 R 7 STECO26| + | 0.0 [00[00] 00 [ 00 [00[ 00 | 0.0 | 00 [00] - - ! - [ND
20 | +26,62 | +2524 | +25,60 | STEC 026 RN I STECO26| + | 0.0 [ 0.0 [0.0[ 00 [ 0.0 [0.0[ 0.0 | 00 [ 0.0 [00] - - I - [ND
22 | +3441 | +3322 | +34,00 [STECO26| - | - | - | - |/ / 330 320(33.1| 00 | 00 (00| 00 | 00 | 00 [00|%TES + 1 + | 24 (232|261 00 | 00 |00 [ 00 [ 00 [ 00 |00 / STECO026| + |PD
2 | +22,86 | +2263 | +21,75 |STECO26 | + | + | + |+ |+ / STECO26| + | 33.1 |322(332( 0.0 | 0.0 [0.0| 0.0 | 00 | 0.0 |00 3556(3 + 1 +  |242(234|232| 00 | 00 |00 [ 00 [ 00 | 00 |00 / STECO026 | + |PA
5 | +18,10 | +1840 | +17,86 |STECO26| + | + | + |+ | + / STECO26| + | 325 [31.6(325| 00 | 00 |00 | 00 [ 0.0 | 00 |00 3556(3 + 1 + |239] 23 [258] 0.0 | 00 |00 00 | 0.0 | 00 |00 / STECO026| + |PA
6 | +1838 | +1838 | +1834 |STECO26| + | + | + |+ |+ / STECO26| + | 357 |347(358( 0.0 | 0.0 [ 0.0 | 0.0 | 00 | 0.0 |00 3556(3 + 1 +  |246(237|265| 00 | 00 [ 00| 00 [ 00 [ 00 |00 / STECO026 | + |PA
9 | 26,62 | +2657 | +26,09 |STECO26| + | - | + |+ |+ / STECO26| + | 304 [29.3(323| 00 | 0.0 [0.0| 0.0 | 00 | 0.0 |00 (38ng6 + 1 +  |247(238(264] 0.0 | 00 |00 00 | 0.0 | 00 |00 / STECO026| + |PA
13 | +24,35 | +2269 | +2407 [STECO26| + | - | + [+ |+ / STECO26| + | 31.1 [302(31.6( 00 | 0.0 [0.0| 0.0 | 00 | 0.0 |00 3556(3 + 1 + |241(232(259] 0.0 | 00 |00 00 | 0.0 | 00 |00 / STECO026| + |PA
15 | +19,03 | +1830 | +19.80 [STECO26| + | + | + [+ |+ / STECO26| + | 314 [305(324( 00 | 0.0 [0.0| 0.0 | 00 | 0.0 |00 3556(3 + 1 +  |245(235(265( 0.0 | 00 |00 00 | 0.0 | 00 |00 / STECO026| + |PA
19 | +22,35 | +21,30 | +21,10 [STECO26| + | + | + [+ |+ / STECO26 | + | 207 |285(305| 0.0 | 00 |00 | 0.0 | 00 | 00 |00 |5EC + 1 +  |236(228(258] 0.0 | 00 |00 00 | 0.0 | 00 |00 / STECO026| + |PA
23 | +22,36 | +2229 | +2219 |STECO26| + | + | + |+ |+ / STECO26 | + | 312 |302(319] 0.0 [ 00 |00 [ 00 | 00 | 00 |00 |30 + 1 +  |238(232(259] 0.0 | 00 |00 00 | 0.0 | 00 |00 / STECO026| + |PA
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QUALICON DIAGNOSTICS LLC

Collaborator  C1
Aerobic mesophilic flora:  6,5.103  CFU/g

Alternative method: BAX® System Real-Time PCR Assays STEC Suite and BAX® System Real-Time PCR Assay for E. coli 0157:H7
(Pre warmed MP media 7h at 41,5°C)
Confirmation
Reference Method ISO/TS 13136 Immuno-
Direct streakin concentration
PCR results 7h g (IMS): if
necessary a—
é— ADRIA internal method PCR on colonies ﬁ -
5 |5z
:‘B Confirmation Screening | Panel 1 Assay (026, | Panel 2 Assay E. coli CHROMagar Screening Panel 1 Assay Panel 2 Assay E. coli = | 8 %
= C Assay O111,0121) | (045, 0103, 0145) | O157:H7 STEC Assay | (026,0111,0121) | (045, 0103, 0145) | O157:H7 S |=%|8
PCR results Direct § Number | Latex g | £|2
chemng | Atter IS _ | % Final | stx | eae | 026 | 0111|0121 | 045 | 0103 | 0145 | 0157 [ H7 | of |SLIDEX®| stx | eae | 026 |O111| 0121|045 | 0103 | 0145 | O157 | HT | CHROMagar | & | ™
Final PCR 9| E = % Result II:DI(rJIaRl colonies | 026 STEC 8
P — K=l o
Result | 2,12 B, (25| B | 8¢ g g |lz|lz|g|2|g|T| T |2eu| Thea || P |zl 2|lg| 2|22
stx | eae | SEIZ| 32 |E|8| x | E S| T | S| E|S|8|S|3| 8|S colonies S| S|S|E| 8|S 8|8 |T |
group X w |~ X v | =~ 8 i - - - - - - - - = | = (+/_) - - - g - g g g = | =
5 (&) 5 (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&)
3 [+3208 | +3504| - - o - [T - = [ 00 | 00 |00 | 0000 ]00]00]00]00] 00| - - ] - |- |NA
4 [+3192] - |+3828] - o - [T - = [ 00 | 00 |00 0000 ]00]00]00]00] 00| - - / |- |NA
7 [+31.32 | +33.35 | #3246 |STECO2| - | - | - | - |/ | J - = [ 00 | 00 | 0000000000 00]00] 00| - - / |- |NA
10 - - T o - ST - = [ 00 | 00 | 0000000000 00]00] 00| - - / - |NA
14 |+3085 | +36.18| - - T o - ST - = [ 00 | 00 | 0000000000 00]00] 00| - - / - |NA
17 [ +34.76 | +38.08 | +24.03 | STEC026| - | - | - | - | /| | - = [ 00 | 00 | 0000000000 00]00] 00| - - / - [NA
21 [+33.38]+34.07 [+3410 |STEC026| - | - | - | -1 /71| | - = [ 00 | 00 | 0000000000 00]00] 00| - - ] T - [NA
24 [+34.04[+3330 [ +3228 | STECO%6 | - | - | - | -1 /| | : 00 | 00 | 00 ] 00 ] 000000 00] 00 00| - - / - [NA
1 |+2519|+2504 | +2545|sTECO26| - |+ | + |+ |+ | 1 |stecozs| + | 381 | 373 | 39 | 00 | 00 (00| 00 | 00 | 00 |00 SJZE(S + 1 v |231] 222 |249] 00 | 00 | 00| 00 | 00 | 00 |00 / ngg + |PA
8 |+2005|+30,03|+2080 |STECO26| + |+ | + |+ |+ | / |stecozs| + | 41 | 398 | 41 | 00 | 00 [00] 00 | 00 | 00 |00 sngé: + 1 + |218] 211 |238] 00 | 00 | 00| 00 | 00 | 00 |00 / sngﬁc + |PA
11 | +2077 | +2243 | +21.81 | STECO26| + | + | + |+ | +| / |STECO26| + | 00 | 00 | 00 | 00 | 00 | 00] 00 | 00 | 00 |00] - - ] - |- [ND
12 |+23390|+24.24 |+2376 | STECO26| + |+ | + |+ |+ | / |stEcozs| + | 349 | 331 |352| 00 | 00 |00 00 | 00 | 00 |00 sngé: + 1 v+ |226] 218 |248] 00 | 00 | 00| 00 | 00 | 00 |00 / sngﬁc + |PA
16 | +3386|+3582|+3114|STECO26| - |- | - |- || - - | 403 | 403 | 41 | 00| 00 [00] 00 | 00| 00 |00 sngsc + 1 + |21 215 |236] 00 | 00 |00 00 | 00 | 00 |00 / sngﬁc + |PD
18 | +34.21|+3923| - - o - ST . = [ 00 | 00 |00 | 00|00 00| 00 00] 00 00| - . ] - |- |NA
20 |+2334|+2382|+2384|STECO26| - |+ | + |+ |+ | 1/ |stecozs| + | 3641 | 346 [362| 00 | 00 [00] 00 | 00 | 00 |00 SJZE(S + 1 v |235] 228 |248] 00 | 00 | 00| 00 | 00 | 00 |00 / ngg + |PA
22 |+2061|+1918 | +1950 |STECO26| + |+ | + |+ |+ | /1 |stecozs| + | 361 | 348 [37.4] 00 | 00 [00] 00 | 00 | 00 |00 SJZE(S + 1 v |213]2045(235] 00 | 00 | 00| 00 | 00 | 00 |00 / ngg + |PA
2 [+2170|+2130 | #2112 |sTECO26| + |+ | + |+ |+ | / |stEco2s| + | 366 | 353 377 | 00 | 00 |00 00 | 00 | 00 |00 sngé: + 1 + |219] 209 237] 00 | 00 | 00| 00 | 00 | 00 |00 / sngﬁc + |PA
5 |+1921|+19,05|+1877 |STECO26| + |+ | + |+ |+ | / |stecozs| + | 351 | 339 | 36 | 00 | 00 [00] 00 | 00 | 00 |00 sngé: + 1 + |219] 209 |236] 00 | 00 | 00| 00 | 00 | 00 |00 / sngﬁc + |PA
6 | +2250|+2209|+2050 [sTECO26| + |+ | + |+ |+ | / |stecozs| + | 373 | 361 [385| 00 | 00 |00 00 | 00 | 00 |00 sngé: + 1 v |227] 22 |245] 00 | 00 | 00| 00 | 00 | 00 |00 / sngﬁc + |PA
9 | +2171|+2175| 2144 |STECO28| + |+ | + |+ |+ | 1 |stecoss| + |32 | 35 |373] 00| 00 |00 00 | 00| 00 |00 SJZE(S + 1 + 1219|208 [235] 00 | 00 | 00| 00 | 00 | 00 |00 / ngg + |PA
13 | +1829|+1863 | +1861|STECO26| + |+ | + [+ |+ | / |stecozs| + | 323 | 306 |333| 00 | 00 |00/ 00 | 00 | 00 |00 SJZE(S + 1 v |214] 206 [233] 00 | 00 | 00| 00 | 00 | 00 |00 / ngg + |PA
15 | +2052|+3050 | +29.44 |STECO26| + |+ | + |+ |+ | / |stecozs| + |333| 318 |346| 00 | 00 |00 00 | 00 | 00 |00 ngEGC + 1 v+ | 21213 (236] 00 | 00 |00 00 | 00 | 00 |00 / ngEg + |PA
19 |+2071|+2025|+2022 |sTECO26| + |+ | + |+ |+ | 1 |stecozs| + | 344 | 329 | 351 | 00 | 00 |00/ 00 | 00 | 00 |00 SJZE(S + 1 v |219] 21 |236] 00 | 00 |00 00 | 00 | 00 |00 / ngEé: + | PA
23 |+2249|+2171|+2202|sTECOB| + |+ | + |+ |+ | 1 |sTEco26| + | 328 | 315 | 337 | 00 | 00 |00 00 | 00 | 00 |00 sngé: + 1 + |232] 223 |254] 00 | 00 | 00| 00 | 00 | 00 |00 / SJZEBC + | PA
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QUALICON DIAGNOSTICS LLC

Collaborator  C2
Aerobic mesophilic flora:  3,5.103  CFU/g

Alternative method: BAX® System Real-Time PCR Assays STEC Suite and BAX® System Real-Time PCR Assay for E. coli 0157:H7
(Pre warmed MP media 7h at 41,5°C)
Confirmation
Reference Method ISO/TS 13136 Immuno-
: : concentration
PCR results 7h Direct streaking (IMS): if
° necessary §
e ADRIA internal method PCR on colonies E = —
o . . = Screening Panel 1 Assay Panel 2 Assay E. coli Screening Panel 1 Assay Panel 2 Assay E. coli 2 = &
w =
2 PCR results Confirmation z Assay | (026,011, 0121) | (045, 0103, 0145) | O157:HT CHF;?Q"ggar Assay | (026,011, 0121) | (045,0103, 0145) | O157:H7 5 e 5
Direct |~ After = 3 | six | eae | 026 | 0111 | 0121 | 045 | 0103 | 0145 | 0157 | H7 Number | Latex | gty | gge | 026 | 0111 | 0121 | 045 | 0103 | 0145 | 0157 | H7 g E 2
Final |streaking | IMS = ) 2 Final of | SLIDEX® CHROMagar &
PCR | » = SRR g s PCR colonies | 026 STEC 3
Resut | 22| 8¢2 /58| £ |2 | 2|33 |ZT(Z|T|3| 3 |Z|rseht| Tpoa |sed) ) | T T T B BT TFT| 3|3
stx eae | serogroup oE ¥|oilZ |8 |x 8 EIE|E| 2 22| 2 £ 2|8 colonies ST T S O S T I T T - -5
% 5 % 5 T E s5|c|5| 6|5 |88 8|66 (+/) s5|c|c| 6|8 |8| 868|806 |5
[T
27 - - -1 -1 - 00]00J00] 00 00 00] 00700700/ 00] - - / - - NA
30 | +2974 | - - - ST - 00[00]00[ 0000 [00[00][00]00]00] - - / - - NA
31 - - ST - 00 [00]00[ 00|00 [00[00][00]00]00] - - / - - NA
32 - - ST - - 00]00[00] 0000 [00]00]007]00/00[ - - / - - NA
39 | +3049 [+3212| +3108 [STECO26| - | - | - [ - [ - [/ - - 100]00[00] 00 ][00 [00]00]007]00/00[ - - / - - NA
# - - -1 -1 - - [00]00]00[ 00|00/ 00[00]00] 007 00] - - / - - NA
43| +3188 [+3330] +3245 [STECO26] - [ - [ - [ -1 -11 - - [00]o00]00[ 0000/ 00[00] 007007 00] - - / - - NA
47 | +3249 [+3452] +3306 [STECO26] - [ - [ - [ -1 -11 - 00]00]00 0000 00] 007007007 00] - - / - - NA
25 | +2517 | +2546 | +2507 |STECO26| + |+ | + | + | + | / |STECO26| + |336(322|354| 00 | 0.0 [ 00| 00 | 00 | 0.0 |0.0 SJZEGC + 1 + 232|217 |249| 00 | 00 | 00| 00 | 0.0 | 00 [00 / STEC026 | + PA
29 | +2559 | +2531| +2533 |STECO26| + |+ | + | + | + | / |STECO26| + |336(321|341| 00 | 0.0 [ 00| 00 | 00 | 0.0 |00 SJZEGC + 1 + 227 (215|242 | 00 | 00 | 00| 00 | 0.0 | 00 [00 / STEC026 | + PA
33| +3098 | - - - - -1 - - 100]00[00] 0000/ [00]00]007]00/00[ - - / - - NA
36 | +22,37 | +22,62 | +2216 |STEC026| + | + | + | + | + | / |STECO26| + [31,1|30,1| 33 | 00 | 00 |00 | 00 | 0.0 | 00 |00 SJZEGC + 1 + 227213 |246| 00 | 00 | 00| 00 | 0.0 | 00 [00 / STEC026 | + PA
37 | +22,03 [+22,06| +2194 |[STECO26| + | + | + [ + [ + [ / |sTECO26| + [ 0.0 | 00 [ 0.0 [ 00 [ 0.0 [0.0] 00 [ 00 [ 00 [00]| - - / - - ND
40 | +31,07 [+3445] +3168 [STECO26] - | - [ - [ -1/ [/ - - [00]00]00[ 0000/ 00[00] 007007 00] - - / - - NA
42 | +2348 | +2557 | +2560 |STECO26| + |+ | + | + | + | / |STEC026| + |33,7(33,2|348| 00 | 00 [00| 00 | 00 | 00 |00 SJZE(S + 1 + 25 |2421267| 00 | 00 [ 00| 00 | 00 [ 0.0 |00 / STECO26 | + PA
46 | +2150 | +2314 | +2328 |STEC026| + |+ | + | + | + | / [STEC026| + |306(29,1|321| 00 | 0.0 [ 00| 00 | 00 | 00 |00 SJZE(S + 1 + 232 22 [252| 00 | 00 | 00| 00 | 0.0 [ 0.0 |00 / STECO26 | + PA
26 | +20,08 | +21,26 | +20,37 |STECO26| + | + | + | + | + | / |STECO26| + |30,1(28,9|311| 00 | 0.0 [ 00| 00 | 00 | 0.0 |0.0 SJZEGC + 1 + 219(207|236| 00 | 00 | 00| 00 | 0.0 | 00 [00 / STEC026 | + PA
28 | +21,62 | +22,33 | +22,09 |STECO26| + |+ | + | + | + | / |STECO26| + |314(30,2|325| 00 | 0.0 [ 00| 00 | 00 | 0.0 |00 SJZEGC + 1 + 227213 |246| 00 | 00 | 00| 00 | 0.0 | 00 [00 / STEC026 | + PA
34 | +1883 | +19,19 | +1929 |STEC026| + |+ | + | + | + | / [STEC026| + |293[281|315| 00 | 0.0 [ 00| 00 | 00 | 00 |00 SJZE(S + 1 + 23121,7]246| 00 | 00 | 00| 00 | 0.0 [ 0.0 |00 / STECO26 | + PA
35 | +20,27 | +19,85| +1966 |STEC026| + |+ |+ | + | + | / [STEC026| + |299(288|319| 00 | 0.0 [ 00| 00 | 00 | 00 |00 SJZE(S + 1 + 2221209241 00 | 00 | 00| 00 | 0.0 [ 0.0 |00 / STECO26 | + PA
38 | +24,66 | +2536 | +2505 |STEC026| + |+ |+ | + | + | / [STEC026| + |286(27,3|302| 00 | 0.0 [ 00| 00 | 00 | 00 |00 SJZE(S + 1 + 223 21 [241| 00 | 00 | 00| 00 | 0.0 [ 0.0 |00 / STECO26 | + PA
44 | +1941 | +1953 | +1957 |STEC026| + |+ | + | + | + | / [STEC026| + |30,1[288|313| 00 | 0.0 [ 00| 00 | 00 | 00 |00 SJZE(? + 1 + 236(219(252| 00 | 00 | 00| 00 | 0.0 [ 0.0 |00 / STECO26 | + PA
45 | +17,07 | +1722| +1724 |STECO26| + |+ | + | + | + | / |STECO26| + |293| 28 |30,6| 00 | 0.0 [ 0.0 | 00 | 00 | 0.0 |0.0 SJZEBC + 1 + 2422341257| 00 | 00 | 00| 00 | 0.0 [ 0.0 |00 / STECO26 | + PA
48 | +1747 | +1828 | +1807 |STECO26| + |+ | + | + | + | /| |STECO26| + |289|27,5|30,8| 00 | 0.0 [ 00| 00 | 00 | 0.0 |0.0 SJZEBC + 1 + 231| 22 |245| 00 | 00 [ 00| 00 | 0.0 | 00 [00 / STEC026 | + PA
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QUALICON DIAGNOSTICS LLC

[ Collaborator D1 |
Aerobic mesophilic flora: ~ 7,8.10¢  CFU/g

Alternative method: BAX® System Real-Time PCR Assays STEC Suite and BAX® System Real-Time PCR Assay for E. coli 0157:H7
(Pre warmed MP media 7h at 41,5°C)
Confirmation
Reference Method ISO/TS 13136 Immuno-
f . concentration
PCR results 7h Direct streaking (IMS): if
° necessary §
e ADRIA internal method PCR on colonies £ =| -
© N Screening Panel 1 Assay Panel 2 Assay E. coli Screening Panel 1 Assay Panel 2 Assay E. coli 2 2 3
[7p] =
s, PCR results Confirmation c Assay | (026,0111,0121) | (045, 0103,0145) | O157:H7 CHF;?E"ggar Assay | (026,011, 0121) | (045, 0103,0145) | O157:H7 s 2| §
i o = = [:] =
Direct | after 1M g 2| s |eae |02 |O111|0121|045| 0103 | 0145 | 0157 | H7 Number | Latex | sty | eae | 026 | 0111|0121 | 045 | 0103 | 0145 | 0157 | HT E |£| <
Final | streaking E= |2 Final of | SLIDEX® CHROMagar &
PCR 5 - § PCR € 2 = PCR colonies | 026 STEC 8
soro | Rt [ BAE | B0/ 215 option)| S5 |E| 2 | 2( 2| 2| 2|2 2| 2|3 |Zrestt| Typical |ttd | ¢+ | B|T|T| 2| T | TS| T|T |2
stx eae ere- SEHZ |52 2|8 |PM| E S| s|g|s|s|s8| 8|28z colonies sS|lg|g|s|s|8| 8|88 ¢t
group [ 7, I I R > B i = = = p=4 p=4 p=4 p=4 P = | & +/- = | = = p=4 p=4 p=4 p=4 P = | &
3 35,72 | +37,12 - - - ] - | 00 [00][00]00]00]00]00]00]00]00 ] - | NA
4 - - N / - [ 00 [00][00]00]00]00]00]00]00]00 / - [ NA
7 | +2952 | +2956 | +29,28 |STEC 026] - - -1 / - [ 00 [00][00]00]00]00]00]00]00]00 / - [ NA
0] - - - - -1 / - [ 00 [00][00]00]00]00]00]00]00]00 / - [ NA
3277 [318/[3437[ 0.07 | 0.07 [ 0.07[ 007 [ 0.07 [ 0.07 [007 g7ee
14 | +2911 | +2963 | +2943 |STECO26| - | - | - | - | / / - - | 00/ | 00/ [ 0.0/ 00/ | 00/ | 0.0/| 0.0/ | 0.0 [ 00/ |00/ | T | - + STEC026 | + | PD
00 [ 00/]00] 0000 00/[00]00]00]00
17 | +32,35 | +3453 | +3515 |STECO26] - | - | - | - | / ] - - [ 00 [00]00]00]00]00]00]00]00]00] - - ] - - | NA
21| - - - - [ -1 / - - [ 00 [00][00]00]00]00]00]00]00]00] - - / - - [ NA
24 [+2899° | - - - - - [ -1 / - - [ 00 [00][00]00]00]00]00]00]00]00] - - / - - [ NA
1| +2679 | +2670 | +2635 |STECO26| + | + | + | + | + | |STECO26| + | 217 [21.0[234| 00 | 00 | 00| 00 | 00 | 00 |00 SJEGC + 1 +  |234]224|248] 00 | 00 [ 00| 00 | 0.0 | 0.0 |00 / STECO26 | + | PA
8 |i1+23,54* | i/+21,28* | i1+17,95" |STECO26 | + | + | + | + | + | |STECO26| + | 222 [214[238| 00 | 00 | 00| 00 | 00 | 00 |00 ngEg ¥ 1 +  |236(227|254| 00 | 00 [ 00| 00 | 0.0 | 00 |00 / STECO26 | + | PA
11 | i1+26,02* | +2410 | +2381 |STECO26| + | + | + | + | + | |STECO26| + | 234 [229|253| 00 | 00 | 00| 00 | 00 | 00 |00 ngEGC ¥ 1 +  |226]218]237| 00 | 00 [ 00| 00 | 0.0 | 00 |00 / STECO26 | + | PA
12 | i+2317" | +19.72 | +19.37 |STECO26| + | + | + | + | + ] |STEC026] + | 00 |00 ] 00] 00 | 00 |00] 00 ] 00 ] 00 |00] - - ] - )
16 | +24,30 | +2400 | +2388 |STECO26] + | + | + | + | + | |STECO26] + | 00 |00 ]00] 00 | 00 |00] 00 00]00]00[ - - / - )
stx+/
18 | +2631 | +27,19 | +27,26 |STECO26| + | + | + | + | + | eaet/ |STECO26| + | 257 |255(27.3| 00 | 00 | 00| 00 | 00 | 0.0 |00 ngEGC ¥ 1 +  |227]220|242| 00 | 00 [ 00| 00 | 0.0 | 00 |00 / STECO26 | + | PA
026+
20 | +2348 | +2372 | +2389 |STECO26| + | + | + |+ | + | |STECO26| + | 227 [221|242| 00 | 00 | 00| 00 | 00 | 00 |00 ngEGC ¥ 1 + |212]203]233| 00 | 00 [ 00| 00 | 0.0 | 00 |00 / STECO26 | + | PA
37.00 |37.2/] 378l
STEC 0.0/ [ 0.0/ | 0.0/ | 0.0/ | 0.0/ [0.0/] 0.0/ | 0.0 | 0.0/ |0.0/
2| - - - - - / - - | 00/ |00/ [00/| 00 | 00 [00| 00| 00 |00 |00|T0p + 5 - o0 L oo l408! oo | 00 | ool 00 | o0 | 0o oo - - - | PPNA
0.0 |00 |00
2 | +2427 | 2373 | +2392 [STECO26| + |+ | + | + | + | |STEC026| + | 214 [208[233| 00 | 00 |00 | 00 | 00 | 00 |00 ngEg ¥ 1 +  |222]215|234| 00 | 00 [ 00| 00 | 0.0 | 00 |00 / STECO26 | + | PA
5 | +2157 | +2013 | 21,16 |STECO26| + | + | + |+ | + | |STECO26| + | 222 [214|242] 00 | 00 | 00| 00 | 00 | 00 |00 SJEGC + 1 +  |233]227|240( 00 | 00 [ 00| 00 | 0.0 | 0.0 |0.0 / STECO26 | + | PA
6 | +19,14 | +1904 | +1903 [STECO26| + |+ | + | + | + | |STECO26| + | 218 [21.0[235| 00 | 00 | 00| 0.0 | 00 | 00 |00 ngEg + 1 +  |243]235|256| 00 | 00 [ 00| 00 | 0.0 | 0.0 |0.0 / STECO26 | + | PA
9 | +2305 | +2228 | +2210 [STECO26| + |+ | + | + | + | |STECO026| + | 217 [21.2]231] 00 | 00 | 00| 00 | 00 | 00 |00 SJEGC ¥ 1 +  |219]209]234| 00 | 00 [ 00| 00 | 0.0 | 00 |00 / STECO26 | + | PA
13 | +17,83 | +17,62 | +17,37 |STECO26| + | + | + | + | + | |STECO26| + | 218 [21.2]235| 00 | 00 | 00| 00 | 00 | 00 |00 ngEb? + 1 +  |234]222]254| 00 | 00 [ 00| 00 | 0.0 | 0.0 |0.0 / STECO26 | + | PA
15 | i1+1956'| +1801 | +1781 |STECO26| + | + | + |+ |+ | 1 |sTECO| + | 216 |208]234| 00 | 00 |00| 00 | 00 | 00 [00|S2C| 1 +  |218(209]237| 00 | 00 | 00| 00 | 00 | 00 |00 / STECO2 | + | PA
19 | +24,88 | +24.34 | +2498 |STECO26| + | + | + |+ | + | |STECO26| + | 220 [21.9]240] 00 | 00 | 00| 00 | 00 | 00 |00 SJEGC + 1 +  |223]214]239| 00 | 00 [ 00| 00 | 0.0 | 0.0 |0.0 / STECO26 | + | PA
23| +2030 | 42117 | +2103 |STECO26| + | + | + [+ |+ | | |STECO26| + | 220 |215|234| 00 | 0.0 |00 | 00 | 00 | 00 |00 [T+ 1 + |230]221|255] 00 | 00 |00 00 | 00 | 0.0 |00 / STECO2 | + | PA
*d1:10
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QUALICON DIAGNOSTICS LLC

[ Collaborator D2 |
Aerobic mesophilic flora: 2,0.102 CFU/g

Alternative method: BAX® System Real-Time PCR Assays STEC Suite and BAX® System Real-Time PCR Assay for E. coli 0157:H7
Pre warmed MP media 7h at 41,5°C
Reference Method ISO/TS 13136 Saniinnsiion
Immuno-
; . concentration
PCR results 7h Direct streaking (IMS): if
necessary a
2 ADRIA internal method PCR on colonies 2
£ : - : : =
S . . Screening Panel 1 Assay Panel 2 Assay E. coli Screening Panel 1 Assay Panel 2 Assay E. coli = = | =
¢ PCR results Confirmation E Assay | (026,011, 0121) | (045, 0103, 0145) | O157:H7 CHF;?E"SW Assay (026,011, 0121) | (045,0103,0145) | O157:H7 £ g2
- = = ]
St?;;‘mg ‘I\va}g’ € | = | s | eae | 026| 0111|0121 | 045| 0103 | O145 | 017 | HT Number | Latex | Stx | eae | 026 | 0111|0121 | 045 | 0103 | 0145 | 0157 | H7 ~§ g5
Final -% é Final of | SLIDEX® CHROMagar = -
PCR = = £ = PCR colonies | 026 STEC &
Sero- | eslt 242|58 ég (oF;i((;)Eal) £ £ 2| 23| 23|33 3| T |3 resut| Typcal |tested | (4 | 3| 5|55 35|55 |3 |3
s | eae | O siz|siz|” | 3 SElE|E|E|8|8|E 8|t |L colonies S| 8|8 |E|8|8|8|8|8| ¢
TI5E16 g ||| ||| 6|06 |86 |06 (+) 5| 66| 6|6 ||| |6| 6|86
(&) (&) i
7| - - - -1 / - [00[00[00] 0000 00]00]00]00]00] - / - [NA
30 | #3530 | - | +39,08 - -1 ] - [00[00[00] 0000 00]00]00]00]00] - / - [NA
3| 3846 | - | +36,11 - - -1 / - [00[00[00] 0000 00]00]00]00]00] - / - [NA
32| i - - -1 / - [00[00[00] 0000 00]00]00]00]00] - / - [NA
39| - - - -1 / - [00[00[00] 0000 00]00]00]00]00] - / - [NA
“n| - - -1 / - [00[00[00][ 0000 00]00]00]00]00] - / - [NA
53] - - -1 / - [00[00[00] 0000 00]00]00]00]00] - / - [NA
a7 - - -1 / - - [00[00[00] 00 ] 00 00]00]00]00]00] - / - [NA
25| - - -1 -1-1 / - - [00]00]00]00] 00 00]00]00]00]00] - / - [NA
29| - e e e |0 sTEC O | - {00 [ 00|00 | 00 [ 00 |00 00 | 00 |00 |00| - . / . - [NA
33| i - e -] - / - - |265|252(287] 00 | 00 | 00| 00 | 00 | 0.0 |00 SJZEBC + 1 ¥ 205 | 19.7 | 224 | 00 [ 00 | 00 | 0.0 | 00 | 0.0 | 00 / STECO026 | + |PD
36 | +18,35 | +1945 | +1957 |STECO26]| + | + | + | + | + | |STECO26| + | 0.0 0000 0.0 | 00 [00] 00 | 0.0 | 00 [00] - / - - [ND
37 | +31,92 | +33,05 | #3146 [STECO26| - | - | - | - | |/ / - - |262]248(283] 00 | 00 | 00| 00 | 00 | 00 |00 ngg + 1 + 215 | 209 [ 231 | 00 [ 00 | 00 | 0.0 | 00 | 0.0 | 00 / STECO026 | + |PD
40| - - T Stxg/zeg‘f” STECO026| - | 0.0 [ 00| 00| 00 | 00 [00] 00 | 0.0 | 00 |00] - - / - - |NA
42 | +2420 | #2451 | +2475 |[STECO26| + | + | + | + | + | [STECO26] + [ 0.0 0000 0.0 | 00 [00] 00 | 00 | 00 [00] - / - - [ND
46 | 1+26,39" | +26,99* | +27,19* | STECO26 | + | + | + | + | + | |STECO26| + |322(308(35.0| 0.0 | 0.0 | 00| 00 | 0.0 | 00 |00 ngg + 1 + 220 | 214 | 238 | 00 [ 00 | 00 | 0.0 | 00 | 0.0 | 00 / STEC026 | + | PA
26| +2752 | 42752 | +27.41 |STECO26 | + | + | + | + | + | |STECO26| + |24.3|227(263| 0.0 | 00 [ 00| 00 | 0.0 | 00 |00 SJZEBC + 1 ¥ 236 | 228 | 255 | 00 | 00 | 0.0 | 00 | 00 | 00 | 00 / STEC026 | + | PA
28| - - Fla ]| s Stxglze;f” STEC026 | - |24.6(229(26.8| 0.0 | 00 [ 00| 00 | 0.0 | 00 |00 SJZEBC + 1 ¥ 224 | 216 | 240 | 00 [ 00 | 00 | 0.0 | 00 | 0.0 | 00 / STECO026 | + |PD
STEC 0.0/ | 0.0/ | 0.0/ | 0.0/ | 0.0/ | 0.0/ | 0.0/ | 0.0 | 0.0/ | 0.0/
34 | +2350 | 422,34 | +2659 |STECO26 | + | + | + | + | + /| |STECO26| + |250|236(268| 0.0 | 0.0 [00| 00 | 00 | 00 (00| 0 + 2 14 | 597 | 214 | 408 | 00 | 00 | 00 | 00 | 00| oo | oo + STEC026 | + | PA
35 | +2261 | 2261 | +22,89 |STECO26| + | + | + | + | + | |STECO26| + |254(235(27.3| 0.0 | 00 | 00| 00 | 0.0 | 00 |00 ngg + 1 + 225 | 215 [ 241 | 00 [ 00 | 00 | 0.0 | 00 | 0.0 | 00 / STEC026 | + | PA
38 | +2448 | 42513 | +2518 |STECO26 | + | + | + | + | + | |STECO26| + |239(223(263| 0.0 | 00 | 00| 00 | 0.0 | 00 |00 ngg + 1 + 224 | 215 | 246 | 00 [ 00 | 00 | 0.0 | 00 | 0.0 | 00 / STEC026 | + | PA
44 | +2449 | 42426 | +2426 |STECO26 | + | + | + | + | + | |STECO26| + |24.1(228(26.4| 0.0 | 00 [ 00| 00 | 0.0 | 00 |00 ngg + 1 + 236 | 227 | 254 | 00 [ 00 | 00 | 0.0 | 00 | 0.0 | 00 / STEC026 | + | PA
45 | +22,73 | 42316 | +2428 |STECO26 | + | + | + | + | + | |STECO026| + |235|223(255| 0.0 | 00 [ 00| 00 | 0.0 | 00 |00 SJZEBC + 1 ¥ 236 | 227 | 253 | 00 [ 00 | 00 | 0.0 | 00 | 0.0 | 00 / STEC026 | + | PA
48 | +27,60 | +27,82 | +27,69 |STECO26| + | + | + | + | + | |STECO26| + |245(229(265| 0.0 | 00 [ 00| 00 | 0.0 | 00 |00 SJZEBC + 1 ¥ 243 | 234 | 262 | 00 | 00 | 00 | 00 | 00 | 00 | 00 / STEC026 | + | PA
*d1:10
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QUALICON DIAGNOSTICS LLC

Collaborator E1

Aerobic mesophilic flora:  1,5.103  CFU/g

Alternative method: BAX® System Real-Time PCR Assays STEC Suite and BAX® System Real-Time PCR Assay for E. coli 0157:H7
Pre warmed MP media 7h at 41,5°C
Confirmation
Reference Method ISO/TS 13136 I[mmuno-
PCR results 7h Direct streaking corzfﬁgt;aitflon
° necessary E
B ADRIA internal method PCR on colonies £ | o
3 . - Screening Panel 1 Assay Panel 2 Assay E. coli Screening Panel 1 Assay Panel 2 Assay E. coli g 2| &
2 PCR results Confirmation c Assay | (026,0111,0121) | (045,0103, 0145) | O157:H7 CHF;?E"ggar Assay | (026,0111,0121) | (045, 0103, 0145) | O157:H7 s (25
N o = =] [3] =
Direct | Atter IMs 5 2 | stx | eae | 026 | 0111|0121 | 045 | 0103 | 0145 | 0157 | H7 Number | Latex | gt | gae | 026 0111|0121 | 045 | 0103 | 0145 | 0157 | H7 = s 2
Final | streaking Ex | 2 Final of | SLIDEX® CHROMagar &
PCR | 5 5 <o | PCR €2 s PCR colonies | 026 STEC 8
Resut | 202 S0 2 88 sy 2= £/ 2/ 2 8 2|2 B T |3 3 Zoresut Tyl Wsd () T T T T T BT T T T S
st eae | serogroup SEE | CH & £ g/ s/ 28/ 2|88/ 2| 8|8 |8 colonies g 28 £ 2/2/ 2 2|82
% 5 EI‘) 5 - 5 5 o 6| 6|55 | 68|06 |85 (+/) 5 6|5 656 ©| oo 5| 6|5
3 - - - -1 / - - [00[0000/ 00 0000|0000 00 00 - - / - | NA
4 - - - -1 / - - [00[0000/00 0000|0000 00 00 - - / - | NA
7 43697 | +36,26 - - - )| - |+ Stxg’zefiaf” STEC026| - | 00 | 00 | 00| 00 | 00 |00 00 | 00 | 00 |00| - - / - | NA
10 - - - - -1 / - - (00000000 0000|0000 00 00 - - / - | NA
14| - - Sl - HE) |+ | HI# Stxgégie” STEC026| - | 00 | 00 | 00| 00 | 0.0 |00 00 | 00 | 0.0 00| - - / - | NA
17 - - - - -1 / - - (00000000 0000|0000 00 00 - - / - | NA
21| +2211 | +3586| +3594 |STECO026| - | - | - | - | |/ / - - [00[0000/00 0000|0000 00 00 - - / - | NA
+ stx+/eae+/
4| - ; et oonr | STECO26| = 100 | 00 | 00| 00 | 00 |00 00 | 00 | 00 00| - - / - | NA
1| +2361 |+2366 | +2311 |STECO26| + | + | + | + | +/+ / STEC026 | + |33.8|325(350| 00 | 0.0 | 00| 0.0 | 00 | 0.0 |0.0 sngé; + 1 + 221|214 1240 00 | 00 |00 00 | 00 | 0.0 |00 / STEC026 | + | PA
8 | +298 |+2582| +2601 |STECO26| + | + | + |+ | + / STECO26| + | 0.0 | 0.0 | 0.0 | 00 | 00 |00 00 | 00 | 00 |00] - - / - | ND
11| +2167 |+2188| +1955 |STECO26| + | + | + | + | + / STEC026| + | 0.0 | 00 | 00 | 00 | 0.0 | 0.0 00 | 00 | 0.0 |00 - - / - | ND
12 | +2858 | +2806| +2759 |STECO26| + | - | + | + | + / STEC026| + | 0.0 | 00 | 00 | 00 | 0.0 |00 00 | 00 | 0.0 |00 - - / - | ND
16 | -1+29,09/- - R A RIEE: Stxg’zeé“f’“’ STECO026| - | 00 | 0.0 | 0.0 | 00 | 00 |00 00 | 00 | 00 00| - - / - | NA
18 | +1844 | +1933| +1983 |STECO26| + | + | + |+ | + / STEC026 | + |34.7 /333 (360| 00 | 0.0 | 00| 00 | 00 | 0.0 |0.0 sngé; + 1 + 12282211248 00 | 00 |00 00 | 00 | 0.0 |00 / STEC026 | + | PA
20 | +2414 | +2737| +2392 |STECO26| + | + | + | + | + | |STECO2 | + |319]310/334 00 | 00 | 00| 00 | 00 | 00 |00 sngé: + 1 + 231224 251 00 | 00 |00 00 | 00 | 0.0 |00 / STECO2 | + | PA
22 | +1904 | +1957 | +1838 |STECO26| + | + | + | + | + Stxg’zeé“f” STEC026| + | 0.0 | 00 |00 | 00 | 00 |00 00 | 00 | 00 |00 - - / - - | ND
2 | 42144 |+2170| 42133 |STECO26 | + | + | + |+ | +/+ | |STECO2 | + |309|300/324 00 | 00 | 00| 00 | 00 | 00 |00 sngé: + 1 + 229222 248 00 | 00 |00 00 | 00 | 0.0 |00 / STECO2 | + | PA
5 | +1917 |+1949 | +1863 |STECO26| + | + | + | + | + / STEC026| + |31.1/30.0/325 00 | 00 00| 00 | 0.0 | 0.0 |00 SJQE(S + 1 + 239|231 /257 00 | 00 00| 00 | 00 | 00 |00 / STEC026 | + | PA
6 | +2102 | +2079| +2096 |STECO26| + | + | + |+ | + / STEC026 | + 322312 (333| 00 | 0.0 | 00| 00 | 00 | 0.0 |0.0 sngé; + 1 + 2472411265 00 | 00 |00 00 | 00 | 0.0 |00 / STEC026 | + | PA
9 | +2802 |+2751| +2721 |STECO26| + | - | + | + | +/+ / STECO026| + 325|314 /339 00 | 00 00| 00 | 0.0 | 0.0 |00 SSZEGC + 1 + 236|231 /255 00 | 00 00| 00 | 00 | 00 |00 / STEC026 | + | PA
13 | +1910 |+21,09| +2117 |STECO26| + | + | + | + | + St"c’;’zeg‘f"’ STEC026| + 301291316 00 | 00 00| 00 | 0.0 | 0.0 |00 3556(; + 1 +  |241/236/260| 00 | 00 00| 00 | 00 | 00 |00 / STEC026 | + | PA
15 | +2224 | +2180| +2147 |STECO26| + | + | + |+ | + / STEC026 | + 305|293 31.8| 00 | 0.0 | 00| 00 | 00 | 0.0 |0.0 sngé; + 1 + 12382331259 00 | 00 |00 00 | 00 | 0.0 |00 / STEC026 | + | PA
19 | +1925 | +19,04 | +1880 |STECO26| + | + | + | + | + / STECO026| + 309296323 00 | 00 00| 00 | 0.0 | 0.0 |00 SSZEGC + 1 +  ]239/230/260| 00 | 00 00| 00 | 00 | 00 |00 / STEC026 | + | PA
23| 036 |+2077 +2034 |STECO2| + | + |+ o+ | + | U8 Irecops | + 313 302(328| 00 | 00 00| 00 | 00 | 00 |00 T+ 1 + 1242|238 262| 00 | 00 (00 00| 00 00 00| /  |STECO%| + | PA
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Collaborator

E2

Aerobic mesophilic flora:

4,0.108

CFU/g

QUALICON DIAGNOSTICS LLC

Alternative method: BAX® System Real-Time PCR Assays STEC Suite and BAX® System Real-Time PCR Assay for E. coli 0157:H7
Pre warmed MP media 7h at 41,5°C

Confirmation
Reference Method ISO/TS 13136 Immuno-
. . concentration
PCR results 7h Direct streaking (ImS): if
necessary -
® ADRIA internal method PCR on colonies g
g S Screening Panel 1 Assay Panel 2 Assay E. coli Screening Panel 1 Assay Panel 2 Assay E. coli = = -
IS
3 PCR results Confirmation = Assay | (026,0111,0121) | (045,0103,0145) | O157:H7 C*:%?'\E”éga Assay | (026,0111,0121) | (045, 0103, 0145) | O157:HT g 3 5
= Direct | afrer IMS $ = | six | eae | 026 | 0111 | 0121|045 0103 | 0145 | 0157 | H7 stx | eae | 026 | 0111 | 0121 | 045 | 0103 | 0145 | 0157 | HT S |s| 8
streaking p 2 Number | Latex e 5| 2
. s | 8 . of | SLIDEX® CHROMagar | &
Final PCR © o« Final PCR ] c
L :_ £ = colonie 026 STEC Q
Result S ol S O | Latex PCR = = N = = = ) = = ) = | & result Tpical s tested (+/_) = | & | & = ) ) ) = ) ) o
SAZ &9 = 02% | (optional = L S| 5| 3| 3| 3|3|3|=2| 3|2 ypica S|3|3| 3| 3|3 3| 3| 2|2
stx eae | serogroup SHE oHF & 8 g/ £/ 8/ 2 2 2 &£ £ &8 colonies S I O O L S I S
Eo s 20 ¢ E s5|z|5|5|5|5| 55|55 (+) 5 55 5 5 5 5 5 55
[S) T (&) [ (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&)
(@] O i
27 [ +31.74 | +3151 | +3044 | STEC 026 PO ] STECO26 | + | 00 | 00 |00 | 00 | 00 |00 00 | 00 | 00 00| - - ] - | - ND
30 | +30.78 | +31.04 | +29,84 | STEC 026 NN ] STECO26| + | 00| 00 |00 00 | 00 |00 00 | 00 | 00 00| - : ] - [ - | ND
31 | +20.02 | +30,04 | +29,30 | STEC 026 v [+ T+ ] STEC026| + | 00 | 0.0 | 00| 00 | 00 |00 00 | 0.0 | 00 |00 - : ] - [ - | ND
32 | +29.71 | +30.77| +2958 | STEC 026 S R / STECO26 | + | 00 | 00 | 00 | 00 | 00 |00 00 | 00 | 00 00| - - ] - - ND
39 | +33.00 | +3336 | +3242 | STEC 026 S R / STECO26 | + | 00 | 00 |00 | 00 | 00 |00 00 | 00 | 00 00| - - ] - - N
41 | +3203 | +34.42 | +3461 | STEC 026 T v+ ] STECO26| + | 00 | 00 |00 | 00 | 00 |00 00 | 00 | 00 00| - : ] - [ - | ND
s - e e e et sTEC 026 | - | 00| 00 |00 00| 00 |00 00 | 00 | 00 |00 - - / - - | NA
47 [+32.57 | 3366 | +3327 | STEC 06 : / STECO26 | + | 00| 00 |00 | 00 | 00 |00 00 | 00 | 00 00| - : ] - [ - ND
25 | +37.02 | +3345 | +3313 | STEC 026 RN ] STEC026| + | 00 | 0.0 | 00| 00 | 00 |00 ] 00 | 00 | 00 |00 - - ] [ - | ND
20 | +1716 | +22,83 | +1813 |STECO26| + | + | + | + | + / STECO26 | + 319|306 [338| 00 | 00 | 00| 00 | 0.0 | 00 |00 SJZE(S + 1 + 245|238 /264| 00 | 00 | 00| 00 | 0.0 | 00 |00 / ngEé: + | PA
33 | 42627 | +2696 | +2663 |STECO26| + | + | + | + | + / STEC026| + 320 311 334 00 | 00 | 00| 00 | 00 | 0.0 |00 SJZEBC + 1 +  1230(223/249] 00 | 00 | 00| 00 | 00 | 00 |00 / SJEBC + | PA
36 | +2873 |+3138 | +3013 | STEC 026 U O / STECO26 | + 346|333 [362| 00 | 00 | 00| 00 | 0.0 | 00 |00 ngEé: + 1 +  237(230 254 00 | 00 | 00| 00 | 0.0 | 00 |00 / ngEbf: + | PA
37 | +2421 42900 | +2355 |STECO26| + | + | + | + | + / STECO26 | + 325|314 [341| 00 | 00 | 00| 00 | 00 | 00 |00 ngg + 1 + | 245(240/263| 00 | 00 | 00| 00 | 0.0 | 00 |00 / sggec + | PA
40 | +2266 | +2316 | +2272 |STECO26| + | + | + | + | + / STEC026 | + 315 303|344 00 | 00 | 00| 00 | 00 | 0.0 |00 SJZEBC + 1 +  1234(204/249] 00 | 00 | 00| 00 | 00 | 00 |00 / SJEBC + | PA
42 | +3313 | +3325 | +32.71 | STEC 026 ST [+ |+ ] STECO26| + | 00 | 00 | 00 | 00 | 00 |00 00 | 00 | 00 00| - - ] - | - ['ND
stx+/eaet/ STEC STEC
% - S e e e | W STECO6 | - 314|304 |331] 00 00 |00 00 | 00 | 00 00 + 1 v+ 1241/233/264] 00 | 00 | 00| 00 | 00 | 00 |00 / e |+ | PD
26 | +19.02 +1963 | +1987 |STECO26| + | + | + | + | + / STECO26 | + 289 27.8 [303| 00 | 00 | 00| 00 | 00 | 00 |00 ngg + 1 +  239(233 /258 00 | 00 | 00| 00 | 0.0 | 00 |00 / sggec + | PA
28 | +1916 | +2003 | +1975 |STECO26| + | + | + | + | + / STEC026 | + 287|273 (308 00 | 00 | 00| 00 | 00 | 0.0 |00 ngEg + 1 v 1247/240/264] 00 | 00 | 00| 00 | 00 | 00 |00 / ngEg + | PA
34 | +1735 |+2157 | +1841 |STECO26| + | + | + | + | + / STECO26 | + |285| 27.5 (298| 00 | 00 | 00| 0.0 | 0.0 | 00 |00 SJZE(S + 1 +  |243(242/265 00 | 00 | 00| 00 | 00 | 00 |00 / ngEé: + | PA
35 | +2729  +2687 | +2681 |STECO26| + | - | + | + |-/ + / STEC026| + 301|290 |315| 00 | 00 | 00| 00 | 00 | 0.0 |00 ngg + 1 +  1233(28/251] 00 | 00 | 00| 00 | 00 | 00 |00 / sggec + | PA
38 | +2205 42334 | 42267 |STECO26| + | + | + | + | + / STEC026 | + 304 201|320 00 | 00 | 00 | 00 | 00 | 0.0 |00 ngEg + 1 v+ 1229(221/250] 00 | 00 | 00| 00 | 00 | 00 |00 / ngEg + | PA
4 | +2210 +2127 | +2129 |STECO26| + | + | + | + | + / STECO26 | + 295|286 |309| 00 | 00 | 00| 00 | 0.0 | 00 |00 ngg + 1 +  |244(239 /264 00 | 00 | 00| 00 | 00 | 00 |00 / sggec + | PA
45 | +17.70 | +19.96 | +1867 |STECO26| + | + | + | + | + / STEC026 | + 297|289 |313| 00 | 00 | 00| 00 | 00 | 0.0 |00 SJZEBC + 1 v+ 1236(230(253 00 | 00 | 00| 00 | 00 | 00 |00 / SJEBC + | PA
48 | +1792 +1801| +1808 |STECO26| + | + | + | + | + / STECO26 | + 299|289 |316| 00 | 00 | 00| 00 | 0.0 | 00 |00 ngEé: + 1 +  229]222 /249 00 | 00 | 00| 00 | 00 | 00 |00 / ngEbf: + | PA
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QUALICON DIAGNOSTICS LLC

Collaborator F
Aerobic mesophilic flora:  2,6.104 CFU/g

Alternative method: BAX® System Real-Time PCR Assays STEC Suite and BAX® System Real-Time PCR Assay for E. coli 0157:H7
Pre warmed MP media 7h at 41,5°C
Confirmation
Reference Method ISO/TS 13136 Immuno-
. , concentration
PCR results 7h Direct streaking (IMS): if
o necessary E
2 ADRIA internal method PCR on colonies £ | o
< . - Screening Panel 1 Assay Panel 2 Assay E. coli Screening Panel 1 Assay Panel 2 Assay E. coli g R
2 PCR results Confirmation - Assay | (026,0111,0121) | (045,0103, 0145) | O157:H7 CHE?E"ggar Assay | (026,011, 0121) | (045, 0103,0145) | O157:H7 s |2 §
H o = =] [} o=
Direct | After IMs = 2 | stx | eae | 026 0111 0121 045 | 0103 | 0145 | 0157 | H7 Number | Latex | gty | gae | 026 | O111| 0121 | 045 | 0103 | 0145 | 0157 | H7 2 2
Final PCR streaking E= | 2 Final of | SLIDEX® CHROMagar &
Ilg:sult 5 5 8 PCR = E PCR colonies | 026 STEC 3
2012129 205 onaw| 8% |£/ T/ T 2| 2| T T T | T | T T reait| Toa |Gsed| ) T T/ T T | T| T T| T T |32
stx eae | serogroup Sk |Z|CFH | Z |5 £ gl £ 2/ £/ 2 2 £ £ 2 £ colonies g/l g/ 8/ 2 £/ £ &£ £ £
T2 I 51E? |5 v 5| 8 |8| 8|6 | 8|8 | 8|6 |86 (+-) 5 8|8 | 6|6 | 65| 65| 68| 6 |6
5 (&) 5 (&) O (&) O O (&) (&) O (&) O (&) O O (&) (&) O O O (&) O O
3 - - - - / / 00 00 [00]00 |00 [00][007]007]00]00 / - - | NA
4 - - - - / / 00 00 [00] 00 00 [00][007]007] 0000 / - - | NA
7 - - - - - / / 00 00 [00] 00 00 [00][007]007] 0000 / - - | NA
10 - - - - - / / 00 00 [00] 00 |00 [00][007]007] 0000 / - - | NA
14 - - - - - / / 00 00 [00] 00 |00 [00][007]007] 0000 / - - | NA
17 - - - - - / / 00 00 [00] 00 |00 [00/[007]007] 0000 / - - | NA
21 - - - - - / / 00 00 [00] 00 |00 [00/[007]007] 0000 / - - | NA
24 il-* - - - - / / 00 00 [00]00 00 000000700700 - / - NA
1 - - - - - - / - - 1344 330 [351] 00 | 00 | 00| 00 | 00 | 00 |00 352'560 + 1 + |245(240(267 00 | 00 | 00| 00 | 00 | 00 |00 / STEC026 | + |PD
8 |i+2633% | +26,06* | +26,04* |STEC026| + | + | + |+ | + / STEC026 | + 323 31.3 {336| 00 | 00 | 00| 00 | 00 | 00 |00 352'560 + 1 + |246(242(263 00 | 00 | 00| 00 | 00 | 00 |00 / STEC026 | + | PA
11 - - - - - - / - - 1402 400 [41.0| 00 | 00 | 00| 00 | 00 | 00 |00 352'560 + 1 + |257(252(278 00 | 00 | 00| 00 | 00 | 00 |00 / STEC026 | + |PD
12 | +1917 | +2410 | +2120 |STECO26| + | + | + | + | + / STEC026 | + 326 315 |[342| 00 | 00 | 00| 00 | 00 | 00 |00 SJZEGC + 1 + |247]240/266| 00 | 00 | 00| 00 | 00 | 00 |00 / STEC026 | + |PA
16 - . - - - - / . - 1365 360 {373 00 | 00 | 00| 00 | 00 | 00 |00 SJZEGC + 1 + |238/231/260| 00 | 00 | 00| 00 | 00 | 00 |00 / STEC026 | + |PD
18 - - - - - - / - - 322 312 |335 00 | 00 |00 00 | 00 | 0.0 |00 SJZEGC + 1 + |239/234/259| 00 | 00 | 00| 00 | 00 | 00 |00 / STEC026 | + |PD
20 | i+19,19* | +19,79* | +1885* |STEC026| + | + | + | + | + / STECO26 | + |31.3| 304 [326| 00 | 00 | 00| 00 | 00 | 00 |00 SJZEGC + 1 + |249]242/268| 00 | 00 | 00| 00 | 00 | 00 |00 / STEC026 | + |PA
22 | +2095 | +2418 | +2229 |STEC026| + |+ | + [+ [+ / STEC026| + | 00| 00 [00] 00 | 00 [00] 00 |00 |00 00 - / - - [ND
2 | +2100 | +2038 | +2140 |STECO26| + |+ | + |+ |+ / STEC026 | + 311 29.7 {327 00 | 00 | 00| 00 | 00 | 00 |00 352'560 + 1 + |256(252(277 00 | 00 | 00| 00 | 00 | 00 |00 / STEC026 | + | PA
5 | i+2128% | +2179* | +2129* |STEC026| + | + | + |+ | + / STEC026 | + 314 304 [326| 00 | 00 | 00| 00 | 00 | 00 |00 352'560 + 1 + |238(230(257 00 | 00 | 00| 00 | 00 | 00 |00 / STEC026 | + | PA
6 | i+1852* | +17,66* | +1832* |STEC026| + | + | + |+ | + / STEC026 | + 319 308 [330| 00 | 00 | 00| 00 | 00 | 00 |00 352'560 + 1 + |255[251(273 00 | 00 | 00| 00 | 00 | 00 |00 / STEC026 | + | PA
9 | i+2238* | +21,63* | +2148* |STECO26| + |+ | + | + |+ / STECO26 | + [30.3| 292 [31.8| 00 | 00 | 00| 00 | 00 | 00 |00 SJZEGC + 1 + |242]234/261| 00 | 00 | 00| 00 | 00 | 00 |00 / STEC026 | + |PA
13 | +1895 | +2142 | +2126 |STECO026| + | + | + |+ | + / STECO26 | + [30.3| 29.1 [31.5| 00 | 00 | 00| 0.0 | 00 | 00 |00 SJZEGC + 1 + |241)234/264| 00 | 00 | 00| 00 | 00 | 00 |00 / STEC026 | + |PA
15 | +1810 | +19,96 | +21,14 |STECO026| + | + | + |+ | + / STECO26 | + [33.7| 327 [350| 00 | 00 | 00| 00 | 00 | 00 |00 SJZEGC + 1 + 229224251 00 | 00 | 00| 00 | 00 | 00 |00 / STEC026 | + |PA
19 |i/+19,00* | +19,11*| +18.83* |STEC026| + |+ | + | + | + / STECO26 | + |284| 275 [30.0| 00 | 00 | 00| 0.0 | 00 | 00 |00 SJZEGC + 1 + |232]224/252| 00 | 00 | 00| 00 | 00 | 00 |00 / STEC026 | + |PA
23 | i+19,33* | +19,35* | +1956* |STEC026| + | + | + | + | + / STECO26 | + [292| 285 [30.5| 00 | 00 | 00| 00 | 00 | 00 |00 SJZEGC + 1 + |246/240/263| 00 | 00 | 00| 00 | 00 | 00 |00 / STEC026 | + |PA
*d:1:10
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QUALICON DIAGNOSTICS LLC

Collaborator  G1
Aerobic mesophilic flora:  2,1.108  CFU/g

Alternative method: BAX® System Real-Time PCR Assays STEC Suite and BAX® System Real-Time PCR Assay for E. coli 0157:H7
Pre warmed MP media 7h at 41,5°C
Confirmation
Reference Method ISO/TS 13136 |
mmuno-
: ; concentration
PCR results 7h Direct streaking (IMS): if
necessary 5
2 8
= ADRIA internal method PCR on colonies = s £
9] £ I
2 . - . Panel 1 Assay (026, Panel 2 Assay E. coli CHROMagar Screening Panel 1 Assay Panel 2 Assay E. coli c 2| 5
= p—
Confirmation ST A2 0111, 0121) (045,0103, 0145) | O157:HT STEC Assay | (026,0111,0121) | (045,0103, 0145) | O157:H7 2 S| 2
PCR results Direct After § § Number | Latex E | <
| stenng | M 5 3 = cae | 025 |O111|0121 045 O103| OM5| O157 HT | of | SLDEXe | S | eae | 026 O 0121|045 0103 015 O167 HT | crpopager| &
Final PCR | _ Q £ 3 = PCR colonies | 026 STEC ©
[4v] (] O [} o — — — — — — — — — — L — — — — — — — — — —
Rl 1802 B2 5 opa 2% |E 2 2 | T |2 | T|2 5| T |5 |Z|eut| Tpea | BH T T ) 2T T B T B3
sx | eae | SO S4Z 313 | & optona) 5 E T | T T % 3| T|lT T % colonies T/ T/ |8 T T =T % T
group 25 |2ty | S £ = = = | === === ) S|l s == s === =
5 (&) 6 (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&) (&)
3| - ] o] / ] - | o0 00 | 00 | 0000 00|00 000000 - ] / ) - | NA
4 | +3395 | +33.98 | +3551 | STECO26| - | + | - | + | - “é‘)’(t?ach\ . - | 00 00 | 00 | 00|00 00|00 00| 00|00 - . / . - | NA
7 |+3100 | +3271 | +3143 |STECOB| - | + | - | - | - “é‘)’(t?ach\ . - | 00 00 | 00 | 00|00 00|00 00| 00|00 - . / . - | NA
10 | +3338 | +3386 | +3116 | STECO26| - | - | - | - | / | I . -l o0 00 | 00 | 00|00 00|00 00 00|00 - ) / ) Y
14 | +3380 | +3205 | +3289 | STECO26| - | - | - | - |/ | 4 ] - | o0 00 | 00 | 0000 0000 000000 - ] / ] Y
17 | +29.23 | +2000 | +2867 |sTECO26] - | + | - | - [+ | 1 [stecozs| +| o0 00 | 00 | 0000 0000 000000 - ) / ) - 'ND
21 | +3117 | +3231 | #3188 |sTECO26| - | - | + |+ | + | 1 [stecozs| +| o0 00 | 00 | 00|00 0000 00 00|00 @- ) / ] - IND
24 | +3013 | +3221 | +3417 |STECO26| - | - | + | - | + | 1 |stEco28| + | o0 00 | 00 | 00|00 00|00 00| 00|00 - ] / ] - |ND
1| 42945 | +2968 | +2934 |STECO26| + | - | + | -  +| | | STECO2| + 32‘;?’ 2%’ :?60; 00 | 00 | 00| 00 | 00 | 00 |00]| 4+ + 14 + 215207 |254| 00 | 00 | 00| 00 | 338 | 00 |00 / STECO26 | - | ND
8 | 43147 | 43172 | +3045 |STECO26 - | + | - | - | 4 | NoDNA T | 00r s 00T g0 F 00 00| 00 | 00 | 00 00| 4+ + 87 + |26 21 247 00 | 00 |00 00 | 00 | 00 |00 / STEC026| - | NA
extract 27.0 27.2 30.3
11| +29.13 | +2031 | 42862 | STECO26| - | - | - | - | /| 1/ ) -l o0 00 | 00 | 00|00 0000 00 00|00 - ) / ) Y
12 | +31.11 | +3218 | 43271 | STECO26| - | - | - | - | /| | ] - | 00 00 | 00 | 0000 00|00 00| 00|00 - + 9 S |229] 223 1264 00 | 00 | 00| 00 | 00 | 00 00 / STECO26 | - | NA
16 | +27.87 | +2891 | 42000 | STECO26| - | + | - | - | - 'i‘)’d?a“éf - - | 4056/30.0 | 395/29.8 005324 | 00 | 00 388| 00 | 0.0 | 00 | 00| + 29 + 204223 242 00 | 00 | 00| 00 | 00 | 00 |00 / STECO26 | - | NA
18 | +31,07 | +3177 | +3079 | STECO26| - | - | - | - |/ | 4 . -l o0 00 | 00 | 0000 0000 000000 - ] / ] Y
20 | +2599 | +2670 | +2620 | STECO26| - | - | - | - | /| 1 . -l o0 00 | 00 | 00|00 00|00 00 00|00 - ) / ) Y
22 | +27.92 | +2926 | +2885 |STEC026 | - | + | - | + | - “é‘)’(t?ach\ - - | 00 00 | 00 | 00|00 00|00 00| 00|00 - . / . - |NA
2 | 42112 | 42114 | +2083 |STECO26| + | - | + | +  + | | |sTEco26| + | 400 | 380 | 419 | 00 | 00 | 00 00 | 00 | 0.0 |00 ngEé: + 39 + 204198 |242| 00 | 00 | 00| 00 | 00 | 00 |00 / STECO26 | + | PA
5 | +2022 | +1981| +19.97 |STECO26| + | + | + | + | + | | |STEC026| + |410/1285|39.1/285 00316 00 | 00 | 00| 00 | 00 | 00 [00] - + 7 + 215 211 1245 00 | 00 |00/ 00 | 00 | 00 |00 / STECO2 | - | ND
6 | +1928 | +1942 | +1946 |STECO26| + | + | + | +  + | | |STECO26| + | #4114 | 386 | 414 | 00 | 00 00 00 | 00 | 0.0 00 sngﬁc + 75 + 2342281250 00 | 00 | 00| 00 | 00 | 00 |00 / STECO26 | + | PA
9 | +2062 | +2408 | +2364 |STECO26| + | + | + |+ + | | |STECO26| + | 392 | 367 | 412 | 00 | 00 00 00 | 00 | 0.0 00 sngﬁc + 46 + 2242211253 00 | 00 | 00| 00 | 00 | 00 |00 / STECO26 | + | PA
13 | +2243 | +2318 | 42355 | STECO26| + | + | + | - | + | | |STECO| + | 393 | 366 | 406 | 00 | 00 | 00| 00 | 0.0 | 0.0 |00 sngﬁc + 85 + 2322261263 | 00 | 00 | 00| 00 | 00 | 00 |00 / STECO26 | + | PA
15 | +1874 | +1983 | +1948 |STECO26| + |+ | + |+ |+ | | |STECO| + | 309 | 371 | 403 | 00 | 00 | 00| 00 | 00 | 0.0 |00 sngﬁc + 82 + 230230 |248| 00 | 00 | 00| 00 | 00 | 00 |00 / STEC026 | + | PA
19 | +24.96 | +2637 | 42544 | STECO26| - | - | - | + | - 'i‘)’d?a“if - - | 380 | 353 | 404 | 00 | 00 |00 00 | 00 | 00 |00 ngEé: + 162 + 235 235|252 00 | 00 | 00| 00 | 00 | 00 |00 / STECO26 | + | PD
23 | 42047 | +2136 | +2179 |STECO26| + | - | + | - | + | | |STECO26| + | 384 | 355 | 402 | 00 | 00 00| 00 | 00 | 00 |00 ngEé: + 392 + 233233 255/ 00 | 00 | 00| 00 | 00 | 00 |00 / STECO26 | + | PA
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QUALICON DIAGNOSTICS LLC

Collaborator G2
Aerobic mesophilic flora:  2,4.108  CFU/g

Alternative method: BAX® System Real-Time PCR Assays STEC Suite and BAX® System Real-Time PCR Assay for E. coli 0157:H7
Pre warmed MP media 7h at 41,5°C
Confirmation
Reference Method ISO/TS 13136 Immuno-
PCR results 7h Direct streaking corz::lagt)r.aitflon
° necessary E
B ADRIA internal method PCR on colonies £ | o
< . . Screening Panel 1 Assay Panel 2 Assay E. coli Screening Panel 1 Assay Panel 2 Assay E. coli g R
2 PCR results Confirmation - Assay | (026,0111,0121) | (045,0103,0145) | O157:H7 CHF;?E"ggar Assay | (026,011, 0121) | (045, 0103,0145) | O157:H7 s |2 §
N re) = =] © =
Direct |~ After g 2 | stx | eae | 026 | 0111|0121 | 045 0103 | 0145 | 0157 | H7 Number | Latex | gy | ege | 026 | 0111|0121 | 045 | 0103 | 0145 | 0157 | H7 2 £ 2
Final PCR streaking | IMS E= 2 Final of SLIDEX® CHROMagar &
IE:sult 5 5 8 €2 | ® PCR colonies | 026 STEC 3
o 2 §JZ| 5 POR(pona) | S £/ 3§ T 3 F 3| F T T Toresut Typcal | fesed | () |3 T T 3 T 3| T T T
six | eae | serogroup Sz 3iE & g £ & & £ 2 2 2 8 g\t colonies I = = < < = I
% 5 EI‘) 5 v 5 o 6| 6|6 |65 65| 68| 6|85 (+F) 5 6|5 6 | 6|66 | 5| 6|6
27 - - - B / - - 0000 [00] 00 00/[00][00]00]00]00 - - / - - [ NA
30 |+3545[+3570| +3356 |STECO26| - | + | - | + | - stx- - - 00/ 000000 00/[00]00]00]00]00 - - / - - | NA
31 | +3659 | +34,87| +3507 |STECO26| - | + | - | + | - stx- - - 00/ 000000 00/[00]00]00]00]00 - - / - - | NA
32 [ +36,09]+3494| +3306 |STECO26| - | + | - | + | - stx - - 00/ 00 [00] 00 00/[00]00]00]0000 - - / - - | NA
39 | +7,65 | +36,84 - - + - - 1= / - - 00/ 00 [00] 00 00/[00]00]00]00]00 - - / - - | NA
41 - - - / - - 00/ 000000 00/[00][00]00]00]00 - - / - - | NA
43 - - BT / - - 100/ 00 [00] 00 00/[00]00]00]00]00 - - / - - | NA
47 [+3743]+3051 | +2938 |STECO26| - |+ [ - |+ | - stx- - - 1407401 [ 00 00 [ 00 [00] 00 ] 0000 [00] - - / - - INA
25 - - N / - 00418 [00[ 00 ][00 [00]007]00]00] 00] - - / - - [ NA
29 - - R / - - 0000 [00] 00 00/[00]00]00]00]00] - - / - - | NA
33 - - R / - - 004040000 00[00]00]00]00[00] - - / - NA
36 | +2378|+2324 | +2337 |STECO26| - | + | - | + | + / STECO26 | + (337 33 [377 00 | 00 | 00| 00 | 00 | 0.0 |00 sngec + incontable |+ [21,9]21,8(264| 0.0 | 00 [ 00| 00 | 00 | 00 |00 / STEC026 | + |PA
37 | +32,63 | +33,77| +3174 |STECO26| - | - | - | + | - stx- - - 1279 261 (325 0.0 | 00 | 00| 00 | 0.0 | 0.0 |00 sngec + incontable | + 24 [236(272| 00 | 00 |00 00 | 00 | 0.0 |00 / STEC026 | + |PD
40 | +30,03]+29,69| +2900 |STECO26| - | + | - | + | - stx- - - 100/ 00 [00]00 ] 00/[00]00]00]00]00 - - / - - | NA
42 | +2757|+27,83| +2729 |STECO26| - | + | - | + | - stx- - - |25 239(289| 00 | 00 | 00| 00 | 0.0 | 00 |00 sngec + incontable |  + 256|252 (289| 0.0 | 0.0 [ 00| 00 | 00 | 00 |00 / STEC026 | + | PD
46 | +2433|+2442 | +2498 |STECO26| - | + | - | + | + / STECO26| + | 28 | 27 |33 | 00 | 00 | 00| 00 | 00 | 0.0 |00 ngEé; + incontable |+  [24,9|246(286| 0.0 | 00 [ 00| 00 | 00 | 00 |00 / STEC026 | + |PA
26 | +2585 +2512| +2522 |STECO26| - | - | - | - | - / - - 1338299 (356 00 | 00 00| 00| 00| 00 |00 sngé: + incontable |+  [24,8| 25 [287| 0.0 | 0.0 [ 00| 00 | 00 | 00 |00 / STEC026 | + | PD
28 | +2838 | +2821| +2805 |STECO26| - | + | + | + | + / STECO26 | + (282 264 337 00 | 00 |00 | 00 | 00 | 0.0 |00 sngé: + incontable |+ [24,3|234(27,3| 0.0 | 00 [ 00| 00 | 00 | 00 |00 / STEC026 | + |PA
34 | +2523|+2419| +2504 |STECO26| - | + | - | + | + / STECO26 | + (241 22,7 [301| 00 | 00 | 00 | 00 | 00 | 0.0 |0.0 sngé: + incontable |+ [24,1| 24 [27,9] 0.0 | 00 [ 00| 00 | 00 | 00 |00 / STEC026 | + |PA
35 |+2628|+26,03| +2441 |STECO26| - | + | - | + | + / STECO26 | + (403357 | 0.0 0.0 | 0.0 [00] 00 | 00 | 00 |00[ = * incontable |+  [21,2]20,826,1] 0.0 | 0.0 [ 0.0 | 00 | 00 | 0.0 [0.0 / STEC026| - | ND
38 |+2363|+2352 +2351 |STECO26| + | - | - | - | + / STECO26| + | 25 | 239 |30 | 00 | 00 |00 | 00 | 00 | 0.0 |00 sngec + incontable |  + 255|251 (29,1| 0.0 | 0.0 [ 00| 00 | 00 | 0.0 |00 / STEC026 | + |PA
44 | +2650 | +2544 | +2621 |STECO26| - | + | - | + | - |six+leae+/O26+ |STEC026| + | 25 | 236 (292 0.0 | 00 [ 00| 00 | 00 | 00 |0.0 sngec + incontable |  + 255|255 (29,6| 0.0 | 0.0 [ 00| 00 | 00 | 00 |00 / STEC026 | + |PA
45 | +3153|+27,37 | +27,78 |STECO26| - | + | - | + | - stx- - - 1267|244 322| 00 | 00 | 00| 00 | 0.0 | 00 |00 ngEé; + incontable |+ [24,4|241(299| 0.0 | 00 [ 00| 00 | 00 | 00 |00 / STEC026 | + |PD
48 | +22,23|+2348| +2398 |STECO26| + | + | + | + | - | six+/eae+/026- - - 1336305 (366 00 | 00 00| 00| 00 | 00 |00 sngec + incontable |+  [23,7[237(27,9| 0.0 | 00 [ 00| 00 | 00 | 00 |00 / STEC026 | + | PD
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Collaborator H

Aerobic mesophilic flora:

2,9.108

CFUlg

QUALICON DIAGNOSTICS LLC

Alternative method: BAX® System Real-Time PCR Assays STEC Suite and BAX® System Real-Time PCR Assay for E. coli 0157:H7
Pre warmed MP media 7h at 41,5°C
Confirmation
Reference Method ISO/TS 13136 I[mmuno-
PCR results 7h Direct streaking corzfﬁgt;aitflon
° necessary E
B ADRIA internal method PCR on colonies £ - "
< . . Screening Panel 1 Assay (026, Panel 2 Assay E. coli Screening Panel 1 Assay Panel 2 Assay E. coli g 2 &
2 PCR resuls Confirmation - Assay 0111,0121) | (045,0103, 0145) | O157:H7 CHF;?E"ggar Assay | (026,011, 0121) | (045,0103, 0145) | O157:H7 = i 5
H o = =] [3:] o=
Direct |~ After £ 2| stx | eae | 026 | O111| 0121|045 | 0103 | 0145 | 0157 | H Number | Latex | o | eae | 026 0111|0121 045 0103 | 0145 | 0157 | H7 g £ 2
Final PCR streaking IMS E = z Final of SLIDEX® CHROMagar <
a 5 5 8 €2 | = PCR colonies | 026 STEC 3
Result | & /0| &9 Q| PCR 8¢ £ @ | @ T| T | T|T T T T | resut Tyical |tested| *)  ©| T T/ T T | T T T BT T
SdZ E¢Z| B (optiona)| = e 35 = S| 3| 32 |3| 3| 5| 2 |3|resu ypica = S |[S| 3| 3|3 3| 2| 2|5
stx eae | serogroup SEE SIE S £ g, 2 2 2/2 2|22 2|2 colonies (+/- g, 2/ £ 2/ 2/ 2|2 £2|E
1626 - 5|5 ||| o |c|o|6|06 |6 ) 5|5 |5|c |6 |55 |88 |6
3 - - - / / - 00 | 00 | 00 | 00|00 0000000000/ - - / - NA
4 - - - / / - 00 | 00 | 00 | 00 | 00 00| 0000 00 00| - - / - NA
7 - - - / / - 00 | 00 | 00 | 00 | 00 00| 0000 00 00| - - / - NA
10 - - - / / - 00 | 00 | 00 | 00 | 00 00| 0000 00 00| - - / - NA
14 | +3495 | +36,23 - - - - / / - 00 | 00 | 00 | 00 | 00 00| 00 00| 00 00| - - / - NA
17 | +36,83 | +37,06 | +36,26 | STEC 026 - - / / - 00 | 00 | 00 | 00 | 00 00| 0000 00 00| - - / - NA
21 | +3545 | 43675 | +40,08 |STEC026| - - / / - 381 | 376 | 368 | 00 | 00 |00 00 | 0.0 | 0.0 |00 Sggﬁc + 1 ¥ 215 | 210 232 00 | 00 | 00| 00 | 0.0 | 0.0 |00 / STEC026 | + PD
4| - - - / / - 00 | 00 | 00 | 0000 00/00] 0000 00 - - / - NA
1 | +8,15/-/- - 4]+ | | STEC 026 265 | 256 | 270 | 00 | 00 | 00| 00 | 00 | 00 |00 sggé: + 1 + 225 | 216 |243] 00 | 00 [ 00| 00 | 00 | 00 |00 / STEC026 | + PD
8 - - - / / - 277 | 266 | 273 | 00 | 00 | 00| 00 | 00 | 00 |00 sggé: + 1 + 216 | 209 |230] 00 | 00 [ 00| 00 | 00 | 00 |00 / STEC026 | + PD
11 | +2493 | +2575 | +2619 |STECO026| + | + | + | + | + | | STEC026| + | 260 | 253 | 27.2 | 00 | 00 | 00| 00 | 00 | 0.0 |00 sggé: + 1 + 224 | 222 (239 00 | 00 |00 00 | 00 | 0.0 |00 / STEC026 | + PA
12 | 426,32 | +2692 | +26,67 |STECO26| + | + | + | + | + | | STECO26| + | 27.7 | 272 | 289 | 00 | 00 | 00| 00 | 00 | 00 |00 sngﬁc + 1 + 212 | 209 [228 00 | 00 | 00| 00 | 0.0 | 0.0 |00 / STEC026 | + PA
16 | +2856 | +2943 | +2954 |STECO026| + | + | + | + | + | | STEC026| + | 335 | 328 | 329 | 00 | 00 | 00| 00 | 00 | 00 |00 sngﬁc + 1 + 215 | 210 [231, 00 | 00 | 00| 00 | 0.0 | 0.0 |00 / STEC026 | + PA
18 | +30,37 | +3339 | +3323 | STECO026| - ERE | |STECO26| + | 00 | 00 | 00 | 00 | 00 |00 00 | 00 | 00 |00 - - / - ND
20 - - - / / - 256 | 250 | 268 | 00 | 00 |00 00 | 0.0 | 0.0 |00 sngﬁc + 1 + 220 | 217 240 00 | 00 | 00| 00 | 0.0 | 0.0 |00 / STEC026 | + PD
22 | +2370 | +2587 | +2549 |STECO26| + | + | + | + | + | | STEC02| + | 267 | 260 | 276 | 00 | 00 | 00| 00 | 00 | 0.0 |00 sngﬁc + 1 + 232 | 226 249 00 | 00 | 00| 00 | 0.0 | 0.0 |00 / STEC026 | + PA
2 | +2683 | +27,33 | +2889 |STECO26| + | + | + | + | + | | STECO26| + | 262 | 250 | 267 | 00 | 00 | 00| 00 | 00 | 00 |00 sggé: + 1 + 222 | 215 [236] 00 | 00 [ 00| 00 | 00 | 00 |00 / STEC026 | + PA
5 | +27,87 | 430,37 | +2962 |STECO26| + | + | + | + | + | | STECO26| + | 256 | 250 | 265 | 00 | 00 | 00| 00 | 00 | 00 |00 sggé: + 1 + 223 | 220 |238] 00 | 00 [ 00| 00 | 00 | 00 |00 / STEC026 | + PA
6 | +2833 | +30,07 | +29,80 |STECO26| + | + | + | + | + | | STECO26| + | 252 | 243 | 265 | 00 | 00 | 00| 00 | 00 | 00 |00 Sggé: + 1 + 217 | 212 |234] 00 | 00 [ 00| 00 | 00 | 00 |00 / STEC026 | + PA
9 | +2423 | +2558 | +2521 |STECO26| + | + | + | + | + | | STECO2 | + | 244 | 235 | 253 | 00 | 00 | 00| 00 | 00 | 00 |00 sngﬁc + 1 + 211 | 208 [227 00 | 00 | 00| 00 | 0.0 | 0.0 |00 / STEC026 | + PA
13 | +2439 | +2510 | +2560 |STECO26| + | + | + | + | + | | STEC02| + | 257 | 254 | 268 | 0.0 | 00 | 00| 00 | 00 | 0.0 |00 sngﬁc + 1 + 241 | 240 254 00 | 00 | 00| 00 | 0.0 | 0.0 |00 / STECO26 | + PA
15 | +2430 | +2487 | +2506 |STECO26| + | + | + | + | + | | STEC026| + | 261 | 252 | 27.3 | 00 | 00 | 00| 00 | 00 | 0.0 |00 sngﬁc + 1 + 221 | 216 240 00 | 00 | 00| 00 | 0.0 | 0.0 |00 / STEC026 | + PA
19 | +2488 | +2522 | +2446 |STECO026| + | + | + | + | + | | STEC026| + | 250 | 241 | 263 | 00 | 00 | 00| 00 | 00 | 00 |00 sngﬁc + 1 + 224 | 218 [241, 00 | 00 | 00| 00 | 0.0 | 0.0 |00 / STEC026 | + PA
23 | +21,93 | +2315 | +2439 |STECO26| + | + | + | + | + | | STECO2| + | 246 | 239 | 257 | 00 | 00 | 00| 00 | 00 | 0.0 |00 SJEBC + 1 + 218 | 214 235, 00 | 00 | 00| 00 | 0.0 | 0.0 |00 / STEC026 | + PA
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QUALICON DIAGNOSTICS LLC

Collaborator I ADRIA
Aerobic mesophilic flora: CFU/g
Alternative method: BAX® System Real-Time PCR Assays STEC Suite and BAX® System Real-Time PCR Assay for E. coli 0157:H7
Pre warmed MP media 7h at 41,5°C
Confirmation
Reference Method ISO/TS 13136°¢ Immuno-
PCR results 7h Direct streaking corz::lagt)r.aitflon
° necessary E
B ADRIA internal method PCR on colonies £ | o
< . . Screening | Panel 1 Assay (026, Panel 2 Assay E. coli Screening Panel 1 Assay Panel 2 Assay E. coli g R
2 PCR resuls Confirmation - Assay 0111,0121) | (045,0103, 0145) | O157:H7 CHE?E"ggar Assay | (026,011, 0121) | (045, 0103,0145) | O157:H7 s |2 §
H o = =] [} o=
tD"i?t “I‘;,tles’ 3 2 | stx | eae | 026 |O111|0121 | 045|0103 | 0145|0157 | H7 | Number | LateX | sty | eae | 026 | 0111|0121 | 045 | 0103 | 0145|0157 | H7 g |[£|2
Final PCR —re2king ° E= | & Final of | SLIDEX® CHROMagar &
= = N €@ = PCR colonies | 026 STEC Q
Resut | S o § o Q PCR 8 |£E| s | @ | & | |2 |e| ||l T|*® | i tested | (+ 2 ©| @ @ © | @@ @ @@ e
SO | S| B (optiona)| = | S S S S| 8|S S 8| 8| S |resut] Typical este (+h) 5| 3|/3| 3| 3|3| 32| 3| 3|53
stx | eae | serogroup 5 E ¥ | 6HE | S e S S g g S, 8| 8| 88| g | &= colonies (+/- s/ 8| &, 8/, &8/ 8| 8 &
. E £ 2/ 2|2 £ £ £ 2|2 £ 2 2/ 22|22 2/ 2] 2|2 £
765276 - 5|5 |5 |5|5 8|56 8 5 ) 5|5 5|5 |6 |58 |66 &
3 - - - - - / - 00 | 00 | 00 [00]00]00]00]00]00]00 st / - - | NA
4 - - - - - / - 00 ] 0000 [00]00]00]00]00]00]00 st / - - INA
7 - - - - - -1 -1 / -1 00 ] 00 00 [00]00]00]00]00]00]00 st / - - INA
10 - - - - - -1 -1 / -1 00 ] 0000 [00]00]00]00]00]00]00 st / - - INA
14 - - - - - -1 -1 / -1 00 ] 00 00 [00]00]00]00]00]00]00 / - - INA
17 - - - - - -1 -1 / -1 00 ] 00 ] 00 [00]00]00]00]00]00]00 st / - - INA
21 - - - - - -1 -1 / -1 00 ] 0000 [00]00]00]00]00]00]00 st / - - INA
24 - - - - - -0 / -1 00 0000 00/]00]00]00] 00007/ 00] - / - NA
1 | +2760|+23,79| +2345 |STEC026| + | + | + | + | + + |STECO26| + | 37.0 | 353 | 37.7 | 00 | 00 | 00 | 0.0 | 00 | 00 | 0.0 ngEsc +M 1 026+ (259 252|277 00 | 00 |00 00 | 00 | 0.0 |00 / STECO26 | + |PA
8 - - - - - -1 - 111 / - -1 00 00|00 00000000/ 00]00]00] - st / - - | NA
11 | +33,66|+3533| +3649 |STEC026| - | - [+(1)| - | + + |STECO26| + | 389 | 380 | 383 | 00 | 00 | 00 | 0.0 | 00 | 00 | 0.0 ngEsc +p 1 026+ (239 234|256 00 | 00 |00 00 | 00 | 0.0 |00 / STECO26 | + |PA
12 | +2921[+2995| +3044 [STEC026| - | - | + | + | + + |STECO26| + | 00 | 00 | 00 | 00 | 00 | 00 ] 00 | 00 | 00 | 00 | - st / - - [ND
16 | +27,36 | +27,24 | +2678 |STECQ026| + | + | + | + | + + |STECO26| + | 364 | 354 | 362 | 00 | 00 | 00 | 00 | 00 | 00 | 00 |STEC +M 1 026+ [27.4267(292 00 | 00 |00 00 | 00 | 0.0 |00 / STEC026 | + | PA

026

00 | 412 | 00 | 00 | 00 | 00| 00/| 00 | 00 | 0.0
411|397 | 00 | 00 | 0.0 | 00 | 00/ | 0.0 | 00 | 0.0 -
18 | +2813 | +28,01| +2759 |STECO26| + | + | + | + | + + STECO26 | + 403 1397 | 00 | 00 | 00 |00 00l 00! 00!l 00 +p 1 026+ |281|273/295| 0.0 | 00 00| 00 | 00 | 0.0 {00 / STECO026| - |ND

39.6) | 3910 | 40.70 | 0.0 | 0.0 | 0.0 | 0.000 | 0.0 | 0.0 | 0.00) |+

20 - - - - - / -, 00|00 | 00 |00 ] 00]00)00]00]00]00 - st / - - |[NA
22 - - - - - S N R / - - | 359|345 | 363 | 00| 00|00 00| 00| 0000 SJEGC +p 1 026+ |259|252 277 0.0 | 00 00| 00 | 00 | 0.0 {00 / STECO026 | + |PD
2 +27,80 | +28,17 | +27,62 |STECO26| + | + | + | + | + + STECO26 | + | 331 | 319 | 334 | 00 | 00 | 00 | 00 | 0.0 | 0.0 | 00 SC-)FE(SC +M 1 026+ |249|242/268| 0.0 | 00 | 00| 00 | 00 | 0.0 {00 / STEC026 | + | PA
5 +2551 | +25,09 | +2485 |STECO26| + | + | + | + | + + STECO26 | + | 345 | 334 | 353 | 00 | 00 | 00 | 00 | 0.0 | 0.0 | 00 SC-)FE(SC +p 1 026+ |312|308/333| 0.0 | 00 00| 00 | 00 | 0.0 {00 / STEC026 | + | PA
6 +22,54 | +22,99 | +2248 |STECO26| + | + | + | + | + + STECO26 | + | 340 | 329 | 348 | 00 | 00 | 00 | 00 | 0.0 | 0.0 | 00 SC-)FE(SC +p 1 026+ |28.7|282|305| 0.0 | 00 00| 00 | 00 | 0.0 {00 / STEC026 | + |PA
9 +23,43 | +23,38 | +23,12 |STECO26| + | + | + | + | + + STECO26 | + | 34.0 | 329 | 346 | 00 | 0.0 | 00 | 00 | 0.0 | 0.0 | 00 SJEGC +p 1 026+ |251|245/269| 0.0 | 00 [ 00| 00 | 00 | 0.0 {00 / STEC026 | + | PA
13 | +22,78 | +2247| +2336 |STECO26| + | + | + | + | + + STECO26 | + | 354 | 342 | 351 | 0.0 | 0.0 | 00 | 00 | 0.0 | 0.0 | 00 SJEGC +p 1 026+ |248|242/266| 0.0 | 00 | 00| 00 | 00 | 0.0 {00 / STEC026 | + | PA
15 | +27,85|+2823 | +2729 |STECO26| + | - | + | + | + + STECO26 | + | 342 | 332 | 347 | 00 | 0.0 | 00 | 00 | 0.0 | 0.0 | 00 SJEGC +M 1 026+ |259|255/278| 0.0 | 00 | 00| 00 | 00 | 0.0 {00 / STEC026 | + | PA
19 | +22,26 | +2247 | +2215 |STECO26| + | + | + | + | + + STECO26 | + | 36.2 | 345 | 358 | 0.0 | 0.0 | 00 | 00 | 0.0 | 0.0 | 00 SJEGC +p 1 026+ |268|26228.7| 0.0 | 00 | 00| 00 | 00 | 0.0 {00 / STEC026 | + | PA
23 | +2251|+22,28 | +2227 |STECO26 | + | + | + | + | + + STECO26 | + | 353 | 339 | 364 | 00 | 0.0 | 00 | 00 | 0.0 | 0.0 | 00 SJEGC +p 1 026+ |282|276/301| 0.0 | 00 | 00| 00 | 00 | 0.0 {00 / STEC026 | + | PA

(1): second extraction

* Analyses performed according to the COFRAC accreditation
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