D 2

DE\\"EI.OPPEMENT ESSAIS

ACCREDITATION
N1-0144
PORTEE DISPONIBLE
SUR WWW.COFRAC.FR

Solus Scientific Solutions Ltd
Unit 9 Mansfield Networkcentre
Millennium Business Park
Concorde Way - Mansfield
Nottinghamshire NG19 7JZ (UK)

NF VALIDATION
Validation of alternative analytical methods
Application in food microbiology

Summary report

EN ISO 16140 validation study of the Solus £. colf
O157 ELISA Screening Assay for the detection of
E. coli 0157 (including €. coli O157:H7) in raw beef
meat products (seasoned or not), raw milks and dairy
products, vegetables and environmental samples

Qualitative method

This report includes 88 pages, with 12 appendixes.
Only copies including the totality of this report are authorised.

Competences of the laboratory are certified by COFRAC accreditation for the analyses
marked with symbol®.

Version 0

October 28, 2015

ADRIA DEVELOPPEMENT
Creac’h Gwen - F. 29196 QUIMPER Cedex - Tél. (33) 02.98.10.18.18 - Fax (33) 02.98.10.18.08
E-mail : adria.developpement@adria.tm.fr - Site web : http://www.adria.tm.fr
ASSOCIATION LOI DE 1901 - N° SIRET 306 964 271 00036 - N° EXISTENCE 532900006329 - N°TVA FR4530696427100036



mailto:adria.developpement@adria.tm.fr
http://www.adria.tm.fr/

Solus Scientific Solutions Ltd

1 INTRODUCTION 4
2 METHOD PROTOCOLS 4
21 Reference method 4
2.2 Alternative method 4
3 VALIDATION STUDY (2015) 5
3.1 Method comparison study
3.1.1 Relative accuracy, relative specificity and relative sensitivity
3.1.2  Relative detection level 14
3.1.3 Inclusivity / exclusivity 17
3.1.4  Practicability 18
3.2 Inter-laboratory study 20
3.2.1  Study organisation 20
3.2.2 Experimental parameters control 21
3.2.3 Analysis results 23
3.2.4  Results interpretation 25
3.2.5 Interpretation 27
4 CONCLUSION 29
+  Appendix 1-1SO 16654: Horizontal method for the detection of Escherichia coli 0157 30
+  Appendix 2 — Flow diagram of the Solus E. coli 0157 ELISA Screening Assay 31
+  Appendix 3 — Artificial contamination of the samples 32
+  Appendix 4 — Relative accuracy, relative specificity and relative sensitivity: raw data 41
+  Appendix 5 - Relative detection level: raw data 61
+  Appendix 6 - Inclusivity / exclusivity: raw data 66
+  Appendix 7 — Results obtained by the Expert Laboratory 70
+  Appendix 8 — Results obtained by each Collaborator 71
+  Appendix 9 - Specificity and sensitivity 83
+  Appendix 10 - Paired results of the alternative and reference methods for each level 84
+  Appendix 11— Accordance 85
+  Appendix 12 - Concordance 87
ADRIA Développement 2/88 October 28, 2015

Summary Report (Version 0)
Solus E. coli 0157 ELISA



Solus Scientific Solutions Ltd

Before comment

Quality Assurance documents related to this study can be consulted upon
request by Solus Scientific Solutions Ltd.

The technical protocol and the result interpretation will be realised according to
the EN ISO 16140 and the AFNOR technical rules.

v Company :

v' Expert Laboratory:

v Studied method:

v Validation standard:

v" Reference method* :

v Scope:

v Certification body:

Solus Scientific Solutions Ltd
Unit 9 Mansfield Networkcentre
Millennium Business Park
Concorde Way - Mansfield
Nottinghamshire - NG19 7JZ (UK)

ADRIA Développement
ZA Creac’h Gwen
29196 QUIMPER Cedex (France)

Solus E. coli 0157 ELISA Screening Assay for the
detection of Escherichia coli 0157 (including
E. coli O157:H7)

ISO 16140 (October 2003) : Food microbiology —
Protocol for the validation of alternative methods

EN ISO 16654 : Microbiology of food and animal
feeding stuffs - Horizontal method for the detection of
Escherichia coli 0157

Raw beef meat products (seasoned or not), raw
milks and dairy products, vegetables and
environmental samples

AFNOR Certification

* Analyses performed according to the COFRAC accreditation

ADRIA Développement
Summary Report (Version 0)
Solus E. coli 0157 ELISA

3/88 October 28, 2015



Solus Scientific Solutions Ltd

1 INTRODUCTION
The validation study of the Solus E. coli 0157 ELISA Screening Assay for
the detection of Escherichia coli 0157 (including E. coli O157:H7) in raw
beef meat products (seasoned or not), raw milks and dairy products,
vegetables, and environmental samples was performed in 2015 according to
the EN ISO 16140 protocol (Certificate No SOL 37/03 - 10/15).
The following criteria were evaluated during the validation study:
Xl The method comparison study:
o The relative accuracy, the relative sensitivity and the relative
specificity.
o The relative detection limit,
o The inclusivity and the exclusivity,
o The practicability.
The inter-laboratory study.
This study design fulfils the current ISO 16140 standard (2003), but as
well the upcoming one using the published ISO 16140 FDIS (2015).
2 METHOD PROTOCOLS
21 Reference method’
The reference method corresponds to the ISO NF EN ISO 16654 standard:
Microbiology of food and animal feeding stuffs - Horizontal method for the
detection of Escherichia coli O157 (See Appendix 1).
2.2 Alternative method

The alternative method is based on an enzyme-linked immune-sorbent
assay. The detailed protocol is presented in Appendix 2.

* Analyses performed according to the COFRAC accreditation
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The different steps are:

- Enrichment step in mTSB (non-pre-warmed) + novobiocin (20 mg/l) during
16 — 20 hours at 41.5°C + 1°C,

- ELISA test,

- Confirmation step by streaking the enrichment broth (10 pl) onto CT-
SMAC and a chromogenic agar plate and by performing latex tests on
characteristic colonies with or without a purification step for the O157 latex
test (Microgen E. coli O157 M44 OR Welicolex E. coli O157:H7
R30959601), and after a purification step for the H7 latex test (Wellcolex
E. coli O157: H7 R30959601).

If a discordant result is observed between the ELISA test and the
confirmatory test, an IMS is used on 1 ml of enrichment broth prior to
streaking onto selective plates.

As the mTSB + Novobiocin is not pre-warmed for the alternative
method in comparison to the reference method, this is an UNPAIRED
DATA STUDY.

In order to offer more practicability, it is possible to store the
enrichment broths for 72 h at 2 — 8°C prior to analysis with the Solus
E. coli 0157 test.

3 VALIDATION STUDY (2015)

3.1 Method comparison study
3.1.1 Relative accuracy, relative specificity and relative sensitivity

I1SO 16140 (2003)

- The relative accuracy is defined as the degree of correspondence between the response
obtained by the reference method and the response obtained by the alternative method on
identical samples.

- The relative specificity is the ability of the alternative method to not detect the analyte when it is
not detected by the reference method.

- The relative sensitivity is the ability of the alternative method to detect the analyse when it is
detected by the reference method.
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3.1.1.1 Number and nature of samples

240 samples were analysed. The distribution per tested category, type and
pre-enrichment protocol is given in Table 1.

Table 1 — Distribution per tested category and type

Positive Negative

Categories Types Total
samples samples

Raw beef meat products Fresh and frozen ground beefs 10 11 21
Minced meat preparations 10 9 19
Fresh and frozen beeftrim 10 10 20
Total 1 30 | 30 |e0]

Raw milks and dairyproducts  |Raw milks 9 10 19
Raw fermented or acidified milks 13 10 23
Raw mikcheeses o8 [ 10 [18]
Total 30 30 60

Vegetables Produces and leafy greens 10 6 16
RTE foods (delisalads) 10 11 21
Sprous . o0 |13 |23
Total 30 30 60

Environmental samples Swabs, sponges 9 20 29
Process and cleaning water 10 7 17
Dusts_ ... oo fos e
Total 30 30 60

TOTAL 120 120 240

3.1.1.2 Artificial contamination of samples

Artificial contaminations were done by spiking (560 samples) or seeding
(145 samples) protocols. For the spiking protocol, the strains were stressed
using various injury protocols. The injury efficiency was evaluated by
comparing enumeration results onto selective and non-selective agars
(respectively CT-SMAC and TSYEA). The artificial contaminations are
presented in Appendix 3.

195 samples were artificially contaminated, using 43 different strains and
5 various protocols. 120 gave a positive result. No more than 6 positive
results were obtained with a same strain.
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The repartition of inoculation per protocol and inoculation level is showed in
Figures 1 and 2.

Figure 1 - Ratio of positive samples after inoculation,
depending on the inoculation protocol

Seeding 3<x<7,2
cfu/sample 13
M Positive samples
Seeding <3 cfu/sample 9t
A M Inoculated samples
Spiking < 5 cfu/sample 50
1 1 1 1 Ifl

0 20 40 60 80 100

Figure 2 - Breakdown of artificially inoculated samples,
depending of the inoculation protocol

M Spiking < 5 cfu/sample

M Seeding <3 cfu/sample

I Seeding 3<x<7,2 cfu/sample

100% of the samples were artificially contaminated.
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3.1.1.3 Confirmation protocols

A confirmation step is performed by streaking the enrichment broth (10 pl)
onto CT-SMAC and a chromogenic agar plate and by performing latex tests
on characteristic colonies with or without a purification step for the O157 latex
test (Microgen E. coli O157 M44 or Wellcolex E. coli O157:H7 R30959601),
and after a purification step the H7 latex test (Wellcolex E. coli O157: H7
R30959601). Note that both O157 latex tests were simultaneously tested
during the study, i.e. Microgen and Wellcolex.

When a discordant result was observed between the ELISA test and the
confirmatory test, an IMS was used on 1 ml of enrichment broth prior to

streaking onto selective plates.

3.1.1.4 Test results

Raw data per category are given in Appendix 4. The paired results per
category are given in the following tables

Table 2 — Summary of results of the reference method and alternative method:

Overall results

Reference method Reference method
Response " :
positive (R+) negative (R-)

Alternative method Positive agreement (A+/R+) Positive deviation (R-/At)
positive (A+) PA =59 PD=35

Alternative method Negative deviation (A-/R+) Negative agreement (A-/R-)
negative (A-) ND = 26 NA =120 (PPNA =2)

PP: positive presumptive non confirmed samples

PD: positive deviation (R-/A+) ND: negative deviation (A-/R+)
PA: positive agreement (R+/A+) NA: negative agreement (R-/A-)
ADRIA Développement 8/88 October 28, 2015
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Table 3 — Summary of results of the reference method and alternative method:

Response

Alternative method
positive (A+)

Alternative method

negative (A-)

Raw beef meat products

Reference method

positive (R+)

Positive agreement (A+/R+)
PA=18

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

PD=8

Negative deviation (A-/R+)

ND=4

Negative agreement (A-/R-)
NA =30

Table 4 — Summary of results of the reference method and alternative method:

Raw milks and dairy products

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

Reference method
positive (R+)

Positive agreement (A+/R+)
PA=13

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

PD =11

Negative deviation (A-/R+)

ND=6

Negative agreement (A-/R-)
NA =30

Table 5 — Summary of results of the reference method and alternative method:

Response

Alternative method
positive (A+)
Alternative method

negative (A-)

ADRIA Développement
Summary Report (Version 0)
Solus E. coli 0157 ELISA

Vegetables

Reference method
positive (R+)
Positive agreement (A+/R+)
PA=11

Reference method
negative (R-)

Positive deviation (R-/A+)
PD=9

Negative deviation (A-/R+) Negative agreement (A-/R-)
ND=10 NA =30 (PPNA=2)
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Table 6 — Summary of results of the reference method and alternative method:

Environmental samples

Response

Reference method
positive (R+)

Reference method
negative (R-)

Alternative method Positive agreement (A+/R+) Positive deviation (R-/A+)
positive (A+) PA=17 PD=7

Alternative method

negative (A-)

Negative deviation (A-/R+)
ND=6

Negative agreement (A-/R-)
NA =30

3.1.1.5 Calculation of relative accuracy (AC), relative sensitivity (SE) and relative
specificity (SP)

The calculations of relative accuracy (AC), relative sensitivity (SE) and
relative specificity (SP) are summarized in Table 7.

Table 7 — Calculation of relative accuracy (AC),
relative sensitivity (SE) and relative specificity (SP)

Relative Relative Relative

Category

PA

100x(PA+NA])N

NA

accuracy
AC (%)

N+
PA +ND

sensitivity
SE (%)

100xPAJ/N+

N-
NA +PD

specificity
SP (%)
[100XNAJN-]

Rawbeefmeat | 4o | 59 | 4 | g | 6o 80.0 22 81.8 38 78.9
products

Rawmiksand | 4q | 59 | & | 44 | 6o "7 19 68.4 o 73.2
dairy products

Vegetables 11130 |10 ] 9 | 60 68.3 21 524 39 76.9
Environmental | 47 | 59 | 6 | 7 | 60 78.3 23 73.9 37 81.1
samples

All samples | 59 | 120 | 26 | 35 | 240 74.6 85 69.4 155 774

The alternative method percentage values are:

Relative accuracy : AC 74.6 %
Relative specificity : SP 774 %
Relative sensitivity : SE 69.4 %

The sensitivities of both methods, when the positive deviations of the
alternative method are considered, are presented below:

78.3 %
70.8 %

Alternative method

Reference method

ADRIA Développement 10/88
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3.1.1.6 Analysis of discordants

+ Negative deviations

Among the 26 negative deviations (See Table 8), Escherichia coli O157:H7
was detected in the Solus mTSBn enrichment broth for 2 samples (4297 and
8). For these 2 samples, the detection level of the alternative method was
probably not reached; the analysis was repeated three times, and for the
sample 4297, 2 positive results (0.265 & 0.261) were then observed
confirming that, after enrichment, the E. coli O157:H7 counts were closed to
the LOD of the assay.

For the 24 other samples, the negative results were probably due to sampling
heterogeneity in this unpaired data study since levels of contamination were

low.
Table 8 — Negative deviations

Inoculation Result Confirmation

Inoculated strain 0.D.
level

4164 | Ground beef 5% fat E. coli 0157:H7 Ad489 1.2 0.068 - -

4168 | Beef trim E. coli 0157:H7 Ad560 1.8 0.110 - -

115 | Beef trim E. coli O157:H7 Ad585 1 0.075 - -

297 | Ground beef E. coli 0157:H7 Ad487 1 0.080 - -

3999 | Fermented milk E. coli 0157:H7 Ad557 1.6 0.064 - -

4000 | Fermented milk E. coli 0157:H7 Ad577 2.6 0.061 - -

4188 | Raw milk cheese E. coli O157:H7 Ad579 2.4 0.063 - -
0.102 -

4297 | Fermented cream E. coli O157:H7 Ad574 0.8 0.261 + +
0.265 +

4304 | Fermented yoghurt E. coli 0157:H7 Ad580 2.2 0.065 - -

136 | Raw milk cheese E. coli 0157:H7 Ad1745 14 0.063 - -
3993 | Frozen peas E. coli 0157:H7 Ad558 0.8 0.068 - -
3995 | Flat frozen beans E. coli 0157:H7 Ad575 1.8 0.061 - -
4176 | Baby leaves E. coli 0157:H7 Ad578 1 0.073 - -
4180 | Sprouts E. coli 0157:H7 Ad577 2 0.058 - -
4183 | Frozen spinach E. coli 0157:H7 EF190 1.4 0.061 - -
4290 | Sprouts E. coli 0157:H7 Ad582 1.2 0.076 - -

5 Sprouts E. coli 0157:H7 Ad573 34 0.060 - -

6 Sprouts E. coli 0157:H7 Ad571 4.8 0.063 - -

0.123 -
8 Sprouts E. coli 0157:H7 Ad576 3.6 0.135 - +
0.135 -

15 Vegetables deli salad E. coli O157:H7 Ad576 3.6 0.054 - -
354 | Dusts (sprout industry) E. coli O157:H7 Ad576 1 0.056 - -
361 | Swab (sprout industry) E. coli 0157:H7 Ad573 2.2 0.069 - -
364 | Frocess water (sprout E. coli O157:H7 Ad579 18 | 0074 | - -

industry)
1252 | Process water E. coli 0157:H7 Ad552 2.2 0.068 - -
1263 | Process water E. coli 0157:H7 Ad553 34 0.057 - -
0.060 -
1335 | Dusts (dairy industry) E. coli 0157:H7 Ad555 1.8 0.062 - -
0.075 -

ADRIA Développement
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+ Positive deviations

As already mentioned for the negative deviations, 35 positive deviations were
obtained with the Solus E coli O157 assay (See Table 9); they were, in most
of the cases, probably due to a different sampling between both methods.

Table 9 — Positive deviations

Inoculated strain Inoculation level  O.D. Coniimed

4165 | Ground beef E. coli 0157:H7 Ad489 1-0-2-2-1 (1.2) 2.750 +
4167 | Beef trim E. coli 0157:H7 Ad559 0-0-1-2-2 (1.0) 2.730 +
4170 | Beef meat E. coli O157:H7 Ad683 0-1-0-2-1 (0.8) 2.757 +
4173 | Carpaccio E. coli O157:H7 Ad924 0-2-1-0-1 (0.8) 2.688 +
4276 | Ground beef 10% fat E. coli 0157:H7 Ad485 0-2-4-0-0 (1.2) 2.678 +
4284 | Beef trim E. coli 0157:H7 Ad1248 2-1-1-0-1 (1.0) 2.682 +
117 | Beef trim E. coli 0157:H7 Ad1174 0-0-0-0-3 (0.6) 2.590 +
121 Ground beef 15% fat E. coli 0157:H7 Ad585 2-0-1-0-2 (1.0) 2.699 +
4001 | Fermented milk E. coli 0157:H7 Ad578 0-3-2-4-3 (2.4) 2.842 +
4184 | Raw milk cheese E. coli 0157:H7 Ad571 5-0-3-0-1 (1.8) 0.695 +
4299 | Fermented yoghurt E. coli O157:H7 Ad581 1-1-1-4-0 (1.4) 2.785 +
4300 | Fermented milk E. coli 0157:H7 Ad582 0-4-1-1-0 (1.2) 2.810 +
4301 | Fermented milk E. coli 0157:H7 Ad582 0-4-1-1-0 (1.2) 2.801 +
4305 | Fermented milk E. coli 0157:H7 Ad581 1-1-1-4-0 (1.4) 2.750 +
127 | Raw Milk E. coli 0157:H7 Ad576 3-3-2-0-0 (1.6) 1.295 +
130 | Raw Milk E. coli 0157:H7 Ad578 0-0-1-3-2 (1.0) 1.161 +
132 | Raw Milk E. coli 0157:H7 Ad576 3-3-2-0-0 (1.6) 2.670 +
134 | Raw Milk E. coli 0157:H7 Ad578 0-0-1-3-2 (1.0) 1.916 +
302 | Raw milk E. coli O157:H7 Ad1745 2-2-2-2-2 (2.0) 2.507 +
3987 | Produce E. coli 0157:H7 Ad556 2-4-3-1-1(2.2) 2.451 +
3991 | Caesar salad E. coli 0157:H7 Ad577 1-2-3-3-4 (2.6) 2.854 +
3992 | Deli salad (ham, egg, cheese) | E. coli O157:H7 Ad578 0-3-2-4-3 (2.4) 2.780 +
4175 | Baby leaves E. coli 0157:H7 EF190 0-2-1-4-0 (1.4) 2.648 +
4295 | Produce E. coli 0157:H7 Ad582 0-4-1-1-0 (1.2) 0.309 +

3 Sprouts E. coli 0157:H7 Ad572 5-5-5-3-3 (4.2) 0.367 +

10 Coleslaw E. coli 0157:H7 Ad571 5-9-5-2-3 (4.8) 2.759 +

11 Ready to eat celery E. coli O157:H7 Ad571 5-9-5-2-3 (4.8) 2.440 +
290 | Parsley E. coli 0157:H7 Ad581 0-2-1-2-4 (1.8) 2.623 +
353 | Dusts (dairy industry) E. coli 0157:H7 Ad1745 2-2-1-4-4 (2.6) 2.693 +
355 Dusts (sprout industry) E. coli O157:H7 Ad577 1-3-0-0-2 (1.2) 2.674 +
362 | Swab (sprout industry) E. coli 0157:H7 Ad574 0-1-0-1-2 (0.6) 2.358 +
1256 | Swab (meat industry) E. coli 0157:H7 Ad552 2-1-1-6-1 (2.2) 2.597 +
1258 | Swab (meat industry) E. coli 0157:H7 Ad553 2-4-3-4-4 (3.4) 2.526 +
1326 | Swab (meat industry) E. coli 0157:H7 Ad685 3-0-2-2-2 (1.8) 2.827 +
1327 | Swab (meat industry) E. coli 0157:H7 Ad554 4-6-5-2-1 (3.6) 2.379 +
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According to the Annex F of the ISO 16140 (2003) standard, the analysis of
discordant is:

Y =ND + PD =26 + 35 =61
Y > 22, the MacNemar test is applied:

2= &

_ |PD-NDI*>
X y y

[35—-26/*> 81
61 61

= 1.328

7?< 3.841; the two methods are not different.

3.1.1.7

Confirmations

96 positive ELISA tests were observed; for 2 of them (samples 4177 and
4182), it was impossible to isolate the Escherichia coli strains even by using
an IMS step and a re-growth step in BHI broth. These samples were
considered as PPNA (Positive Presumptive Negative Agreement). Note that
for these samples, the observed ODs for the first test were very low (0.240
and 0.211). ELISA replicates for the same 2 samples gave negative results
(OD = 0.185 and 0.176 for the sample 4177 and OD = 0.185 and 0.183 for
the sample 4182).

A summary of the results obtained with the different confirmation protocols is
given in Table 10.

Table 10

Number of samples depending on the selective agar

Confirmation protocols CT-SMAC Chromagar 0157
Direct streaking 78 67

IMS step 14 11
Confirmation tests on 1 1
characteristic colonies

Total confirmed 93 79

No typical colony 1 15

Total positive samples 94

Based on these data, the better results were observed when using CT-SMAC
as selective agar plate.

13/88 October 28, 2015
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3.1.1.8 mTSB novobiocin storage for 72 h at 2 — 8°C prior to ELISA tests

The enrichment broths were stored for 72 h at 2 — 8°C and analysed a
second time. The following change was observed:

Sample n° Product Before storage After storage
4297 Fermented cream -ND +PA

The analysis of discordant became:

Y=ND+PD=25+35=60
Y > 22, the MacNemar test is applied:
2- 4 _ IPD-ND|* _ [35-25]* _ 100

X = 3 5 s = 1.667

r?< 3.841; the two methods are not different.

3.1.2 Relative detection level

I1SO 16140 (2003)
- For the purpose of this Standard, the relative detection level is the smallest number of
culturable microorganisms than can be detected with 50 % of chances in the sample by the
alternative and reference methods.

3.1.2.1 Matrices

The objective of this study is (i) to determine the minimal quantity of the
target analyse that can be detected in food matrices, (ii) to compare both
method results.

The detection limits were defined by analysing four matrix/strain pairs. The
tested matrices are given in Table 11.
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Table 11
Matrix Inoculated strain Storage conditions
prior to analysis

Escherichia coli 0157:H7 Ad 486, 48hat2-8°C
Ground beef ,

isolated from ground beef

) Escherichia coli O157:H7 Ad 1745, 48hat2-8°C

Raw milk , .

isolated from dairy product

Escherichia coli 0157:H7 Ad 556, 48hat2-8°C
Fresh produces , ,

isolated from environmental sample

Escherichia coli 0157:H7 Ad 552, 48hat2-8°C
Process water , ,

isolated from environmental sample

3.1.2.2 Contamination protocol
Three contamination levels were tested:

- 5 non-inoculated samples,

- 20 samples inoculated at a low contamination level, providing fractional
recovery,

- 5 samples inoculated at a high contamination level.

Three batches were prepared for each matrix:

- One non-inoculated (300 g for an unpaired study),

- One inoculated between 0.5 and 1 CFU/25 g (1500 g for an unpaired
study),

- One inoculated at 2 CFU/25 g (300 g for an unpaired study).

After inoculation, the different matrices were stored in the conditions
described in table 12 before analyses by both methods. The background
microflora was also enumerated.
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3.1.2.3 Results

The raw data are given in Appendix 5. The relative detection levels are
presented in the table 12.

Table 12 — Relative detection level results

Relative detection level (CFU / sample) according
to Spearman-Karber test!

Strain / matrix pairs
Reference method Alternative method
Ground beef / Escherichia coli O157:H7 Ad 486 0.493[0.372; 0.655] 0.563 [0.424; 0.747)
Raw milk / Escherichia coli 0157:H7 Ad 1745 0.806 [0.527; 1.232] 1.061 [0.694; 1.622]
Fresh produces / Escherichia coli 0157:H7 Ad 556 0.602[0.413; 0.878] 0.707 [0.485; 1.031]
Process water / Escherichia coli 0157:H7 Ad 552 0.94 [0.675; 1.307] 1.014 [0.764; 1.346]

The relative detection levels of the two methods are similar for the four
matrix/strain pairs; they are comprised between 0.4 and 1.3 CFU/sample
for the reference method and between 0.4 and 1.6 CFU/sample for the
alternative method.

' "Hitchins A. Proposed Use of a 50 % Limit of Detection Value in Defining Uncertainty Limits in the

Validation of Presence-Absence Microbial Detection Methods, Draft 10th December, 2003".
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3.1.3 Inclusivity / exclusivity

I1SO 16140 (2003)
- Inclusivity is the ability of the alternative method to detect the target analyte from a wide range
of strains.
- Exclusivity is the lack of interference from a relevant range of non-target strains of the
alternative method.

3.1.3.1 Test protocols
O Inclusivity
E. coli O157 strains cultures were performed in BHI medium at 37°C.
Dilutions were done in order to inoculate 10 cells/225 ml of mTSB +
novobiocin. The alternative protocol was then performed after an enrichment
time of 16 hours at 41.5°C.

O Exclusivity

Negative strains cultures were performed in BHI at 37°C. Dilutions were
realised in order to inoculate 10° cells/ml of BPW. The alternative protocol
was then performed after an enrichment time of 20 hours at 37°C.

3.1.3.2 Results
Raw data are given in Appendix 6.
O Inclusivity

The 50 tested strains gave positive Solus ELISA tests and were confirmed by
the latex tests after recovery on both CT-SMAC and Chromagar O157.

O Exclusivity

Among the 30 tested strains, 2 gave a positive Solus ELISA test as expected
for Salmonella strains from the N group: Salmonella Landau Ad 499 and
Salmonella Urbana Ad 501.

Salmonella Landau grown on CT-SMAC giving atypical colonies (sorbitol +)
and showing negative latex tests.
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3.1.3.3

Solus Scientific Solutions Ltd

Salmonella Urbana did not grow on the 2 tested selective agar plates (CT-
SMAC and Chromagar O157).

These two strains were tested using the inclusivity protocol, corresponding to
the alternative method one with a selective enrichment step; Salmonella
Landau gave a positive ELISA result while Salmonella Urbana did not grow in
the mTSB broth. Of course, the Salmonella Landau strain was once again
not confirmed as Escherichia coli O157:H7 by the confirmation procedure.

Indeed, despite some positive ELISA tests could be observed as expected
with some Salmonella strains from the N group, the final results are negative
after running the confirmation procedure.

Conclusion

The alternative method is specific and selective.

3.1.4 Practicability
The alternative method practicability was evaluated according to the AFNOR
criteria relative to method comparison study.
Packaging and reagents | The components are the following:
1 negative control flask
1 positive control flask
1 conjugate flask
1 substrate flask
1 stop solution flask
- Concentrated wash buffer.
Storage conditions and The storage temperature is: 2-8°C.
shelf-life The shelf-life is given on the package.
All the reagents must be stored at the temperature mentioned on the
package.
Specific equipment - Anincubator
- A water bath
- A microplate reader
- Microplate washer
Reagents All the reagents are ready to use, except the wash buffer.
Training One day is required for technicians with microbiology knowledge.
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Workflow (in minutes)
for 24 samples

Steps Reference method | Alternative method
Negative samples

Sampling 60 60

E. coli 0157 ELISA test / 60

IMS 6 h 72 /

IMS 24 if necessary 72 /

Selective plate reading 30 /

Total for negatllve 234 120

sample analysis

Total/negative sample 9.75 5.00

Steps Reference method | Alternative method

Presumptive samples or
positive samples

Direct streaking onto CT

SMAC / chromogenic / 20
medium
Selective plate reading / 15
Confirmatory test 84 28
Total for positive 318 163
samples
Total/positive sample 13.25 6.79
Time to resuilt (in min) Steps Reference method | Alternative method
Negative samples
Sampling Day 0 Day 0
E. coli 0157 ELISA test / Day 1
IMS 6 Day 0 /
IMS 24 h Day 1 /
Selective plate reading Day 2 /
Final negative result Day 2 Day 1

Steps

Reference method

Alternative method

Presumptive positive or
positive results

Direct streaking onto CT

SMAC / chromogenic / Day 1
medium
Selective plate reading / Day 2

Confirmatory test

Day 1 to Day 4

Day 2 (0157 latex test)
Day 3 (H7 latex test)

Final positive result

Day 4

Day 2 to Day 3

Technician background

Technician qualified in microbiology and molecular biology

Common step with the
reference method

Enrichment in Half Fraser broth

Traceability of the results

All the data are traced in the computer of the Microplate reader

Maintenance

/

The workflow and the time to results are divided by 2 using the alternative
method in comparison to the reference method.
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3.2 Inter-laboratory study

3.2.1 Study organisation
Samples were sent to 12 laboratories. Ground beef sample (15 % fat
content) was inoculated with the non-pathogenic Escherichia coli O157:H7
ATCC 43888
Samples were inoculated on Monday 6" July 2015; as described below:
- 24 blind coded samples for Escherichia coli O157 analysis by Solus E. coli

0157 ELISA Screening Assay method (blue stick),
- 24 blind coded samples for Escherichia coli O157 analysis by the EN ISO
16654 reference method (red stick),

- 1 sample for aerobic mesophilic flora enumeration by ISO 4833-1 method,
- 1 water bottle labelled “Temperature Control” with a temperature probe.
The targeted inoculation levels were the following:
- Level 0: 0 CFU/ 25 g,
- Level 1: 3 CFU/25 g,
- Level 2: 10 CFU/25 g.
As this is an unpaired data study, each laboratory received 48 samples of
25 g, i.e. 8 samples per inoculation level and method. Furthermore, one non-
inoculated sample was added to the package for total viable count microflora
enumeration by the ISO 4833-1 method.
Blind coded samples were placed in isothermal boxes, which contained
cooling blocks, and express-shipped to the different laboratories.
A temperature control flask containing a sensor was added to the package in
order to register the temperature profile during the transport, the package
delivery and storage until analyses.
Samples were shipped in 24 h to 48 h to the collaborative laboratories. The
temperature conditions had to stay lower or equal to 8.4°C during transport,
and between 0°C — 8.4°C in the labs.
Collaborators and ADRIA Développement carried out the analyses with the
alternative and reference methods.
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3.2.2 Experimental parameters control

3.2.2.1 Contamination level before inoculation, levels obtained after the artificial
contaminations of the samples

+ Before inoculation

In order to detect Escherichia coli O157:H7, the reference method was
performed on five portions (25 g) before the inoculation. All the results were

negative.

+ Sample stability

Sample stability was checked by inoculating the matrix at 100 CFU/g and
5 CFU/g. Enumerations were performed for the high contamination level and
detection analyses were performed for the low contamination level. Triplicata
were analysed, and the results were the following:

Table 13

Reference method (detection) Aerobic

mesophilic flora
Sample 1| Sample 2 | Sample 3 | Sample 1 | Sample 2 | Sample 3

(CFUIg)
Day 0 + + . 190 70 140 6.0 102
Day 1 + . . 90 60 130 6.0 102
Day 2 + + + 90 60 20 9.0 10°

No evolution was observed during storage at 2 - 8°C.
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+ Contamination levels

The contamination levels and the confidence intervals were:

Table 14
Theoretical 0 joyel Low limit / High limit /
Level Samples target level
(b/25 g sample) 25 g sample 25 g sample
(b/25 g)
5-9-10-14-
Level 0 18-20-93 - 24 / / / /
1-4-7-11-
Low level 12 -16-19 - 21 2 29 24 34
. 2-3-6-8-
High level 13-15-17-92 10 12.1 10.1 14.4

3.2.2.2 Logistic conditions

The temperatures measured at reception by the Labs, the temperature
registered by the thermo-probe, and the receipt dates are given in Table 15.

Table 15 - Sample temperatures at receipt

Laboratories Temperature Temperature Receipt date
measured measured and time
by the probe (°C) at receipt (°C)
A 3.8 7.1 07/07/2015 12h00
B 3.5 6.9 07/07/2015 16h10
C 25 5.1 07/07/2015 11h30
D Not received 3.8 07/07/2015 16h30
E Not received 9.6 07/07/2015 17h30
F 3.0 6.2 07/07/2015 11h00
G 3.0 8.7 07/07/2015 16h00
H 3.5 7.5 07/07/2015 16h00
J Not received 6.7 07/07/2015 11h20
K 4.0 7.0 07/07/2015 10h45
L 5.5 7.3 07/07/2015 10h05
M 5.0 4.4 07/07/2015 17h00
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3.2.2.3 Conclusion

No major problem was encountered during shipment.
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For 3 Labs (D, E and J), we have not yet received the probes. For Lab E, the
temperature measured at receipt was 9.6°C; it can reasonably be considered
that this Lab received the samples at a temperature below 8.4°C, as it is the
case for all the other Labs and based on the temperature in Northern Europe
during the week of the ring trial.

The Lab G measured a temperature above 8.4°C at receipt, but the
packaging probe indicated a temperature of 3.0°C.

3.2.3 Analysis results

3.2.3.1 Aerobic mesophilic flora enumeration

Depending on the Lab results, the enumeration levels varied from 1.9 102 to
2.3 10° CFU/g. One Lab did not provide the result (Lab D).

3.2.3.2 Expert lab results

The raw data are given in Appendix 7. The results are summarised in

table 16.
Table 16 — Results obtained by the expert Lab.
Level ‘ Reference method  Alternative method
LO 0/8 0/8
L1 7/8 6/8
L2 8/8 8/8
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3.2.3.3 Collaborator lab results
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12 Labs participated to the study; they all started the analysis at Day 2
(08/07/2015).

All the raw data are given in Appendix 8. A summary of the results is given
in table 17 for all the Labs, and table 18 without the results of 2 Labs (Labs J

and L).
Table 17 — Results obtained by the all collaborator Labs.
Reference method |
LO (+) L1(+) L2(+)

Laboratory | LO(+) | L1(+) | L2 (+) | |Laboratory B0 CPO | PT1CP1| P2 CP2
A 2/8 7/8 8/8 A 0/8 08 |7/8] 7/8 | 88 8/8
B 0/8 6/8 8/8 B 0/8 0/8 |88 88 | 88 8/8
C 3/8 8/8 8/8 c 1/8 0/8 |6/8] 6/8 | 8/8 8/8
D 0/8 7/8 8/8 D 0/8 0/8 [8/8] 88 | 88 8/8
E 0/8 7/8 8/8 E 0/8 0/8 |88 88 | 88 8/8
F 0/8 7/8 8/8 F 1/8 08 [7/8] 78| 88 8/8
G 1/8 7/8 8/8 G 0/8 0/8 |6/8] 6/8 | 8/8 8/8
H 0/8 7/8 8/8 H 1/8 0/8 |6/8] 6/8 | 8/8 8/8
J 8/8 8/8 8/8 J 2/8 08 |7/8]7/8 | 88 8/8
K 0/8 7/8 8/8 K 0/8 0/8 |[8/8] 88 | 88 8/8
L 4/8 6/8 8/8 L 1/8 0/8 [4/8] 4/8 | 8/8 8/8
M 0/8 6/8 8/8 M 0/8 08 |7/8] 7/8 | 8/8 8/8
Total 18 83 96 Total 6 0 82 | 82 | 96 96

P: presumptive

CP: confirmed

Table 18 — Results obtained by 10 collaborator Labs
(Labs J and L cancelled)

Reference method | Alternative method

LO (+) L1(+) L2(+)
Laboratory | LO (+) | L1(+) | L2(+) | | Laboratory =) CPO P CP1 = CP2
A 2/8 7/8 8/8 A 0/8 0/8 718 718 8/8 8/8
B 0/8 6/8 8/8 B 0/8 0/8 8/8 8/8 8/8 8/8
C 3/8 8/8 8/8 C 1/8 0/8 6/8 6/8 8/8 8/8
D 0/8 718 8/8 D 0/8 0/8 8/8 8/8 8/8 8/8
E 0/8 7/8 8/8 E 0/8 0/8 8/8 8/8 8/8 8/8
F 0/8 7/8 8/8 F 1/8 0/8 718 718 8/8 8/8
G 1/8 7/8 8/8 G 0/8 0/8 6/8 6/8 8/8 8/8
H 0/8 718 8/8 H 1/8 0/8 6/8 6/8 8/8 8/8
K 0/8 718 8/8 K 0/8 0/8 8/8 8/8 8/8 8/8
M 0/8 6/8 8/8 M 0/8 0/8 718 718 8/8 8/8
Total 6 69 80 Total 3 0 71 71 80 80
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5 Labs found positive results (18) for control samples with the reference
method (A, C, G, J and K).

4 Labs found positive ELISA results (5) for control samples, and all the
results were confirmed negative.

The results of 2 Labs (J and L), which had the highest number of cross
contamination, were not taken into account for statistical interpretation.

3.2.4 Results interpretation
3.2.4.1 Specificity and sensitivity for each method

For the LO level and for each method, specificity percentages are calculated

according to:
SP = {1 —(ij 100%}
N —

with: N- = total number of all LO assays
FP = number of false positive results

For each contamination level and each method, the sensitivity percentages
are calculated according to:

SE =Ex100%
N +
with :N+ = total number of all L1 or L2 assays

TP = number of true positive results
Results (See Appendix 9) are reported in Table 19.

Table 19 - Interpretation

Reference method ‘ Alternative method

L SP/SE % LCL% SP/SE % LCL%
L0 (SP) 925 88.3 100.0 98.0
L1 (SE) 86.3 80.8 88.8 83.8
L2 (SE) 100.0 98.0 100.0 98.0

L1+L2 (SE) 93.1 89.1 94.4 90.7

LCL: confidence interval

ADRIA Développement 25/88 October 28, 2015
Summary Report (Version 0)
Solus E. coli 0157 ELISA



Solus Scientific Solutions Ltd

3.2.4.2 Relative accuracy (AC)

Results for all levels (See Appendix 10) are given below:

Table 20 - Paired results of the alternative and reference methods

Reference method

Alternative method . Total
+ PA = 142 PD=9 151
ND =13 NA =76 89
Total N+= 155 N- =85 (PPNA = 3) N =240

Relative accuracy (AC) (in %) is calculated according to:
Ac = PATNA)  100%

with : N = number of samples analysed
PA = number of positive agreement
NA = number of negative agreement

The alternative method accuracy values with regard to the reference method
are:
Table 21 - Interpretation

Level | AC % LCL %
L0 92.5 86.6
L1 80.0 71.1
L2 100.0 98.0

L1+ L2 90.0 85.3

Total 90.8 87.1

3.2.4.3 Discordant results

13 negative deviations and 9 positive deviations were observed. Note that
6 negative deviations were linked to cross contamination in the reference
method at Level LO.

The analysis of discordant is:
Y=ND+PD+13+9=22 Y =22

m=9 M=5
m > M, the two methods are not different at o < 0.05.
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3.2.5 Interpretation
3.2.5.1 Comparison of the relative accuracy, specificity and sensitivity values

The values obtained for the two parts of the validation study (comparative
and inter-laboratory studies) are reported in Table 22.

Table 22 - Alternative method values calculated
during the comparative and inter-laboratory studies

Inter-laboratory study Method comparison study

Relative accuracy (AC) 90.8 % 74.6 %
Sensitivity (SE) 94.4 % 69.4 %
Specificity (SP) 100.0 % 774 %

The relative accuracy, specificity and sensitivity values observed for the inter-
laboratory study are higher than those observed during the method
comparison study.

3.2.5.2 Accordance (DA)

Accordance values for both methods are (Appendix 11):

Table 23 - Interpretation

Reference method (DA) Alternative method (DA)
LO 89.4 % 100.0 %
L1 772 % 82.2 %
L2 100.0 % 100.0 %

The results observed with the alternative method are better than those

observed with the reference method.
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3.2.5.3 Concordance
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Both methods concordance values are (See Appendix 12):

Table 24 - Interpretation

Level ‘ Reference method Alternative method
LO 85.8 % 100.0 %
L1 76.2 % 79.8 %
L2 100.0 % 100.0 %

The results observed with the alternative method are better than those
observed with the reference method.

3.2.5.4 Odds Ratio (COR)

The odds ratio value is determined according to:

COR — Accordance x (100 — condorcance)

Concordance x (100 — accordance)

Both method odds ratio values are:

Table 25 — Interpretation

Level ‘ Reference method (COR) Alternative method (COR)
LO 1.40 1.00
L1 1.06 1.17
L2 1.00 1.00
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4 CONCLUSION

The method comparison study conclusions are:

Xl The Solus E. coli O157 ELISA method shows satisfying relative
accuracy, specificity and sensitivity.

® The relative detection limits of the alternative method and the ISO
standard are similar.

Xl The alternative method shows satisfying inclusivity and exclusivity
results.

The inter-laboratory study conclusions are:

Cross contaminations were observed on blank samples (18 with the
ISO method, and 6 with the alternative method); the results were not
confirmed using the proposed confirmatory tests of the alternative
method.

xI As we have observed in previous studies and also based on the
numerous cross contaminations seen with the ISO method in this
study, the reference method is not so easy to perform.

xI Despite numerous cross contaminations, it is clear that based on the
observed data and interpretation, the alternative method is
performing AT LEAST as well as the reference method. If we
interpret data from Labs which showed a few cross contaminations
that confirmed positive with the 1ISO method, it is still possible to
complete the study and so avoid using data coming from labs which
had few cross contaminations.
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Appendix 1 - ISO 16654: Horizontal method for the detection
of Escherichia coli 0157

25 g sample
1/10 dilution in mTSB + novobiocin preheated at 41.5°C
2
6 hand 24 h at41.5°C+1°C
2
Transfer 1 ml in an Eppendorf tube
\’
Immunomagnetic separation (IMS)
\2
Streak:
50 pl onto CT SMAC
50 ul onto O157:H7 second media (CHROMagar O157)
\’
Incubate 24 h at 37°C
\2
Subculture characteristic colonies on TSA
\2
24 h at 37°C
2
Confirmation tests:
Indole test and latex tests
(0157 and H7)
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Appendix 2 — Flow diagram of the Solus E. coli O157 ELISA Screening Assay

25 g sample + 225 ml mTSB (non pre-warmed) + novobiocin (20 mg/l)

2
Incubate for 16 — 20 hours at 41.5°C £ 1°C
(The minimum incubation time was tested during the validation study)

\ 2
Storage for +——> Transfer 1 mlin a clean tube and treat
72 hat?2 -8°C in a water bath at 85 — 100°C for 15 — 20 min
\
ELISA test

Add 100 pl of test sample in an appropriate well
\2
Incubate at 37°C £ 1°C for 30 min (+ 5 min)
\2
Wash
\’

Add 100 ul of Enzyme Conjugate
Incubate for 30 min (+ 5 min) at 37°C + 1°C, wash
Rinse wells with DI water
\2
Add 100 ul of TMB substrate. Incubate for 10 min at room temperature
2
Add 100 ul of stop solution
\2
Read results visually or at 450 nm within 10 min

\

Confirmation

Streak the enrichment broth (10 pl) on CT-SMAC
and on a chromogenic medium (CHROMagar O157)
\A
Observe for presumptive Escherichia coli O157:H7 colonies
2
Confirm by using 0157 latex test (Microgen and Wellcolex O157:H7)
with or without a purification step
\A
Confirm typical colonies by using O157 and H7 latex tests (Wellcolex O157:H7)
after a purification step
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Appendix 3 — Artificial contamination of the samples

Artificial contaminations (spiking protocol)
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Sample | Product Global
N° (French name) _ - _ Injury Inoculation result
Strain Origin Injury protocol measurement level/25g
3976 | Egréné de beeuf congelé Frozen ground beef E. coli 0157:H7 Ad563 Ground beef -20°C/ 6 days 1.14 2-1-3-3-5 (2.8) +
- 0 0,
3077 fﬁf‘zz:‘éache 15% MG f;t"ze" ground beef15% | & i 0157:H7 Ad563 | Ground beef 220°C /6 days 114 2-1-3-3-5 (2.8) +
A 0,
3078 f;enzz:‘éache 10% MG rozen ground beet 10% | £ oy 0157:47 Ads63 | Ground bee 20°C /6 days 114 2.1.3-3-5 (2.8) +
Steak haché aux oignons Frozen ground beef with . , ono Py
3979 15% MG congelé onions 15% fat E. coli 0157:H7 Ad564 | Ground beef 20°C / 6 days 1.13 1-2-4-8-3 (3.6) +
3080 | Boulettes aux oignons 15% | Frozen beef balls with | £ i 157,117 Ads64 | Ground beef 20°C /6 days 113 12483 (3.6) +
MG congelé onions 15% fat
Boulettes a I'orientale 15% | Frozen seasoned beef . , o
3981 MG congelé balls 15% fat E. coli 0157:H7 Ad564 | Ground beef -20°C/ 6 days 1.13 1-2-4-8-3 (3.6) +
3982 | Boulettes natures 15% MG | Beef balls 15% fat E. coli O157:H7 Ad487 Ground beef 4°C/ 6 days 1.31 4-2-1-1-4 (2.4) +
3983 | Tournedos de boeuf Beef trim E. coli O157:H7 Ad487 | Ground beef 4°C/ 6 days 1.31 4-2-1-1-4 (2.4) +
3984 | Bavette d'aloyau Beef trim E. coli O157:H7 Ad488 | Ground beef 4°C/ 6 days 1.05 3-4-7-3-1(3.6) +
3985 | Biftek Beef trim E. coli 0157:H7 Ad488 Ground beef 4°C /6 days 1.05 3-4-7-3-1 (3.6) +
3986 | Jeunes pousses d'épinards | Baby leaves (spinach) | E. coli 0157:H7 Ad556 Environmental sample | 4°C /7 days 0.67 2-4-3-1-1(2.2) +
3987 | Roquette Produce E. coli 0157:H7 Ad556 Environmental sample | 4°C /7 days 0.67 2-4-3-1-1 (2.2) +
3988 | Mache Produce E. coli 0157:H7 Ad557 Environmental sample | 4°C /7 days 1.18 2-1-2-2-2 (1.6) +
3989 | Pousses de soja Soya sprouts E. coli 0157:H7 Ad557 Environmental sample | 4°C /7 days 1.18 2-1-2-2-2 (1.6) +
3990 | Salade poulet emmental Eﬁi'élf:r']a)d (cheese, | £ coli 0157:H7 Ad577 | Bovine faeces 4°C /6 days 0.70 1-2-3-3-4 (2.6) +
3991 | Salade caesar Caesar salad E. coli 0157:H7 Ad577 Bovine faeces 4°C /6 days 0.70 1-2-3-3-4 (2.6) +
3997 | Salade jambon ceuf Deli salad (ham, €99, | £ (o) 015717 Ad578 | Bovine faeces 4°C /6 days 0.53 0-3-2-43 (24) +
emmental cheese)
3993 | Petits pois surgelés Frozen peas E. coli 0157:H7 Ad558 Environmental sample |-20°C /6 days 0.88 0-1-1-1-1 (0.8) +
3994 g:r’;’;::f“de"es Sliced frozen carrots | E. coli O157:H7 Ad558 | Environmental sample | -20°C / 6 days 0.88 0-1-1-1-1 (0.8) :
3995 SD::;:;:"”"MS plats Flat frozen beans E. coli O157:H7 Ad575 | Bovine faeces 20°C / 6 days 145 1-4-2-2-0 (1.8) +
3996 | Laitcru Raw milk E. coli 0157:H7 Ad556 Environmental sample | 4°C /7 days 0.67 2-4-3-1-1(2.2) +
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Artificial contaminations (spiking protocol)
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Sample | Product Global
N° (French name) _ - _ Injury Inoculation result
Strain Origin Injury protocol measurement level/25g
3997 | Laitcru Raw milk E. coli 0157:H7 Ad557 Environmental sample | 4°C /7 days 1.18 2-1-2-2-2 (1.6) +
3998 | Lait ribot Fermented milk E. coli 0157:H7 Ad556 Environmental sample | 4°C /7 days 0.67 2-4-3-1-1 (2.2) +
3999 | Lait ribot Fermented milk E. coli 0157:H7 Ad557 Environmental sample | 4°C /7 days 1.18 2-1-2-2-2 (1.6) +
4000 | Lait fermenté Fermented milk E. coli 0157:H7 Ad577 Bovine faeces 4°C | 6 days 0.70 1-2-3-3-4 (2.6) +
4001 | Gros lait fermenté Fermented milk E. coli 0157:H7 Ad578 Bovine faeces 4°C /6 days 0.53 0-3-2-4-3 (2.4) +
4002 | Créme crue Raw cream E. coli 0157:H7 Ad577 Bovine faeces 4°C /6 days 0.70 1-2-3-3-4 (2.6) +
4003 | Morbier au lait cru Raw milk cheese E. coli O157:H7 Ad578 Bovine faeces 4°C /6 days 0.53 0-3-2-4-3 (2.4) +
4004 | Bethmale au lait cru Raw milk cheese E. coli 0157:H7 Ad556 Environmental sample |4°C /7 days 0.67 2-4-3-1-1(2.2) +
4005 | Reblochon au lait cru Raw milk cheese E. coli 0157:H7 Ad557 Environmental sample | 4°C /7 days 1.18 2-1-2-2-2 (1.6) -
- - 9 T
4164 Viande hachee pur beeuf 5% | Frozen ground beef 5% E_ coli 0157-H7 Ad489 Ground beef Seeding -20°C / 1:0-2-21 (12) +
MG congelé fat 1 week
, . , Seeding -20°C
4165 | Tartare de bceuf congelé Frozen ground beef E. coli O157:H7 Ad489 Ground beef 1 week / 1-0-2-2-1 (1.2) +
- - 3 —
4166 Viande hachée pur beeuf Frozen ground beef 15% E. coli 0157-H7 Ad559 Ground beef Seeding -20°C / 0-0-1-2-2 (1.0) +
15% MG congelé fat 1 week
4167 | Entrecote beeuf Beef trim E. coli 0157:H7 Ad559 Ground beef Seeding 4°C 48h / 0-0-1-2-2 (1.0) +
4168 | Tournedos de boeuf Beef trim E. coli 0157:H7 Ad560 Ground beef Seeding 4°C 48h / 2-3-1-0-3 (1.8) +
4169 | Biftek de bavette d'aloyau | Beef trim E. coli 0157:H7 Ad560 Ground beef Seeding 4°C 48h / 2-3-1-0-3 (1.8) -
4170 | Effeuillé de charolais Beef meat E. coli 0157:H7 Ad683 Beef balls Seeding 4°C 48h / 0-1-0-2-1 (0.8) +
aqq | Fave debeuimainea | seaconed beefmeat | E. coll O157:H7 Ad683 | Beef balls Seeding 4°C 48h / 0-1-0-2-1 (0.8) +
472 :1‘:::;2:@“ Mariné auX | geasoned beefmeat | E. coli 0157:H7 Ad924 | Ground beef Seeding 4°C 48h / 0-21-0-1 (0.8) +
4173 | Carpaccio de beeuf Carpaccio E. coli 0157:H7 Ad924 Ground beef Seeding 4°C 48h / 0-2-1-0-1 (0.8) +
4174 | Mache fraiche Produce E. coli 0157:H7 EF190 Bovine faeces Seeding 4°C 48h / 0-2-1-4-0 (1.4) -
4175 | Pousses depinards Baby leaves E. coli O157:H7 EF190 | Bovine faeces Seeding 4°C 48h / 0-2-1-4-0 (1.4) +
4176 :g;‘cshsef de roquette Baby leaves E. coli 0157:H7 Ad578 | Bovine faeces Seeding 4°C 48h / 1-1-0-3-0 (1.0) *
77 | Jeunes pousses de Baby leaves E. coli 0157:H7 Ad577 | Bovine faeces Seeding 4°C 48h / 3-2-2-1-2 (2.0) -
mesclum fraiches
4178 | Pousse de soja Soya sprouts E. coli 0157:H7 Ad578 Bovine faeces Seeding 4°C 48h / 1-1-0-3-0 (1.0) -
4179 | Graines germées poireau Sprouts E. coli 0157:H7 Ad578 Bovine faeces Seeding 4°C 48h / 1-1-0-3-0 (1.0) -
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4180 f,"lf::;es germées chou Sprouts E. coli 0157:H7 Ad577 | Bovine faeces Seeding 4°C 48h / 3-2-2-12 (2.0) *
4gy | ousses depinards Baby leaves E. coli O157:H7 EF190 | Bovine faeces Seeding 4°C 48h / 0-2-1-4-0 (1.4) +
4182 | Mesclum frais Produce E. coli O157:H7 EF190 | Bovine faeces ?‘\"Neféig 20°C / 0-2-1-4-0 (1.4) :
4183 | Epinards hachés congelés | Frozen spinach E. coli O157:H7 EF190 Bovine faeces Seeding 4°C 48h / 0-2-1-4-0 (1.4) +
4184 | Camembert au lait cru Raw milk cheese E. coli 0157:H7 Ad571 Faeces Seeding 4°C 48h / 5-0-3-0-1 (1.8) +
4185 | Chévre au lait cru Raw milk cheese E. coli 0157:H7 Ad571 Faeces Seeding 4°C 48h / 5-0-3-0-1 (1.8) -
4186 | Chévre au lait cru Raw milk cheese E. coli O157:H7 Ad572 Faeces Seeding 4°C 48h / 1-0-1-1-0 (0.6) +
4187 | Tricorn au lait cru Raw milk cheese E. coli 0157:H7 Ad572 Faeces Seeding 4°C 48h / 1-0-1-1-0 (0.6) +
4188 | Fromage vache au lait cru | Raw milk cheese E. coli 0157:H7 Ad579 Faeces Seeding 4°C 48h / 1-2-3-1-5(2.4) +
4189 | Maroilles Raw milk cheese E. coli 0157:H7 Ad579 Faeces Seeding 4°C 48h / 1-2-3-1-5 (2.4) -
4190 | Selles sur Cher Raw milk cheese E. coli 0157:H7 Ad686 Environmental sample | Seeding 4°C 48h / 1-0-2-0-3 (1.2) -
4191 | Reblochon au lait cru Raw milk cheese E. coli 0157:H7 Ad688 Environmental sample | Seeding 4°C 48h / 0-0-0-0-1(0.2) -
4192 | Fromage blanc au bifidus | Soft white cheese E. coli O157:H7 Ad688 Environmental sample | Seeding 4°C 48h / 0-0-0-0-1(0.2) -
4193 | Beurre cru Raw butter E. coli 0157:H7 Ad686 Environmental sample | Seeding 4°C 48h / 1-0-2-0-3 (1.2) -
4276 | Steak haché 10% MG Frozen ground beef | £ i 5157.47 Ad485 | Ground beef Seeding -20°C / 0-2-4-0-0 (1.2) +
congelé 10% fat 1 week
4o77 | Steak haché 15% MG Frozen ground beef | £ i 15747 Ad485 | Ground beef Seeding -20°C / 0-2-4-0-0 (1.2) :
congelé 15% fat 1 week
4a7g | Steak haché 15% MG Frozen ground beef | £ i 0157.47 Ad486 | Ground beef Seeding -20°C / 0-2-1-3-0 (1.2) :
congelé 15% fat 1 week
4279 | Steak haché oignon Frozen ground beef | o v 157117 Adags | Ground beef Seeding -20°C / 0-2-1-3:0 (1.2) :
congelé with onions 15% fat 1 week
4280 | Effeuillé de charolais Frozen beef meat E. coli 0157H7 Ad561 | Ground beef Seeding -20°C / 2.1.2-21 (1.6) +
congelé 1 week
4281 Boulettf:s boeuf oignon Frc?zen beef balls with E_coli O157:H7 Ad561 Ground beef Seeding -20°C / 2-1-2-21 (1.6) _
congelées onions 1 week
4282 Boulettfes orientales Frozen seasoned beef E_coli 0157:H7 Ad562 Ground beef Seeding -20°C / 0-1-0-1-2 (0.8) _
congelées balls 1 week
4283 | Entrecote boeuf Frozen beef trim E. coli O157:H7 Ad562 | Ground beef Seeding -20°C / 0-1-0-1-2 (0.8) :
congelé 1 week
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N°  (French name) _ - _ Injury Inoculation result
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Bavette d'aloyau . . , Seeding -20°C
4284 congelée Frozen beef trim E. coli O157:H7 Ad1248 | Ground beef 1 week / 2-1-1-0-1 (1.0) +
4285 | Tournedos de boeuf Frozen beef trim E. coli O157:H7 Ad1248 | Ground beef Seeding -20°C / 2.1-1-01 (1.0) :
congelé 1 week
4286 | Graines germées roquette | Sprouts E. coli 0157:H7 Ad573 Faeces Seeding 4°C 48h / 1-0-3-0-1 (1.0) -
4287 | Graines germées alfa radis | Sprouts E. coli 0157:H7 Ad574 Faeces Seeding 4°C 48h / 3-0-0-1-0 (0.8) -
4288 | Graines germées alfalfa Sprouts E. coli 0157:H7 Ad580 Faeces Seeding 4°C 48h / 2-6-1-0-2 (2.2) -
4289 | Sraimes germées fenufrec | prouts E. coli O157:H7 Ad581 | Faeces Seeding 4°C 48h / 1-1-1-4-0 (1.4) :
4290 | Sraines germees roquette | gprouts E. coli O157:H7 Ad582 | Faeces Seeding 4°C 48h / 0-4-1-1-0 (1.2) +
4291 femff germées radis Sprouts E. coli O157:H7 Ad573 | Faeces Seeding 4°C 48h / 1-0-3-0-1 (1.0) e
4292 | Graines germées roquette | Sprouts E. coli 0157:H7 Ad574 Faeces Seeding 4°C 48h / 3-0-0-1-0 (0.8) -
4293 i’:;’;es germees betterave | o outs E. coli 0157:H7 Ad580 | Faeces Seeding 4°C 48h / 2-6-1-0-2 (2.2) :
4294 S;;‘;“es germees pousse | soya sprouts E. coli 0157:H7 Ad581 | Faeces Seeding 4°C 48h / 1-1-1-4-0 (1.4) -
4295 | Cresson Produce E. coli 0157:H7 Ad582 Faeces Seeding 4°C 48h / 0-4-1-1-0 (1.2) +
4296 | Lait fermenté Fermented milk E. coli 0157:H7 Ad573 Faeces Seeding 4°C 48h / 1-0-3-0-1 (1.0) -
4297 | Créme fermentée Fermented cream E. coli O157:H7 Ad574 | Faeces Seeding 4°C 48h / 3-0-0-1-0 (0.8) +
probiotique
4298 Z:t’l':fge blanclaiteru | gt white cheese E. coli 0157H7 Ad580 | Faeces Seeding 4°C 48h / 2.6-1-0-2 (2.2) +
4299 | Yaourts fermentés Fermented yoghurt E. coli 0157:H7 Ad581 Faeces Seeding 4°C 48h / 1-1-1-4-0 (1.4) +
4300 | Gros lait fermier Fermented milk E. coli 0157:H7 Ad582 Faeces Seeding 4°C 48h / 0-4-1-1-0 (1.2) +
4301 | Gros lait Fermented milk E. coli 0157:H7 Ad582 Faeces Seeding 4°C 48h / 0-4-1-1-0 (1.2) +
4302 | Créme fraiche brebis Milk ewe cream E. coli 0157:H7 Ad573 Faeces Seeding 4°C 48h / 1-0-3-0-1 (1.0) -
4303 | Faisselle au lait entier Fermented milk E. coli 0157:H7 Ad574 Faeces Seeding 4°C 48h / 3-0-0-1-0 (0.8) +
4304 | Yaourts lait entier ferments | Fermented yoghurt E. coli 0157:H7 Ad580 Faeces Seeding 4°C 48h / 2-6-1-0-2 (2.2) +
4305 | Faisselle Fermented milk E. coli 0157:H7 Ad581 Faeces Seeding 4°C 48h / 1-1-1-4-0 (1.4) +
2 Germes haricots mungo Sprouts E. coli 0157:H7 Ad571 Faeces 4°C /7 days 0.57 5-9-5-2-3 (4.8) -
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N°  (French name) . . . Injury Inoculation result
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3 :;:izi’lmusses Alfaradis | g0 routs E. coli O157:H7 Ad572 | Faeces 4°C 17 days 053 5.5-5-3-3 (4.2) +
4 ::;‘;:a””sses roquette et | g routs E. coli 0157:H7 Ad576 | Bovine faeces 4°C /7 days 0.74 5-4-6-3-0 (3.6) -
5 Fines pousses Sprouts E. coli 0157:H7 Ad573 Faeces 4°C /7 days 0.58 2-4-1-5-5 (3.4) +
6 Fines pousses Alfalfa Sprouts E. coli 0157:H7 Ad571 Faeces 4°C /7 days 0.57 5-9-5-2-3 (4.8) +
7. | Fihespoussesroquetieet | Sprouts E. coli O157:H7 Ad572 | Faeces 4°C 17 days 053 5-55-3-3 (4.2) .
8 Fines pousses alfalfa Sprouts E. coli 0157:H7 Ad576 Bovine faeces 4°C /7 days 0.74 5-4-6-3-0 (3.6) +
9 Betteraves vinaigrette Beets deli salad E. coli O157:H7 Ad573 Faeces 4°C /7 days 0.58 2-4-1-5-5 (3.4) +
10 Coleslaw moutarde Coleslaw E. coli 0157:H7 Ad571 Faeces 4°C | 7 days 0.57 5-9-5-2-3 (4.8) +
1 fe'e” remoulade au Ready to eat celery E. coli O157:H7 Ad571 | Faeces 4°C 17 days 057 5-9-5-2-3 (4.9) 5
romage blanc
1g | Carottes rapées Sliced carrots E. coli 0157H7 Ad572 | Faeces 4°C /7 days 053 5.5-5-3-3 (4.2) +
assaisonnees
13 | Champignon assaisonnés |\ o oom salad E. coli O157:H7 Ad572 | Faeces 4°C /7 days 0.53 5-55-3-3 (4.2) +
oignons/purée tomate
14 | Salade concombre au Cucumber deli salad | E. coli O157:H7 Ad576 | Bovine faeces 4°C /7 days 0.74 5-4-6-3-0 (3.6) :
fromage blanc
15 Macédoine de légumes Vegetables deli salad E. coli 0157:H7 Ad576 Bovine faeces 4°C | 7 days 0.74 5-4-6-3-0 (3.6) +
113 | Faux-filet congelé Frozen beef trim E. coli O157:H7 Ad975 | Beef meat ?f,ve:e'"‘(g -20°C / 2-3-0-2-0 (1.4) -
114 | Entrecdte boeuf congelée | Frozen beef trim E. coli O157:H7 Ad1071 | Ground beef ?‘fNe:;ig -0 / 1-2:0-3-1 (14) +
115 | Faux-filet congelé Frozen beef trim E. coli O157:H7 Ad585 | Ground beef ?i,e:e'ig -20°C / 2-0-1-0-2 (1.0) +
117 | Bavette congelée Frozen beef trim E. coli 0157:H7 Ad1174 | Ground beef Juedng ~20°C / 0-0-0-0-3 (0.6) +
119 Steak h’aché 20% MG Frgzen ground beef E_coli O157:H7 Ad975 Beef meat Seeding — 20°C / 2-3:0-2-0 (1.4) _
congelé 20% fat 1 week
- . , , Seeding - 20°C
120 | Egréné de beeuf congelé Frozen ground beef E. coli 0157:H7 Ad1071 | Ground beef 1 week / 1-2-0-3-1 (1.4) +
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Artificial contaminations (spiking protocol)

Product Global
(French name) _ B _ Injury Inoculation result
Strain Origin Injury protocol measurement level/25g

Steak haché fagon Frozen ground beef . , Seeding - 20°C Ty
121 bouchére 15% MG congelé | 15% fat E. coli O157:H7 Ad585 Ground beef 1 week / 2-0-1-0-2 (1.0) +
127 | Laitcru Raw Milk E. coli 0157:H7 Ad576 Bovine faeces Seeding 4°C 48h / 3-3-2-0-0 (1.6) +
128 |Laitcru Raw Milk E. coli 0157:H7 Ad576 Bovine faeces Seeding 4°C 48h / 3-3-2-0-0 (1.6) -
129 |Laitcru Raw Milk E. coli 0157:H7 Ad575 Bovine faeces Seeding 4°C 48h / 0-2-0-1-1(0.8) -
130 | Laitcru Raw Milk E. coli 0157:H7 Ad578 Bovine faeces Seeding 4°C 48h / 0-0-1-3-2 (1.0) +
131 | Laitcru Raw Milk E. coli 0157:H7 Ad575 Bovine faeces Seeding 4°C 48h / 0-2-0-1-1(0.8) -
132 | Laitcru Raw Milk E. coli 0157:H7 Ad576 Bovine faeces Seeding 4°C 48h / 3-3-2-0-0 (1.6) +
133 | Laitcru Raw Milk E. coli 0157:H7 Ad575 Bovine faeces Seeding 4°C 48h / 0-2-0-1-1 (0.8) +
134 | Laitcru Raw Milk E. coli 0157:H7 Ad578 Bovine faeces Seeding 4°C 48h / 0-0-1-3-2 (1.0) +
135 | Selles sur Cher au lait cru | Raw milk cheese E. coli 0157:H7 Ad1745 | Cheese Seeding 4°C 48h / 1-3-2-0-1 (1.4) +
136 | Reblochon au lait cru Raw milk cheese E. coli 0157:H7 Ad1745 | Cheese Seeding 4°C 48h / 1-3-2-0-1 (1.4) +
137 | Saint Félicien au lait cru Raw milk cheese E. coli O157:H7 Ad1745 | Cheese Seeding 4°C 48h / 1-3-2-0-1 (1.4) -
146 St’::;‘a‘:fagermees roquette | sprouts E. coli O157:H7 Ad579 | Faeces Seeding 4°C 48h / 1-4-0-1-2 (1.6) +
149 | Coleslaw Coleslaw E. coli O157:H7 Ad575 Bovine faeces Seeding 4°C 48h / 1-3-3-1-2 (2.0) +
288 | Ciboulette Chives E. coli 0157:H7 Ad579 Faeces Seeding 4°C 48h / 1-2-2-1-3 (1.8) +
290 | Persil plat Parsley E. coli 0157:H7 Ad581 Faeces Seeding 4°C 48h / 0-2-1-2-4 (1.8) +
296 | Entrecote beeuf congelé | Frozen beef trim E. coli O157:H7 Ad487 | Ground beef Seedng 20°C / 1-1-1-1-1 (1.0) .
207 | Steak haché congelé Frozen ground beef | E. coli 0157:H7 Ad487 | Ground beef Jaeding 20°C / 14411 (1.0) +
g0 |Pavédebeeufmarinéa | Frozen seasoned E. coli O157:H7 Ad487 | Ground beef Seeding -20°C / 1-1-1-1-1 (1.0) .

I'échalote congelé beef meat 1 week
300 | Laitcru Raw milk E. coli 0157:H7 Ad1745 | Cheese Seeding 4°C 48h / 2-2-2-2-2 (2.0) -
301 |Laitcru Raw milk E. coli 0157:H7 Ad1745 | Cheese Seeding 4°C 48h / 2-2-2-2-2 (2.0) +
302 |Laitcru Raw milk E. coli 0157:H7 Ad1745 | Cheese Seeding 4°C 48h / 2-2-2-2-2 (2.0) +
305 | Laitcru Raw milk E. coli 0157:H7 Ad579 Faeces Seeding 4°C 48h / 1-2-2-1-3 (1.8) -
306 | Laitcru Raw milk E. coli 0157:H7 Ad580 Faeces Seeding 4°C 48h / 0-1-4-2-1 (1.6) -
308 |Laitcru Raw milk E. coli 0157:H7 Ad582 Faeces Seeding 4°C 48h / 0-1-4-4-4 (2.6) -
350 | Déchet poudre de lait Dusts (dairy industry) E. coli 0157:H7 Ad686 Environmental sample | 4°C/ 8 days 0.74 3-2-3-2-2 (2.4) +
351 | Poussiére Dusts (dairy industry) E. coli 0157:H7 Ad686 Environmental sample | 4°C /8 days 0.74 3-2-3-2-2 (2.4) +
352 | Poussiére Dusts (dairy industry) E. coli 0157:H7 Ad688 Environmental sample | 4°C/ 8 days 0.76 5-2-2-7-3 (3.8) -
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353 | Poussiére Dusts (dairy industry) E. coli 0157:H7 Ad1745 | Cheese 4°C | 8 days 0.72 2-2-1-4-4 (2.6) +
354 | Poussiére Dusts (sprout industry) | E. coli 0157:H7 Ad576 Bovine faeces Seeding 4°C 48h / 3-0-0-1-1 (1.0) +
355 | Poussiére Dusts (sprout industry) | E. coli 0157:H7 Ad577 Bovine faeces Seeding 4°C 48h / 1-3-0-0-2 (1.2) +
357 | Eau de forage ;’gjsts;)wate’ (sprout | & 0i O157:H7 AdST1 | Faeces Seeding 4°C 48h / 3-4-0-4-0 (2.2) +
358 | Eau de lavage E’:S:tsr;)water (sprout | £ 0i 0157:H7 AdST1 | Faeces Seeding 4°C 48h / 3-4-0-4-0 (2.2) .
359 | Eau de ringage ;’:5::;)‘”3“’ (Sprout | £ o 0157:H7 AdST2 | Faeces Seeding 4°C 48h / 1-11-02 (1.0) :
360 | Eau d'imigation E’:jzts;)water (Sprout | e o 0157:H7 AdST3 | Faeces Seeding 4°C 48h / 3-4-112 (2.2) -
361 | Lingette table blanche Wipe (sprout industry) | E. coli 0157:H7 Ad573 Faeces Seeding 4°C 48h / 3-4-1-1-2 (2.2) +
362 'S'L’;gette tapis transfert ligne | \yioe (sprout industry) | E. coli O157:H7 Ad574 | Faeces Seeding 4°C 48h / 0-1-0-1-2 (0.6) +
363 | Eau d'imigation ;’:S::;)Water (SProut | £ 0l O157:H7 AdST4 | Faeces Seeding 4°C 48h / 0-1-0-1-2 (0.6) -
364 | Eau de forage E’gﬁ:tsr;)water (Sprout | £ 0i 0157:H7 Ad579 | Faeces Seeding 4°C 48h / 0-0-1-7-1 (1.8) +
372 E:'eéc:;tasﬁ\;(;gétaux Wastes (sprout industry) | E. coli 0157:H7 Ad556 Environmental sample | Seeding 4°C 48h / 0-4-2-1-3 (1.8) -
373 | Eau de process pousses de | Process water (sprout | & . 515747 Ad558 | Environmental sample | Seeding 4°C 48h / 1-2-22-3 (2.0) :
soja industry)
374 | Dechets vegétaux Wastes (sprout industry) | E. coli 0157:H7 Ad558 | Environmental sample | Seeding 4°C 48h / 1-2-2-2-3 (2.0) -
conditionnement
485 | Lingette atelier boucherie | Wipe (meat industry) E. coli 0157:H7 Ad686 Environmental sample | Seeding 4°C 48h / 0-0-0-3-1-0 (0.8) -
487 | Lingette atelier boucherie | Wipe (meat industry) E. coli 0157:H7 Ad686 Environmental sample | Seeding 4°C 48h / 0-0-0-3-1-0 (0.8) -
488 | Lingette atelier boucherie | Wipe (meat industry) E. coli 0157:H7 Ad688 Environmental sample | Seeding 4°C 48h / 1-0-0-2-0 (0.6) -
489 | Lingette atelier boucherie | Wipe (meat industry) E. coli 0157:H7 Ad688 Environmental sample | Seeding 4°C 48h / 1-0-0-2-0 (0.6) -
490 | Lingette atelier boucherie | Wipe (meat industry) E. coli 0157:H7 Ad552 Environmental sample | Seeding 4°C 48h / 2-2-1-1-1(1.4) -
491 | Lingette atelier boucherie | Wipe (meat industry) E. coli 0157:H7 Ad552 Environmental sample | Seeding 4°C 48h / 2-2-1-1-1 (1.4) -
492 | Lingette atelier boucherie | Wipe (meat industry) E. coli 0157:H7 Ad552 Environmental sample | Seeding 4°C 48h / 2-2-1-1-1 (1.4) -
493 | Lingette atelier boucherie | Wipe (meat industry) E. coli 0157:H7 Ad553 Environmental sample | Seeding 4°C 48h / 2-1-0-1-3 (1.4) -
494 | Lingette atelier boucherie | Wipe (meat industry) E. coli 0157:H7 Ad553 Environmental sample | Seeding 4°C 48h / 2-1-0-1-3 (14) -
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495 | Lingette atelier boucherie | Wipe (meat industry) E. coli 0157:H7 Ad553 Environmental sample | Seeding 4°C 48h / 2-1-0-1-3 (1.4) -
497 | Lingette atelier boucherie | Wipe (meat industry) E. coli 0157;H7 Ad554 Environmental sample | Seeding 4°C 48h / 1-0-4-0-2 (1.4) -
498 | Lingette atelier boucherie | Wipe (meat industry) E. coli 0157:H7 Ad554 Environmental sample | Seeding 4°C 48h / 1-0-4-0-2 (1.4) -
499 | Lingette atelier boucherie | Wipe (meat industry) E. coli 0157:H7 Ad555 Environmental sample | Seeding 4°C 48h / 2-2-1-3-1(1.8) -
500 | Lingette atelier boucherie | Wipe (meat industry) E. coli 0157:H7 Ad555 Environmental sample | Seeding 4°C 48h / 2-2-1-3-1(1.8) -
502 | Lingette atelier boucherie | Wipe (meat industry) E. coli 0157;:H7 Ad567 Environmental sample | Seeding 4°C 48h / 0-0-1-3-3 (1.0) -
503 | Lingette atelier boucherie | Wipe (meat industry) E. coli 0157:H7 Ad567 Environmental sample | Seeding 4°C 48h / 0-0-1-3-3 (1.0) -
504 | Lingette atelier boucherie | Wipe (meat industry) E. coli 0157:H7 Ad567 Environmental sample | Seeding 4°C 48h / 0-0-1-3-3 (1.0) -
502 |E Process water (dealy . , , N
au process . E. coli 0157:H7 Ad552 Environmental sample | Seeding 4°C 48h / 6-5-5-3-5 (4.8) -
salad industry)
597 | Lingette tapis gras Wipe (meat industry) E. coli 0157:H7 Ad685 Environmental sample | Seeding 4°C 48h / 9-7-6-8-6 (7.2) -
1251 | Eau de ringage mélangeur | Process water E. coli 0157:H7 Ad688 Environmental sample | Seeding 4°C 48h / 6-3-2-5-1 (3.4) +
1252 | Eau de ringage cutter Process water E. coli 0157:H7 Ad552 Environmental sample | Seeding 4°C 48h / 2-1-1-6-1 (2.2) +
Lingette table poussoir . . . . . S
1253 5 Wipe (meat industry) E. coli O157:H7 Ad688 Environmental sample | Seeding 4°C 48h / 6-3-2-5-1 (3.4) -
apreés nettoyage
1254 h;’;f’:;;zz“s“" 'S | Wipe (meatindustry) | E. coli 0157:H7 Ad552 | Environmental sample | Seeding 4°C 48h / 2-1-1-6-1 (2.2) -
1256 ;;'r‘gfgses;ab'e POUSSOIT | Wipe (meat industry) | E. coli 0157:H7 Ad552 | Environmental sample | Seeding 4°C 48h / 2-1-1-6-1(2.2) +
1257 :'F:'r‘gf:‘ses;’”"e cutter Wipe (meatindustry) | E. coli 0157:H7 Ad553 | Environmental sample | Seeding 4°C 48h / 2.4-3-4-4 (3.4) +
1258 ;'I;'r‘g:;‘ses;’em'e POUSSOIr | \yine (meat industry) | E. coli O157:H7 Ad553 | Environmental sample | Seeding 4°C 48h / 2-4-3-4-4 (3.4) +
1259 | Chute de viande bovine Wastes (meat industry) | E. coli 0157:H7 Ad688 Environmental sample | Seeding 4°C 48h / 6-3-2-5-1 (3.4) +
1260 | Chute de viande bovine Wastes (meat industry) | E. coli 0157:H7 Ad552 Environmental sample | Seeding 4°C 48h / 2-1-1-6-1 (2.2) +
1261 | Chute de viande bovine Wastes (meat industry) | E. coli 0157:H7 Ad688 Environmental sample | Seeding 4°C 48h / 6-3-2-5-1 (3.4) +
1262 | Eau process carné Process water E. coli 0157:H7 Ad553 Environmental sample | Seeding 4°C 48h / 2-4-3-4-4 (3.4) +
1263 | Eau process carné Process water E. coli 0157:H7 Ad553 Environmental sample | Seeding 4°C 48h / 2-4-3-4-4 (3.4) +
1264 | Eau process végétaux Process water E. coli O157:H7 Ad558 | Environmental sample | Seeding 4°C 48h / 4-3-4-3-2 (3.2) -
(vegetable industry)
1265 | Eau process végétaux Process water E. coli O157:H7 Ad558 | Environmental sample | Seeding 4°C 48h / 4-3-4-3-2(3.2) -
(vegetable industry)
1326 | Lingettes process carné Wipe (meat industry) E. coli 0157:H7 Ad685 Environmental sample | Seeding 4°C 48h / 3-0-2-2-2 (1.8) +
1327 | Lingettes process carné Wipe (meat industry) E. coli 0157:H7 Ad554 Environmental sample | Seeding 4°C 48h / 4-6-5-2-1 (3.6) +
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(French name)
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Artificial contaminations (spiking protocol)

Origin

Injury protocol

Injury
measurement

Inoculation
level/25g

Solus Scientific Solutions Ltd

Global
result

1329 | Lingettes process carné Wipe (meat industry) E. coli 0157:H7 Ad686 Environmental sample | Seeding 4°C 48h / 3-2-3-6-1 (3.0) +
1330 | Lingettes process carné Wipe (meat industry) E. coli 0157;H7 Ad686 Environmental sample | Seeding 4°C 48h / 3-2-3-6-1 (3.0) +
, Process water (sprout . ) . , o
1332 | Eau process végétaux industry) E. coli 0157:H7 Ad686 Environmental sample | Seeding 4°C 48h / 3-2-3-6-1 (3.0) +
1333 | Déchets pousse de soja Wastes (sprout industry) | E. coli 0157:H7 Ad685 Environmental sample | Seeding 4°C 48h / 3-0-2-2-2 (1.8) +
1334 | Poussiére aspirateur laiterie | Dusts (dairy industry) E. coli 0157;H7 Ad556 Environmental sample | HT 56°C 8mn 0.76 1-3-3-0-4 (2.2) +
1335 | Poussiére aspirateur laiterie | Dusts (dairy industry) E. coli 0157:H7 Ad555 Environmental sample | HT 56°C 8mn 1.02 2-2-3-1-1(1.8) +
1525 | Eau de process carné ;’:S:tsr;)water (meat | £ coli 0157:H7 AdS67 | Environmental sample | Seeding 4°C 48h / 1-2-2-1-2 (1.6) +
1526 | Eau de process camé ;’:j:ts;)water (meat | e oo 0157:H7 Ad685 | Environmental sample | Seeding 4°C 48h / 2-1-314 (2.2) +
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Appendix 4 — Relative accuracy, relative specificity

and relative sensitivity: raw data

Bold typing : artificially inoculated samples

E. coli 0157 detection results:

m: minoritary level of target analyte

M : majoritary level of target analyte

p: pure culture level of target analyte

1/2 : 50% level of target analyte

(x): number of colonies in the plate

-2 no typical colonies but presence of background microflora
St: plate without any colony

d: doubtful result

NC: non characteristic colony onto nutritive agar
A+: auto-agglutinable strain

PA. positive agreement

NA: negative agreement

ND: negative deviation

PD: positive deviation

PPNA: positive presumptive negative agreement
PPND : positive presumptive negative deviation

*: Negative Microgen Latex 0157 test with one colony (small size), in this case several colonies are needed to

obtain a positive latex test
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RAW BEEF MEAT PRODUCTS

IS0 16654 method® Solus E.coli 0157 (including E. coli 0157:H7) method
metho mTSB Novobiocin (20mglL) - 16h at 41.5°C
IMS 6h IMS 24h
Confirmation Tests of
Sample Product latex kit the
o Product
N (French name) Final Chromagar | (0157 without | reference | Final | Agreement Reference method
CT- Chromagar | CT- Chromagar Result O.D. | Result | CT-SMAC 0157 urification method | result Ref/Alt confirmatory test
SMAC | 0157 | SMAC | 0157 P (IMS)
step, H7 after | (Latex/
purification) Indole)
3976 | Egréné de beeuf congelé | Frozen ground beef +p +p / / + 2.799 + +m +1/2 ++ + + PA /
A 0,
3977 f;‘:]zke:;“he 15%MG | krozen ground beef 15% fat +p +p / / + |28 | + +M Y A + + PA /
A [
3078 f;‘;zke:;“he 10%MG | £ rozen ground beef 10% fat +p +M / / v |2842| + Y +m A + + PA /
3979 ?;;?ﬂ;;aigi ::I)é oignons Eggﬁgtground beef with onions +p +p / / + 9759 + +p M o + N PA /
3080 |oore et | Frozen bee balls with onions 15% fat|  +p +p / / £ | 2703| -+ 112 : A + i PA /
0
3081 | oS zr:(;l'z"ta'e Frozen seasoned beef balls 15% fat | +p +p / / + 2780 | + £m M H ; ; PA /
0,
sgg | pouleties natures 1% 1 goot palls 15% fat +p +p / / + 2752 | o+ +p +p H + + PA /
3983 | Tournedos de boeuf Beef trim +p +1/2 / / + 2.742 + +p - ++ + + PA /
3984 | Bavette d'aloyau Beef trim St +1/2 +p +m + 2.710 + +m +md ++ + + PA /
3985 |Biftek Beef trim +p +M / / + 2.719 + +Md +m +*[+ + + PA /
4164 ;’;/‘";Jl"g Zzﬁzzfép”r beeuf | £\ ozen ground beef 5% fat st st +md : + | 0068 : +112 - (46) (¥65) ND
0
4165 | Tartare de beeuf congelé | Frozen ground beef St - - 2.750 + +1/2 - ++ + + PD /
4166 Ygi/nﬁGhzg:ZZIzzr beeuf Frozen ground beef 15% fat +p +p / / + 2.770 + +p +M ++ + & PA /
0
4167 | Entrecote beeuf Beef trim St St St - 2.730 + +p +p ++ + + PD /
4168 | Tournedos de boeuf Beef trim +p +p / / + 0.110 +p +p - (x10) - (x10) ND
4169 3';:?)';:: bavette Beef trim st : : 0.084 : / / NA
4170 | Effeuillé de charolais Beef meat St St - 2.757 + +p +1/2 ++ + & PD /
aryy | 7246 e DERUTMANNGA | g4asoned beef meat bp |+ / / v o4 +p £m H ; ; PA /
Pavé de beeuf mariné aux +M +md (1) -
4172 3 poivres Seasoned beef meat +p +1/2 / / + 1.746 + IMS: +M IMS: +md IMS:+/+ + + PA /
4173 | Carpaccio de beeuf Carpaccio St St - - 2.688 + +p +p ++ + + PD /
A 0,
4276 f;‘:;"e:,fche 10%MG | Frozen ground beef 10% fat st st st : 2678 | + +p +112 A + + PD /
A 0
4277 f;‘:;ke:z"he 15% MG | Erozen ground beef 15% fat St St - 0.074 - / / NA
A 0
4278 S(t)enzke:;ache 15% MG Frozen ground beef 15% fat St St St - 0.083 - / / NA
* Analyses performed according to the COFRAC accreditation
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RAW BEEF MEAT PRODUCTS

IS0 16654 method® Solus E.coli 0157 (including E. coli 0157:H7) method
metho mTSB Novobiocin (20mglL) - 16h at 41.5°C
IMS 6h IMS 24h
Confirmation Tests of
Sample Product latex kit the
o Product ,
N (French name) Final Chromagar | (0157 without | reference | Final | Agreement Reference method
CT- Chromagar | CT- Chromagar Resul O.D. | Result | CT-SMAC 0157 ificati hod I Ref/Al confirmatory test
SMAC 0157 SMAC 0157 esult purification metho result ef/Alt (IMS)
step, H7 after | (Latex/
purification) Indole)
4279 Steak h’ache oignon Frozen ground beef with onions st st st i 0.072 i | | NA
congelé 15% fat
4280 Eﬁeu'"? de charolais Frozen beef meat +p +p / / + 2.714 + +p +p ++ + + PA /
congelé
4281 | Boulettes beeufoignon | b paef balls with onions st i : 0.069 + / / NA
congelées
4287 |Boulettes orientales | b ;o seasoned beef balls st st st : 0.069 +Md +Md - (x10) - (x10) NA
congelées
4283 | Entrecéte beeuf congelée | Frozen bheef trim St St - 0.072 - / / NA
4284 |Bavette daloyau Frozen beef trim st st i i 2682 | +p +p H + + PD /
congelée
4285 |Toumedosdebeuf oo beef trim st st st : 0.070 : / / NA
congelé
113 | Faux-filet Frozen beef trim St St - 0.076 - / / NA
114 | Entrecéte boeuf congelé | Frozen beef trim +p +p +m (4) + 0.223 + +M - ++ + + PA /
115 | Faux-filet congelé Frozen beef trim +p +p / / + 0.075 St / / ND
116 | Entrecdte beeuf congelée | Frozen Beef trim St St - 0.073 St / / NA
117 | Bavette congelée Frozen beef trim St - - 2.590 + +p +M +/+ + + PD /
11g | Boulettes de viande Frozen beef balls st st st : 0.072 st / / NA
congelées
A 0,
119 |Steakhaché20%MG | o) around beef 20% fat st st : 0.079 st / / NA
congelé
120 | Egréné de beeuf congelé | Frozen ground beef +p +p / / + 2.650 + +p +p ++ + + PA /
Steak haché fagon
121 | bouchére 15% MG Frozen ground beef 15% fat St St - 2.699 + +M +md +/+ + + PD /
congelé
A 0,
10 | Steakhache 1% MG\ £ e Ground beef 15% fat st st i 0078 : / / NA
congelé
123 | Steak haché 5% MG Ground beef 5% fat St - St - 0.072 - / / NA
124 | Pavé de beeuf Beef trim St St St - 0.068 St / / NA
125 | Bifteck Beef trim St St St St 0.072 St / / NA
126 | Viande hachée 15% MG Ground beef 15% fat St - - 0.082 - / / NA -
296 | Entrecote beeuf congelé | Frozen beef trim +pd +md +p +p + 2.487 + +p +md ++ + + PA /
297 | Steak haché congelé Frozen ground beef + pd + pd +p +1/2 + 0.080 - / / ND
Pavé de beeuf mariné a +md +md A+ A+
298 l'échalote congelé Frozen seasoned beef meat +m +m / / + 2.572 + IMS: +m IMS: + m IMS: +/+ IMS: + + PA /
661 | ! /ande bovine bourguignon | g ¢ i, : : 0.065 : / / NA
a mijoter
662 | andebovinepaveen gty . . 0.125 . / / NA
tournedos
ADRIA Développement 43/88 October 28, 2015

Summary Report (Version 0)
Solus E. coli 0157 ELISA



Solus Scientific Solutions Ltd

RAW BEEF MEAT PRODUCTS

IS0 16654 method® Solus E.coli 0157 (including E. coli 0157:H7) method
metho mTSB Novobiocin (20mglL) - 16h at 41.5°C
IMS 6h IMS 24h
Confirmation Tests of
Sample Product latex kit the
o Product
N (French name) Final Chromagar | (0157 without | reference | Final | Agreement Reference method
CT- Chromagar | CT- Chromagar Result O.D. | Result | CT-SMAC 0157 urification method | result Ref/Alt confirmatory test
SMAC | 0157 | SMAC | 0157 P (IMS)
step, H7 after | (Latex/
purification) Indole)
663 ;’;ﬁlr;‘:e bovine steak @ | pee trim : : 0.067 : / / NA
664 | Carpaccio parmesan Carpaccio with cheese St St St St 0.075 St St / / NA
665 | Carpaccio olives Carpaccio with olive St St St St 0.074 St / / NA
666 || avederumsteckau g coned beef meat i i 0.074 i / / NA
poivre
667 Pa vé de rumsteck @ Seasoned beef meat - - 0.067 - / / NA
I'échalote
66g | Carpaccio de beeufhuile et | oo with ofl and hazelnuts st st st i 0.071 st st / / NA
éclats de noisettes
669 | Boulettes de bceuf Beef balls St - - 0.065 St / / NA
670 | La Tartare fagon brasserie | Ground beef St - - 0.079 St / / NA
Viande hachée fraiche pur 0
671 boeuf 15%MG Ground beef 15% fat - - 0.065 - +md (x5) (x5) NA
Viande hachée fraiche pur 0
672 boeuf 5%MG Ground beef 5% fat St - - 0.062 St / / NA
673 Le. hache moellgux a Frozen ground beef St St - 0.105 St St / / NA
cuisiner congelé
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RAW MILKS AND DAIRY PRODUCTS

150 16654 method® Solus E.coli 0157 (including E. coli 0157:H7) method
UL mTSB Novobiocin (20mglL) - 16h at 41.5°C
IMS 6h IMS 24h o
Samol Prod Confirmation | Tests of
ample roduct latex kit the
o Product
N (French name) Final Chromagar | (0157 without | reference | Final | Agreement Reference method
CT- Chromagar | CT- Chromagar Result O.D. | Result | CT-SMAC 0157 ificati thod it Ref/Alt confirmatory test
SMAC 0157 SMAC 0157 esu purification metho resu e (IMS)

step, H7 after | (Latex/

purification) Indole)
3996 | Lait cru Raw milk M| +md | +md : v [1432| + ' UL ' + + PA /

' IMS: +m IMS: - IMS: +/+
. . - + md -
3997 | Laitcru Raw milk +md +md +md +md + 0.753 + IMS: +m IMS: +m IMS: +/+ + + PA /
3998 | Lait ribot Fermented milk +p +p / / + 2.821 + +pd +p +/+ + + PA /
o . St -
3999 | Lait ribot Fermented milk +p +p / / + | 0.064 IMS: - IMS: - / / ND
4000 | Lait fermenté Fermented milk +p +p / / + 0.061 St St / / ND
' IMS: St IMS: St
4001 | Gros lait fermenté Fermented milk St St - - 2.842 + +pd +md ++ + + PD /
4002 | Créme crue Raw cream +p +p / / + 2.876 + +M +p ++ + + PA /
. . . - +md (1) -
4003 | Morbier au lait cru Raw milk cheese +md +md +md + 0.218 + IMS: +M IMS: +md IMS: +/+ + + PA /
4004 | Bethmale au lait cru Raw milk cheese +M +md +1/2 - + 1.347 + +md - +[+ + + PA /
4005 |Reblochon au lait cru Raw milk cheese +md - - 0.085 - / / NA
+M -
IMS: +M | IMS:+ md(2) - (x7)
4184 | Camembert au lait cru Raw milk cheese +p +md - 0.695 + Regrowth Regrowth IMS: -(x5) + (H7d) + PD /
step after step after Regrowth: -d
IMS: +m(10) IMS:-
4185 | Chévre au lait cru Raw milk cheese +md - - 0.064 +md +md - (x5) / NA -
4186 | Chévre au lait cru Raw milk cheese +p +p / / + 2.801 + +p +M +H+ + + PA /
4187 | Tricorn au lait cru Raw milk cheese +p +M / / + 1.705 + +p +md ++ + + PA /
4188 ::3'"399 vacheaulait | ooy milk cheese +p +md +md + 10063 +p +md (2) - (x5) (x5) ND
4189 | Maroilles Raw milk cheese St - - 0.060 - / / NA
4190 | Selles sur Cher Raw milk cheese St - - 0.062 - - / / NA
4191 | Reblochon au lait cru Raw milk cheese +m (5) - - - 0.062 - +md (1) - / NA
4192 | Fromage blanc au bifidus | Soft white cheese St St St St 0.060 St St / / NA
4193 | Beurre cru Raw butter - - - - 0.063 - - / / NA
4296 | Lait fermenté Fermented milk St St St St 0.064 St St / / NA
* Analyses performed according to the COFRAC accreditation
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RAW MILKS AND DAIRY PRODUCTS

150 16654 method® Solus E.coli 0157 (including E. coli 0157:H7) method
UL mTSB Novobiocin (20mglL) - 16h at 41.5°C
IMS 6h IMS 24h o
Samol Prod Confirmation Tests of
ample roduct latex kit the
o Product
N (French name) Final Chromagar | (0157 without | reference | Final | Agreement Reference method
CT- Chromagar | CT- Chromagar Result O.D. | Result | CT-SMAC 0157 ificati thod it Ref/Alt confirmatory test
SMAC 0157 SMAC 0157 esu purification metho resu e (IMS)
step, H7 after | (Latex/
purification) Indole)
4297 Creme fermentee Fermented cream TP +p(9) / / + 8%3? + M + Md ++ + ND +
probiotique (15) P 0.265 N IMS: +p IMS: + pd
Fromage blanc lait cru
4298 entier Soft white cheese P +M / / * 2.801 * +M tm H ¥ * PA /
4299 | Yaourts fermentés Fermented yoghurt St St St St 2.785 + +p +p ++ + + PD /
4300 | Gros lait fermier Fermented milk St St St St 2.810 + +p +p ++ + + PD /
4301 | Gros lait Fermented milk St St St St 2.801 + +p +p ++ + + PD /
4302 | Créme fraiche brebis Milk ewe cream St St St St 0.063 St St / / NA -
4303 | Faisselle au lait entier Fermented milk +p(9) +p (4) / / + 2.633 + +m +m ++ + + PA /
Yaourts lait entier +p
4304 ferments Fermented yoghurt (15) +p (15) / / + 0.065 St St / / ND
4305 |Faisselle Fermented milk St St St St 2.750 + +p +p +/+ + + PD /
127 | Laitcru Raw Milk +md (3) St +m(1) 1.295 + IMS: +m IMS: + m IMS:+/+ + + PD +
0.088 ) )
128 | Laitcru Raw Milk +md - +md 0.087 IMS: +m IMS: + md ++ + NA +
0.088
129 |Laitcru Raw Milk St +Md - +Md 0.064 - +m - (x5) (x5) NA
130 | Laitcru Raw Milk +md - +md 1.161 + +m (2) +md ++ + + PD /
131 Lait cru Raw Milk St St - - 0.063 - / / NA -
132 | Laitcru Raw Milk St - - 2.670 + +1/2 - ++ + + PD /
. . - +m(1) _
133 | Laitcru Raw Milk +m +md +m - + 2.699 + IMS: +m IMS: +m IMS: +/+ + + PA +
134 | Laitcru Raw Milk - - 1.916 + +M +m ++ + + PD /
35 | SellessurCheraulalt | gaw milk cheese + + / / v 2790 | M +m ot + . PA /
136 | Reblochon au lait cru Raw milk cheese +p +1/2 +md + 0.063 - / / ND
137 | Saint Félicien au lait cru | Raw milk cheese St St - 0.063 - / / NA
300 |Laitcru Raw milk St - - - 0.056 - +md - (x3) (x3) NA -
301 | Laitcru Raw milk +p +M / / + 1.623 + +md - ++ + + PA /
302 | Laitcru Raw milk +(1n;d +pd (4) - - 2.507 + +m +M ++ + + PD /
305 | Laitcru Raw milk St - - 0.056 - / / NA
306 | Laitcru Raw milk St - - 0.057 - / / NA
308 |Laitcru Raw milk - - - - 0.057 - +m - (x3) - (x3) NA
674 | Lait fermenté Fermented milk St St St St 0.050 St St / / NA
675 | Laitribot Fermented milk St St - 0.054 St St / / NA
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RAW MILKS AND DAIRY PRODUCTS

150 16654 method® Solus E.coli 0157 (including E. coli 0157:H7) method
UL mTSB Novobiocin (20mglL) - 16h at 41.5°C
IMS 6h IMS 24h o
Samol Prod Confirmation Tests of
ample roduct latex kit the
N Product
N (French name) Final Chromagar | (0157 without | reference | Final | Agreement Reference method
CT- Chromagar CT- Chromagar Result O.D. | Result | CT-SMAC 0157 ificati thod it Ref/Alt confirmatory test
SMAC 0157 SMAC 0157 esu purification metho resu e (IMS)
step, H7 after | (Latex/
purification) Indole)
676 Lait ribot Fermented milk St St St St 0.050 St St / / NA
g77 | Creme fraiche de Fermented cream st st St St 0.050 St st / / NA
Normandie
678 Créme fraiche Fermented cream St St St St 0.050 St St / / NA
679 Gros lait fermier Fermented milk St - - - 0.055 St / / NA
680 | Roquefort Raw milk cheese St St St - 0.051 St / / NA
681 Sainte Maure de Tourraine | Raw milk cheese - - 0.052 - / / NA
682 Rocamadour Raw milk cheese - - 0.054 - / / NA
683 Coulommiers Raw milk cheese +md - +md 0.054 - / / NA
684 Lait cru de vache Raw milk - - 0.054 - / / NA
685 | Lait cru de vache Raw milk +md - +md 0.055 - +m - (x5) - (x5) NA
686 Lait cru de vache Raw milk - - 0.053 - / / NA
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VEGETABLES

Solus E.coli 0157 (including E. coli 0157:H7) method

*
RO melio: mTSB Novobiocin (20mglL) - 16h at 41.5°C
S oroduet IMS 6h IMS 24h Confirmation | Tests of
ample roduc latex kit the
o Product
N (French name) Final Chromagar | (0157 without | reference | Final | Agreement Reference method
CT- | Chromagar | CT- | Chromagar Result O.D. | Result | CT-SMAC 0157 ificati thod it Ref/Al confirmatory test
SMAC 0157 SMAC 0157 esu purification metho resu e (IMS)
step, H7 after | (Latex/
purification) Indole)
Jeunes pousses . +md (2) - -
3986 d'épinards Baby leaves (spinach) +m +md (1) +1/2 +m + 0.642 + IMS: +m IMS: - IMS: +/+ + + PA /
+ md - -
3987 | Roquette Produce +m +m - 2.451 + IMS: +m IMS: - IMS: +/+ + + PD /
3988 | Mache Produce +p +M / / + 2.658 + +M +M ++ + + PA /
3989 | Pousses de soja Soya sprouts +1/2d - +m - + 0.740 + +m - ++ + + PA /
3990 | Salade poulet emmental | Deli salad (cheese, chicken) +p +M / / + 2.764 + +1/2 +m ++ + + PA /
3991 | Salade caesar Caesar salad St - - - 2.854 + +M +m +/+ + + PD /
3992 | Salade jambon ceuf Deli salad (ham, egg, cheese) st : : 2780 | + +112 +m A + + PD /
emmental
3993 | Petits pois sugelés Frozen peas +m(2) +m(2) +m +md + 0.068 IMé' ) +”\T§ (_1) ND
3994 Carotte:s rondelles Sliced frozen carrots - - 0.066 N - / / NA
surgelées IMS: - IMS: -
Duo de haricots plats - +md (1)
3995 surgelés Flat frozen beans +p(3) +m (3) +p +1/2 + 0.061 IMS: - IMS: - ND
4174 | Méache fraiche Produce St - - 0.066 - - / / NA
a75 | Pousses dépinards Baby leaves +md : : 2648 | + +M +m A v + PD /
fraiches (1)
mye |Poussesderoquette g oaves +p +md : + | 0073 +m - (46) - (46) ND
fraiches
Jeunes pousses de 0.240 * IMS.- IMS.-
477 . Baby leaves - - 0.185 Regrowth Regrowth / / PPNA
mesclum fraiches
0.176 step after step after
IMS:- IMS:-
4178 | Pousse de soja Soya sprouts +M - - 0.063 - - / / NA
4179 | Graines germées poireau | Sprouts - - - 0.065 - / / NA
4180 f;:‘}g}es germées chou | g ot +md +Md | +md (1) + 10058 - / / ND
4181 Poysses d'épinards Baby leaves +M +m +p +m + 0.807 + +md +md (2) ++ + + PA /
fraiches
+m(1) -
0.211 + IMS: - IMS:-
4182 | Mesclum frais Produce - - 0.185 Regrowth Regrowth PPNA
0.183 step after step after
IMS:- IMS:-
4183 | Epinards hachés Frozen spinach +M +112 / / + | 0.061 : / / ND
congelés '
4286 | Graines germées Sprouts + md : : 0.069 : / / NA
roquette
4og7 |Crainesgerméesalfa g o : : 0.071 : / / NA
radis
* Analyses performed according to the COFRAC accreditation
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VEGETABLES

150 16654 method® Solus E.coli 0157 (including E. coli 0157:H7) method
UL mTSB Novobiocin (20mglL) - 16h at 41.5°C
S oroduet IMS 6h IMS 24h Confirmation | Tests of
ample roduc latex kit the
o Product
N (French name) Final Chromagar | (0157 without | reference | Final | Agreement Reference method
CT- | Chromagar | CT- | Chromagar Result O.D. | Result | CT-SMAC 0157 ificati thod it Ref/Al confirmatory test
SMAC 0157 SMAC 0157 esu purification metho resu e (IMS)
step, H7 after | (Latex/
purification) Indole)
4288 | Graines germées alfalfa | Sprouts +md - - 0.061 - / / NA
4289 | Braines germées Sprouts : : 0.066 : / / NA
fenufrec mesclum
4290 | Graines germees Sprouts +md +m m + | 0076 : / / ND
roquette et alfalfa
4291 |Craines germées radis | g o - - 0.067 - / / NA
fenouil
4292 | Graines germées Sprouts +md - - 0.067 - / / NA
roquette (2)
Graines germées +md
4293 betterave rouge Sprouts ) - - 0117 - / / NA
4294 S;jaames germees pousse Soya sprouts +m (5) - - 0.067 - / / NA
- +1/2 ,
4295 | Cresson Produce +m - - 0.309 + IMS: + M IMS: + m IMS: +/+ + + PD +
0.068
2 Germes haricots mungo | Sprouts - - 0.100 +md ++ + NA +
0.099
Fines pousses Alfa radis . +md - .
3 fenouil Sprouts +mni +m - 0.367 + IMS: +m IMS: +m IMS: +/+ + + PD +
4 Fines pousses roquette Sprouts +m ni - - 0.060 - / / NA
et alfalfa
5 Fines pousses Sprouts +m (3) +1/2 +M + 0.060 - / / ND
6 Fines pousses Alfalfa Sprouts +m +M +1/2 + 0.063 +md (x5) (x5) ND
Fines pousses roquette
7 et alfalfa Sprouts +md - - 0.061 +md (x5) (x5) NA
0.123 ) )
8 Fines pousses alfalfa Sprouts +md - +m + 0.135 IMS: +m IMS: + m ++ + ND +
0.135
9 Betteraves vinaigrette Beets deli salad +p +p / / + 2.870 + +p +p +H+ + + PA /
10 Coleslaw moutarde Coleslaw St St - - 2.759 + +p +p ++ + + PD /
1 Celeri remoulade au Ready to eat celery ) ) 2 440 + +1/2 m ++ + + PD /
fromage blanc
1 | Carottes rapces Sliced carrots sp@ |  +p() / / v | 2603 + +p +p A + + PA /
assaisonnées
Champignon
13 assaisonnés Mushroom salad +p +p / / + 2.810 + +p +p ++ + + PA /
oignons/purée tomate
14 | Saladeconcombreau | ¢ er deli salad st st st st 0.055 st st / / NA
fromage blanc
15 Macédoine de légumes | Vegetables deli salad +p +p / / + 0.054 - / / ND
16 | 11iode orudités (carotte- | ooy st st . . 0.057 st / / NA
celeri-mais)
ADRIA Développement 49/88 October 28, 2015

Summary Report (Version 0)
Solus E. coli 0157 ELISA



Solus Scientific Solutions Ltd

VEGETABLES

150 16654 method® Solus E.coli 0157 (including E. coli 0157:H7) method
UL mTSB Novobiocin (20mglL) - 16h at 41.5°C
S oroduet IMS 6h IMS 24h Confirmation | Tests of
ample roduc latex kit the
o Product
N (French name) Final Chromagar | (0157 without | reference | Final | Agreement Reference method
CT- | Chromagar | CT- | Chromagar Result O.D. | Result | CT-SMAC 0157 ificati thod it Ref/Al confirmatory test
SMAC 0157 SMAC 0157 esu purification metho resu e (IMS)
step, H7 after | (Latex/
purification) Indole)
17 Coleslaw Coleslaw St St St St 0.053 St St / / NA
18 gf:ﬁgz decarotte zeste | o gjag st st st st 0.053 st st / / NA
19 Betteraves vinaigrette Beets deli salad St St St St 0.054 St St / / NA
20 Macédoine de légumes Vegetables deli salad St St - - 0.055 St St / / NA
21 Champignon a la grecque | Mushroom salad St St St St 0.102 St St / / NA
gp | Carottes rapees Slied carrots st st st st 0.054 st st / / NA
assaisonnées
g3 | Saladede concombreau | o, ier deli salad st st st st 0.054 st st / / NA
fromage blanc
g4 |Saladechouxcaroties/ | oy ooy st st st st 0.053 st st / / NA
raisin sec
g5 | Celeri remoulade au Ready to eat celery st i : 0.053 : / / NA
fromage blanc
26 Coeur de sucrine Produce St St - - 0.053 St St / / NA
27 Mesclum frais Produce St - - 0.063 - / / NA
Graines germées - - )
146 | roquette et alfalfa Sprouts +md M +md 03B )t s emd | IMS em) | MSHH * * PA *
149 | Coleslaw Coleslaw +p +p / / + 2.836 + +p +p ++ + + PA /
288 | Ciboulette Chives +p +p +p +p + 2.483 + +m +m ++ + + PA /
290 | Persil plat Parsley St St St St 2.623 + +p +p +¥[+ + + PD /
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ENVIRONMENTAL SAMPLES

. Solus E.coli 0157 (including E. coli 0157:H7) method
RO melio: mTSB Novobiocin (20mglL) - 16h at 41.5°C
IMS 6h IMS 24h o
Sample Product Cﬂg‘;ﬁ?ﬁﬂon Tetsht: o
N° (French name) Product Final Chromagar | (0157 without | reference | Final | Agreement Reference method
CT- Chromagar | CT- Chromagar Result O.D. | Result | CT-SMAC 0157 purification method | result Ref/Alt confirmatory test
SMAC 0157 SMAC 0157 (IMS)

step, H7 after | (Latex/

purification) Indole)
350 | Déchet poudre de lait Dusts (dairy industry) St St +p +p + 2.609 + +p +p ++ + + PA /
351 | Poussiére Dusts (dairy industry) +p +p / / + 2.738 + +M - ++ + + PA /
352 | Poussiére Dusts (dairy industry) St St - - 0.069 +1/2 - (x5) (x5) NA -
353 | Poussiére Dusts (dairy industry) St St +m - 2.693 + - +m ++ + + PD /
354 | Poussiére Dusts (sprout industry) +p +p / / + 0.056 St St / / ND -
355 | Poussiére Dusts (sprout industry) St St St St 2.674 + +p +p ++ + + PD /
357 | Eaude forage Process water (sprout industry) +p +p / / + 2.405 + +p +p ++ + + PA /
358 | Eaude lavage Process water (sprout industry) +p +M / / + 2.240 + +M +1/2 ++ + + PA /
359 | Eauderingage Process water (sprout industry) St St - - 0.060 - - / / NA
360 | Eau d'irrigation Process water (sprout industry) St St St St 0.054 St St / / NA
361 | Lingette table blanche Wipe (sprout industry) +m +m +m + 0.069 - / / ND
362 hé“nieg‘:j;ap's transfert | \ioe (sprout industry) st oM |+ 12 2358 |+ 12 +12 A + + PD /
363 | Eaud'irrigation Process water (sprout industry) St St St St 0.053 St St / / NA
364 | Eau de forage Process water (sprout industry) +p +p / / + 0.074 - / / ND
372 Dé’c hets .végétaux Wastes (sprout industry) - - 0.059 - / / NA

préparation
373 5:1:1.2 ProCesS PoUSSeS | process water (sprout industry) St St St - 0.056 St St / / NA
374 Déch_e !s vegetaux Wastes (sprout industry) - - 0.059 - / / NA
conditionnement
485 | Lingette atelier boucherie | Wipe (meat industry) St St + pd - 0.056 +Md +Md - (x10) - (x10) NA
487 | Lingette atelier boucherie | Wipe (meat industry) St St St St 0.052 St St / / NA
488 | Lingette atelier boucherie | Wipe (meat industry) St St St - 0.055 St St / / NA
489 | Lingette atelier boucherie | Wipe (meat industry) St St St - 0.053 St St / / NA
490 | Lingette atelier boucherie | Wipe (meat industry) St St St St 0.053 St St / / NA
491 | Lingette atelier boucherie | Wipe (meat industry) St St St St 0.050 St St / / NA
492 | Lingette atelier boucherie | Wipe (meat industry) St St +md - 0.051 St St / / NA
493 | Lingette atelier boucherie | Wipe (meat industry) St St St St 0.051 St St / / NA
494 | Lingette atelier boucherie | Wipe (meat industry) St St St St 0.510 St St / / NA
495 | Lingette atelier boucherie | Wipe (meat industry) St St St St 0.052 St St / / NA
497 | Lingette atelier boucherie | Wipe (meat industry) St St St St 0.052 St St / / NA
498 | Lingette atelier boucherie | Wipe (meat industry) St St St St 0.052 St St / / NA
499 | Lingette atelier boucherie | Wipe (meat industry) St - - - 0.052 St St / / NA
500 | Lingette atelier boucherie | Wipe (meat industry) St St St St 0.051 St St / / NA
502 | Lingette atelier boucherie | Wipe (meat industry) St St St St 0.053 St St / / NA
* Analyses performed according to the COFRAC accreditation
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Solus Scientific Solutions Ltd

ENVIRONMENTAL SAMPLES

150 16654 method® Solus E.coli 0157 (including E. coli 0157:H7) method
UL mTSB Novobiocin (20mglL) - 16h at 41.5°C
IMS 6h IMS 24h o
Samol Prod Confirmation Tests of
ample roduct latex kit the
o Product
N (French name) Final Chromagar | (0157 without | reference | Final | Agreement Reference method
CT- Chromagar | CT- Chromagar Result O.D. | Result | CT-SMAC 0157 ificati thod it Ref/Alt confirmatory test
SMAC 0157 SMAC 0157 esu purification metho resu e (IMS)
step, H7 after | (Latex/
purification) Indole)
503 | Lingette atelier boucherie | Wipe (meat industry) St St St St 0.053 St St / / NA
504 | Lingette atelier boucherie | Wipe (meat industry) St St St - 0.053 St St / / NA
592 | Eau process Process water (dealy salad industry) St St St - 0.052 St / / NA
597 | Lingette tapis gras Wipe (meat industry) - - 0.091 - / / NA
1251 Ea'u de ringage Process water St St +p +p + 2.772 + +p +p +/+ + + PA /
mélangeur
1252 | Eau de ringage cutter Process water +1/2 +m / / + 0.068 - / / ND
1253 |Lingette table poussoir |\, 0 meat industry) st st st st 0.054 st st / / NA
apres nettoyage
1254 | Lingette poussoiraprés |\ (meat industry) st st st st 0.051 st st / / NA
nettoyage
1256 | Lingette table poussoir oo meat industry) st st : 2507 |+ +p +m + . + PD /
(process)
1257 :;':gf;‘ses)cu"e cutter | Wipe (meat industry) tp |+ + | 2510 + +p : h ' ; PA /
1258 | Lingette tremie poussoir |\, o meat industry) st : 25% | + +p om A + + PD /
(process)
1259 | Chute de viande bovine | Wastes (meat industry) St - +p +M + 2.395 + +p +M +/+ + + PA /
1260 | Chute de viande bovine | Wastes (meat industry) +M +M / / + 2.493 + +p +M +/+ + + PA /
1261 | Chute de viande bovine | Wastes (meat industry) - +p +M + 0.379 + +M +m + [+ + + PA /
1262 | Eau process carné Process water St - +p +p + 2.020 + +M - + [+ + + PA /
1263 | Eau process carné Process water St St +p +p + 0.057 St - / / ND
1264 | Eau process végétaux Process water (vegetable industry) St St St St 0.052 St St / / NA
1265 | Eau process végétaux Process water (vegetable industry) St St St St 0.050 St St / / NA -
1326 | Lingettes process carné | Wipe (meat industry) St St St St 2.827 + +p +p + [+ + + PD /
1327 | Lingettes process carné | Wipe (meat industry) St St St St 2.379 + +p +p +/+ + + PD /
1329 | Lingettes process carné | Wipe (meat industry) +p +p / / + 2.827 + +p +M + [+ + + PA /
1330 | Lingettes process carné | Wipe (meat industry) +p +p / / + 2.780 + +p +p + [+ + + PA /
- . +md (1) - - (x1) - (x1)
1332 | Eau process végétaux Process water (sprout industry) +m +m + 0.671 + IMS: +m(2) IMS: +m IMS: +/+ IMS: + + PA +
1333 | Déchets pousse de soja | Wastes (sprout industry) +M +M / / + 0.835 + +m - +/+ + + PA /
1334 I':‘i’t‘;fis;e’e aspirateur | by sts (dairy industry) +M +M +M + | 2547 | + +p +m oy + N PA /
1335 |Foussiereaspirateur | p, 45 (dairy industry) M M| +m v | ooe2 m ; - 0O) - () ND ‘
laiterie fy Industry 0,075 IMS: +M IMS: - IMS: +/+ IMS: +
, . +md +md - (x7) - (x7)
1525 | Eau de process carné Process water (meat industry) +p +1/2 / / + 2.361 + IMS: +m(1) IMS: +m IMS: +/+ IMS: + + PA /
1526 | Eau de process carné Process water (meat industry) +p +M / / + 2.386 + +p +M + [+ + + PA /
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RAW BEEF MEAT PRODUCTS

Solus E.coli 0157 (including E. coli 0157:H7) method
ISO 16654 method*
mTSB Novobiocin (20mg/L) 72 h at 2-8°C
Sample Product . IMS 6h IMS 24h Confirmaltion Tests of
N° (French name) roduct , latex kit the _
Final Chromagar | (0157 without Final Agreement
SCT- Chromagar | CT- | Chromagar Result D.O. Result CT-SMAC 0157 purification reference result Ref/Alt
MAC 0157 SMAC 0157 method
step, H7 after
e (Latex)
purification)
3976 | Egréné de beeuf congelé Frozen ground beef +p +p / / + 2.932 + +p +1/2 ++ + + PA
3977 | Steak haché 15% MG congelé Frozen ground beef 15% fat +p +p / / + 2.903 + +p +1/2 ++ + + PA
3978 | Steak haché 10% MG congelé Frozen ground beef 10% fat +p +M / / i 2.900 + +1/2 +m ++ + + PA
3979 | Steak haché aux oignons 15% MG congelé E:i)(z)z'; ?g‘,;t’;‘:{ beef with +p +p / / it 2.793 + +p +M ++ + + PA
3980 | Boulettes aux oignons 15% MG congelées Egc;:igtbeef balls with onions +p +p / / + 2.824 + +M +m(1) ++ + + PA
3981 |Boulettes a I'orientale 15% MG congelées I;g;:(;;tseasoned beef balls +p +p / / + 2.801 + +p +1/2 ++ + + PA
3982 | Boulettes natures 15% MG Beef balls 15% fat +p +p / / + 2.757 + +p +p ++ + + PA
3983 | Tournedos de boeuf Beef trim +p +1/2 / / + 2.790 + +p - ++ + + PA
3984 | Bavette d'aloyau Beef trim St +1/2 +p +m + 2.845 + +1/2 +md ++ + + PA
3985 | Biftek Beef trim +p +M / / + 2.754 + +Md +md ++ + + PA
4164 | Viande hachée pur beeuf 5% MG congelée | Frozen ground beef 5% fat St St +md - i 0.064 - - +1/2 - (X5) - (X5) - ND
4165 | Tartare de beeuf congelé Frozen ground beef St - - - - 2.767 + +M - ++ + + PD
4166 | Viande hachée pur beeuf 15% MG congelé | Frozen ground beef 15% fat +p +p / / + 2.708 + +p +M ++ + + PA
4167 | Entrecéte beeuf Beef trim St St St - - 2.740 + +p +p +¥[+ + + PD
4168 | Tournedos de boeuf Beef trim +p +p / / + 0.098 - +p +p - (X10) - (X10) - ND
4169 | Biftek de bavette d'aloyau Beef trim St - - -
4170 | Effeuillé de charolais Beef meat St - St - - 2.807 + +p +M +/+ + + PD
4171 | Pavé de beeuf mariné a I'échalote Seasoned beef meat +p +1/2 / / + 2.770 + +m +md ++ + + PA
4172 | Pavé de beeuf mariné aux 3 poivres Seasoned beef meat +p +1/2 / / + 2137 + +1/2 - +H+ + + PA
4173 | Carpaccio de beeuf Carpaccio St St - - 2.780 + +p +p +¥/+ + + PD
4276 | Steak haché 10% MG congelé Frozen ground beef 10% fat St St St 2.886 + +p +1/2 ++ + + PD
4277 | Steak haché 15% MG congelé Frozen ground beef 15% fat St - St
4278 | Steak haché 15% MG congelé Frozen ground beef 15% fat St St St
L . Frozen ground beef with
4279 | Steak haché oignon congelé onions 15% fat St St St
4280 | Effeuillé de charolais congelé Frozen beef meat +p +p / / + 2.818 + +p +p ++ + + PA
4281 | Boulettes boeuf oignon congelées Frozen beef balls with onions St - - -
4282 | Boulettes orientales congelées Frozen seasoned beef bhalls St St St
4283 | Entrecéte beeuf congelée Frozen beef trim St - St
4284 | Bavette d'aloyau congelée Frozen beef trim St St - 2.818 + +p +p ++ + + PD
4285 | Tournedos de beeuf congelé Frozen beef trim St St St
113 | Faux-filet congelé Frozen beef trim St - St - -
114 | Entrecdte beeuf congelée Frozen beef trim +p - +p +m (4) + 0.241 + +1/2 - +/+ + + PA
115 | Faux-filet congelé Frozen beef trim +p +p / / + 0.128 - St - / / - ND
116 | Entrecdte bceuf congelée Frozen beef trim St - St -
117 | Bavette congelée Frozen beef trim St - - 2.824 + +p +M ++ + + PD
118 | Boulettes de viande congelée Frozen beef balls St St St
119 | Steak haché 20% MG congelé Frozen Ground beef 20% fat St - St
* Analyses performed according to the COFRAC accreditation
ADRIA Développement 53/88 October 28, 2015

Summary Report (Version 0)
Solus E. coli 0157 ELISA



Solus Scientific Solutions Ltd

RAW BEEF MEAT PRODUCTS

Solus E.coli 0157 (including E. coli 0157:H7) method
ISO 16654 method*
mTSB Novobiocin (20mg/L) 72 h at 2-8°C
Sa,r\lnople Product Product IMS 6h IMS 24h Cﬂg&grﬁ;t;on Tests of
(French name) , ) the ,
CT- | Chromagar | CT- | Chromagar I:égillt D.O. Result CT-SMAC Chrcc));nsa79ar (?):in-i‘i\::v:t?::t reference rFelgjlllt Agéi?;;ﬁ L
SMAC 0157 SMAC 0157 method
step, H7 after
e (Latex)
purification)
120 | Egréné de beeuf congelé Frozen ground beef +p +p / / + 2.842 + +p +M +H+ + + PA
- - .
121 ff,?;lz::;“he fagon bouchere 15% MG Frozen ground beef 15% fat St St 2.710 + +md +md ++ + + PD
122 | Steak haché 15% MG congelé Frozen ground beef 15% fat St St
123 | Steak haché 5% MG Ground beef 5% fat St - St
124 | Pavé de beeuf Beef trim St St St -
125 | Bifteck Beef trim St St St St
126 | Viande hachée 15% MG Ground beef 15% fat St - - - -
296 | Entrecote bceeuf congelée Frozen beef trim + pd +md +p +p + 2.629 + +p +M ++ + + PA
297 | Steak haché congelé Frozen ground beef + pd +pd +p +1/2 + 0.098 - - / / - ND
, C s , +m +m A+ A+
298 | Pavé de bceuf mariné a I'échalote congelé | Frozen seasoned beef meat +m +m / / + 2.740 + IMS: + m IMS: + m IMS: +/+ IMS: + + PA
661 | Viande bovine bourguignon & mijoter Beef trim - -
662 | Viande bovine pavé en tournedos Beef trim - -
663 | Viande bovine steak a griller Beef trim - - - -
664 | Carpaccio parmesan Carpaccio with cheese St St St St
665 | Carpaccio olives Carpaccio with olive St St St St
666 | Pavé de rumsteck au poivre Seasoned beef meat - - - -
667 | Pavé de rumsteck a I'échalote Seasoned beef meat - -
668 | Carpaccio de boeut huile et eclats de Carpaccio with oil and hazelnuts | St st st
noisettes
669 | Boulettes de boeuf Beef balls St -
670 | La Tartare fagon brasserie Ground beef St -
671 | Viande hachée fraiche pur bceuf 15%MG Ground beef 15% fat - -
672 | Viande hachée fraiche pur boeuf 5%MG Ground beef 5% fat St -
673 | Le haché moelleux a cuisiner congelé Frozen ground beef St St
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RAW MILKS AND DAIRY PRODUCTS

Solus E.coli 0157 (including E. coli 0157:H7) method
ISO 16654 method*
mTSB Novobiocin (20mg/L) 72 h at 2-8°C
Sa'ilnople (Fr;fﬁlrjgme) o Final Chromagar Co?gzrggltiopt:}a:eﬁ « Tefhtz ’ Final Agreement
i withou i
IMS 6n IMS 24h Result D.0. Result CT-SMAC 0157g purification step, H7 reference result gRef/AIt
after purification) method
(Latex)
3996 |Laitcru Raw milk +M +md +md - + 1.405 + +1/2 +md ++ + + PA
. . - +1/2 -(X5)
3997 |Laitcru Raw milk +md +md +md +md + 0.818 + IMS: +md IMS: +md IMS: +/+ + + PA
3998 | Lait ribot Fermented milk +p +p / / + 2.785 + +p +p ++ + + PA
3999 | Lait ribot Fermented milk +p +p / / + 0.062 - St - / / ND
4000 | Lait fermenté Fermented milk +p +p / / + 0.063 - St St / / - ND
4001 | Gros lait fermenté Fermented milk St St - - - 2.836 + +p +md +*+ + + PD
4002 | Créme crue Raw cream +p +p / / + 2.824 + +p +P ++ + + PA
4003 | Morbier au lait cru Raw milk cheese +md - +md +md + 0.209 + +md - ++ + + PA
. . - /

4004 | Bethmale au lait cru Raw milk cheese +M +md +1/2 - + 1.284 + IMS: +M +|n|:/|ds(_1) IMS: 4/+ + + PA
4005 |Reblochon au lait cru Raw milk cheese + md - - -

0.601 \ e IMS:- - (x5)
4184 | Camembert au lait cru Raw milk cheese +p - +md - - Regrowth: R ih+ | Re rthh ste Regrowth IMS: -(x5) + (H7d) + PD

2.666 egrowth: 9 _ P step after Regrowth: -d

after IMS: +m IMS:-

4185 | Chévre au lait cru Raw milk cheese +md - - - -
4186 | Chévre au lait cru Raw milk cheese +p +p / / + 2.752 + +M +M ++ + + PA
4187 | Tricorn au lait cru Raw milk cheese +p +M / / + 1.553 + +M +m ++ + + PA
4188 | Fromage vache au lait cru Raw milk cheese +p - +md +md + 0.058 - +M -(x5) -(x5) ND
4189 | Maroilles Raw milk cheese St - - - -
4190 | Selles sur Cher Raw milk cheese St - - - -
4191 | Reblochon au lait cru Raw milk cheese +m (5) - - - -
4192 | Fromage blanc au bifidus Soft white cheese St St St St -
4193 | Beurre cru Raw hutter - - - - -
4296 | Lait fermenté Fermented milk St St St St -
4297 | Créme fermentée probiotique Fermented cream +p (15) +p (5) / / + 0.310 + +p +p ++ + + PA
4298 | Fromage blanc lait cru entier Soft white cheese +p +M / / + 2.757 + +M +m ++ + + PA
4299 | Yaourts fermentés Fermented yoghurt St St St St - 2.742 + +p +p ++ + + PD
4300 | Gros lait fermier Fermented milk St St St St - 2.759 + +p +p ++ + + PD
4301 | Gros lait Fermented milk St St St St - 2.783 + +p +p ++ + + PD
4302 | Créme fraiche brebis Milk ewe cream St St St St -
4303 | Faisselle au lait entier Fermented milk +p(9) +p(4) / / + 1.972 + +p +pd ++ + + PA
4304 | Yaourts lait entier ferments Fermented yoghurt +p (15) +p (15) / / + 0.061 - St St / / - ND
4305 |Faisselle Fermented milk St St St St - 2.631 + +p +p ++ + + PD
127 |Laitcru Raw Milk +md (3) St +m(1) - 1.374 + IMS: +m IMS: +m ++ + + PD

0.086 - ) )
128 |Laitcru Raw Milk +md - +md - 882; IMS: +m IMS: +m ++ + - NA
129 |Laitcru Raw Milk St +Md - +Md -

* Analyses performed according to the COFRAC accreditation
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Solus Scientific Solutions Ltd

RAW MILKS AND DAIRY PRODUCTS

Solus E.coli 0157 (including E. coli 0157:H7) method
ISO 16654 method *
mTSB Novobiocin (20mg/L) 72 h at 2-8°C
Saﬁople (Frepnfﬁlrjgme) o Final Chromagar Co?garr;?tiopt:}ageﬁ « Tefhtz ’ Final Agreement
i withou i
IMS 6n IMS 24h Result D.0. Result CT-SMAC 0157g purification step, H7 reference result gRef/AIt
after purification) method
(Latex)
130 |Laitcru Raw Milk +md - +md - 1.005 + IMS: +m IMS: +m ++ + + PD
131 Lait cru Raw Milk St St - - -
132 | Laitcru Raw Milk St - - - - 2.642 + +m - ++ + + PD
133 |Laitcru Raw Milk +m +md +m - + 2.660 + +md (1) +md ++ + + PA
134 |Laitcru Raw Milk - - - - - 1.942 + +m +m +H+ + + PD
135 | Selles sur Cher au lait cru Raw milk cheese +p +p / / + 2.893 + +m +m ++ + + PA
136 | Reblochon au lait cru Raw milk cheese +p - +1/2 +md + 0.067 - / / ND
137 | Saint Félicien au lait cru Raw milk cheese St - St - -
300 |Laitcru Raw milk St - - - -
301 |Laitcru Raw milk +p +M / / + 1.963 + +md - ++ + + PA
302 | Laitcru Raw milk +md (1) +pd (4) - - - 2.733 + +m +M ++ + + PD
305 |Laitcru Raw milk St - - - -
306 |Laitcru Raw milk St - - - -
308 |Laitcru Raw milk - - - - -
674 |Lait fermenté Fermented milk St St St St -
675 | Lait ribot Fermented milk St - St - -
676 | Lait ribot Fermented milk St St St St -
677 | Créme fraiche de Normandie Fermented cream St St St St -
678 | Créme fraiche Fermented cream St St St St -
679 | Gros lait fermier Fermented milk St - - - -
680 | Roquefort Raw milk cheese St St St - -
681 Sainte Maure de Tourraine Raw milk cheese - - - - -
682 | Rocamadour Raw milk cheese - - - -
683 | Coulommiers Raw milk cheese +md - +md -
684 | Lait cru de vache Raw milk - - - -
685 | Lait cru de vache Raw milk +md - +md -
686 | Lait cru de vache Raw milk - - - -
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Solus Scientific Solutions Ltd

VEGETABLES

Solus E.coli 0157 (including E. coli 0157:H7) method
ISO 16654 method*
mTSB Novobiocin (20mg/L) 72 h at 2-8°C
Sample Product o . | Testsof
W (French name) o Final Chromagar Co?gqn;a;tloptl[la(:e: « the Final Agreement
i withou i
IMS 6 IMS 24n Result D.0. Result CT-SMAC 0157 purification step, H7 riﬁiﬁgge result Ref/Alt
after purification)
(Latex)
3986 | Jeunes pousses d'épinards Baby leaves (spinach) +m +md (1) +1/2 +m + 0.737 + +m (3) +/+ + + PA
i i i +md (1) - - (X1)
3987 | Roquette Produce +m +m 2.341 + IMS: +m IMS: +md(1) IMS: +/+ + i PD
3988 | Mache Produce +p +M / / + 2.917 + +p +M +/+ + + PA
3989 | Pousses de soja Soya sprouts +1/2d - +m - + 0.767 + +m - ++ + + PA
3990 | Salade poulet emmental Deli salad (cheese, chicken) +p +M / / + 2.764 + +m +m ++ + + PA
3991 | Salade caesar Caesar salad St - - - - 2.724 + +1/2 +m ++ + + PD
3992 | Salade jambon ceuf emmental Eﬁ:esszlfd (ham, egg, St - - - - 2.752 + +M +m ++ + + PD
3993 | Petits pois sugelés Frozen peas +m(2) +m(2) +m +md + 0.072 - / / ND
3994 | Carottes rondelles surgelées Sliced frozen carrots - - - - -
3995 | Duo de haricots plats surgelés Flat frozen beans +p(3) +m(3) +p +1/2 + 0.067 - / / ND
4174 | Méche fraiche Produce St - - - -
4175 | Pousses d'épinards fraiches Baby leaves +md (1) - - - - 2.611 + +M +m +/+ + + PD
4176 | Pousses de roquette fraiches Baby leaves +p - +md - + 0.070 - - / / ND
Jeunes pousses de mesclum IM-S'- IMS:-
477 unes p Baby leaves - - - - 0.210 + ' Regrowth / / PPNA
fraiches Regrowth step
after IMS:- step after
' IMS:-
4178 | Pousse de soja Soya sprouts +M - - - -
4179 | Graines germées poireau Sprouts - - - - -
4180 | Graines germées chou violet Sprouts +md - +Md +md (1) + 0.057 - - / / ND
4181 | Pousses d'épinards fraiches Baby leaves +M +m +p +m + 0.799 + +1/2 ++ + + PA
k) IMS:-
4182 | Mesclum frais Produce - - - - 0.221 + : Regrowth PPNA
Regrowth step
after IMS:- step after
' IMS:-
4183 | Epinards hachés congelés Frozen spinash +M +1/2 / / + 0.059 - - / / ND
4286 | Graines germées roquette Sprouts +md - - - -
4287 | Graines germées alfa radis Sprouts - - - - -
4288 | Graines germées alfalfa Sprouts +md - - - -
Graines germées fenufrec
4289 mesclum Sprouts - - - -
4290 g;:::aes germees roquette et Sprouts + md - +m +m + 0.067 - / / ND
4291 | Graines germées radis fenouil Sprouts - - - - -
4292 | Graines germées roquette Sprouts + md (2) - - - -
4293 | Graines germées betterave rouge | Sprouts +md (2) - - - -
4294 | Graines germées pousse soja Soya sprouts +m(5) - - - -
md (1) +1/2
4295 | Cresson Produce +m - - - 0.319 + IMS: +M IMS: +m ++ + + PD
* Analyses performed according to the COFRAC accreditation
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Solus Scientific Solutions Ltd

VEGETABLES

Solus E.coli 0157 (including E. coli 0157:H7) method
ISO 16654 method*
mTSB Novobiocin (20mg/L) 72 h at 2-8°C
Sample Product o . | Testsof
N (French name) o Final Chromagar Co?gqn;a;tloptl[la(:e: « the Final Agreement
i withou i
IMS 6 IMS 24n Result D.0. Result CT-SMAC 0157 purification step, H7 rigﬁgge result Ref/Alt
after purification)
(Latex)
0.079 -
2 Germes haricots mungo Sprouts - - - - 0.090 - +md +/+ + NA
0.096 -
. . . . +m(2) - - (X2)
3 Fines pousses Alfa radis fenouil | Sprouts +mni - +m - - 0.527 + IMS: +md IMS: +m IMS: +/+ + + PD
4 Fines pousses roquette et alfalfa | Sprouts +m ni - - - -
5 Fines pousses Sprouts +m(3) - +1/2 +M + 0.054 - / / ND
6 Fines pousses Alfalfa Sprouts +m - +M +1/2 + 0.057 - +m / / ND
7 Fines pousses roquette et alfalfa | Sprouts +md - - - -
0.109 -
8 Fines pousses alfalfa Sprouts +md - - +m + 81?8 IMS: + md IMS: + m ++ + ND
9 Betteraves vinaigrette Beets deli salad +p +p / / + 2.893 + +p +p +/+ + + PA
10 | Coleslaw moutarde Coleslaw St St - - - 2.780 + +p +p +H+ + + PD
1 g;':;' remoulade au fromage Ready to eat celery . . . . 2644 + +112 +112 +4 + - PD
12 Carottes rapées assaisonnées Sliced carrots +p (4) +p(5) / / + 2.845 + +p +p ++ + + PA
13 C_hamplgnon' assalsonnes Mushroom salad +p +p / / + 2.602 + +p +p +H+ + + PA
oignons/purée tomate
14 ‘;’Iaa'zge concombre au fromage | o\ mher deli salad st st st st :
15 | Macédoine de légumes Vegetables deli salad +p +p / / + 0.052 - / / ND
16 | Trio de crudités (carotte-celeri-mais) | Deli salad St St - - -
17 | Coleslaw Coleslaw St St St St -
18 | Salade de carotte zeste orange Deli salad St St St St -
19 Betteraves vinaigrette Beets deli salad St St St St -
20 | Macédoine de légumes Vegetables deli salad St St - - -
21 Champignon a la grecque Mushroom salad St St St St -
22 Carottes rapées assaisonnées Sliced carrots St St St St -
23 | Salade de concombre aUfOmage | Gy umber deli salad st st st st :
24 | Salade choux carottes/ raisin sec Deli salad St St St St -
25 | Celeri remoulade au fromage blanc | Ready to eat celery St - - - -
26 | Cceur de sucrine Produce St St - - -
27 Mesclum frais Produce St - - - -
Graines germées roquette et +md -
146 alfalfa Sprouts +md - +M +md + 0.298 + IMS: +m ni IMS: +m +/+ + + PA
149 | Coleslaw Coleslaw +p +p / / + 2.928 + +p +p ++ + + PA
288 | Ciboulette Chives +p +p +p +p + 2.542 + +m +m ++ + + PA
290 | Persil plat Parsley St St St St - 2.752 + +p +p +/+ + i PD
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Solus Scientific Solutions Ltd

ENVIRONMENTAL SAMPLES

Solus E.coli 0157 (including E. coli 0157:H7) method
ISO 16654 method*
mTSB Novobiocin (20mg/L) 72 h at 2-8°C
Sa'ilnople (Fr;fﬁlrjgme) rrode Final Chromagar Co?gzrggltiopt:}a:eﬁ « Tefhtz ’ Final | Agreement
i withou i
IMS 6h IMS 24h Result D.O. Result CT-SMAC 0157 purification step, H7 reference result Ref/Alt
after purification) method
(Latex)
350 | Déchet poudre de lait Dusts (dairy industry) St St +p +p + 2.680 + +p +p ++ + + PA
351 | Poussiére Dusts (dairy industry) +p +p / / + 2.592 + +p +m ++ + + PA
352 | Poussiere Dusts (dairy industry) St St - -
353 | Poussiére Dusts (dairy industry) St St +m - 2.536 + +m +m ++ + + PD
354 | Poussiére Dusts (sprout industry) +p +p / / + 0.053 - St St / / - ND
355 | Poussiére Dusts (sprout industry) St St St St - 2.561 + +p +p +H+ + + PD
357 | Eau de forage Process water (sprout industry) +p +p / / + 2.423 + +p +p ++ + + PA
358 | Eau de lavage Process water (sprout industry) +p +M / / + 2.352 + +1/2 +1/2 ++ + + PA
359 | Eau de rincage Process water (sprout industry) St St - -
360 | Eau d'irrigation Process water (sprout industry) St St St St -
361 | Lingette table blanche Wipe (sprout industry) +m - +m +m + 0.065 - - - / / - ND
362 | Lingette tapis transfert ligne soja | Wipe (sprout industry) St - +M +1/2d 2.267 + +md +1/2 ++ + + PD
363 | Eau d'irrigation Process water (sprout industry) St St St St -
364 | Eau de forage Process water (sprout industry) +p +p / / + 0.078 / / ND
372 | Déchets végétaux préparation Wastes (sprout industry) - - - -
373 | Eau de process pousses de soja | Process water (sprout industry) St St St
374 Egﬁgﬁ:;::g;?:tx Wastes (sprout industry) - -
485 | Lingette atelier boucherie Wipe (meat industry) St St + pd -
487 | Lingette atelier boucherie Wipe (meat industry) St St St St
488 | Lingette atelier boucherie Wipe (meat industry) St St St -
489 | Lingette atelier boucherie Wipe (meat industry) St St St -
490 | Lingette atelier boucherie Wipe (meat industry) St St St St
491 | Lingette atelier boucherie Wipe (meat industry) St St St St
492 | Lingette atelier boucherie Wipe (meat industry) St St +md -
493 | Lingette atelier boucherie Wipe (meat industry) St St St St
494 | Lingette atelier boucherie Wipe (meat industry) St St St St
495 | Lingette atelier boucherie Wipe (meat industry) St St St St
497 | Lingette atelier boucherie Wipe (meat industry) St St St St
498 | Lingette atelier boucherie Wipe (meat industry) St St St St
499 | Lingette atelier boucherie Wipe (meat industry) St - - -
500 | Lingette atelier boucherie Wipe (meat industry) St St St St
502 | Lingette atelier boucherie Wipe (meat industry) St St St St
503 | Lingette atelier boucherie Wipe (meat industry) St St St St
504 | Lingette atelier boucherie Wipe (meat industry) St St St -
502 | Eau process !’rocess water (dealy salad St St St
industry)
597 | Lingette tapis gras Wipe (meat industry) - - - - -
1251 | Eau de ringage mélangeur Process water St St +p +p + 2.447 + +p +p ++ + + PA
1252 | Eau de ringage cutter Process water +1/2 +m / / + 0.076 - - / / ND
1253 | Lingette table poussoirapres |0 (meat industry) st st st st
nettoyage
* Analyses performed according to the COFRAC accreditation
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Solus Scientific Solutions Ltd

ENVIRONMENTAL SAMPLES

Solus E.coli 0157 (including E. coli 0157:H7) method
ISO 16654 method*
mTSB Novobiocin (20mg/L) 72 h at 2-8°C
Sample Product . | Tests of
N (French name) rrode Final Chromagar Co?gqgﬁltlot]tﬁe)t( « the Final | Agreement
i withou i
IMS 6h IMS 24n Result D.0. Result CT-SMAC 0157 purification step, H7 rizzrt'ﬁr;cée result Ref/Alt
after purification)
(Latex)

1254 | Lingette poussoir aprés nettoyage | Wipe (meat industry) St St St St

1256 | Lingette table poussoir (process) | Wipe (meat industry) St - St - - 2.487 + +p +m ++ + + PD
1257 | Lingette cuve cutter (process) Wipe (meat industry) - +p +1/2 + 2.401 + +M ++ + + PA
1258 | Lingette tremie poussoir (process) | Wipe (meat industry) - St - - 2.397 + +p +m ++ + + PD
1259 | Chute de viande bovine Wastes (meat industry) St - +p +M + 2.526 + +p +M ++ + + PA
1260 | Chute de viande bovine Wastes (meat industry) +M +M / / + 2.420 + +p +M ++ + + PA
1261 | Chute de viande bovine Wastes (meat industry) - - +p +M + 0.345 + +M +m ++ + + PA
1262 | Eau process carné Process water St - +p +p + 1.780 + +p ++ + + PA
1263 | Eau process carné Process water St St +p +p + 0.072 St / / ND
1264 | Eau process végétaux !Drocess water (vegetable St St St St

industry)
1265 |Eau process végétaux !’rocess water (vegetable St St St St
industry)
1326 | Lingettes process carné Wipe (meat industry) St St St St 2.586 + +p +p ++ + + PD
1327 | Lingettes process carné Wipe (meat industry) St St St St - 2.166 + +p +p ++ + + PD
1329 | Lingettes process carné Wipe (meat industry) +p +p / / + 2.496 + +p +p ++ + + PA
1330 | Lingettes process carné Wipe (meat industry) +p +p / / + 2.275 + +p +p ++ + + PA
1332 | Eau process végétaux Process water (sprout industry) - +m +m + 0.627 + IMS: +m (5) | IMS: +m (1) ++ + + PA
1333 | Déchets pousse de soja Wastes (sprout industry) +M +M / / + 1.260 + +m - ++ + + PA
1334 | Poussiére aspirateur laiterie Dusts (dairy industry) +M - +M +M + 2.510 + +M +m(1) ++ + + PA
0.069
1335 | Poussiére aspirateur laiterie Dusts (dairy industry) +M +M +m + 0.061 ”\J;Ién 9) IMé' ++ + ND
0.060 T -
. . - +md - (X5) - (X5)
1525 | Eau de process carné Process water (meat industry) +p +1/2 / / + 2.580 + IMS: +md(1) | IMS: +m(2) IMS: +/+ IMS: + = PA
1526 | Eau de process carné Process water (meat industry) +p +M / / + 2.757 + +p +M ++ + + PA
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Matrix : Ground beef
Strain : Escherichia coli 0157:H7 Ad486

Appendix 5 — Relative detection level: raw data

Solus Scientific Solutions Ltd

Aerobic mesophilic flora: 6,0.102 CFU/g

. ISO 16654 method®
N | Loy | OCulalion IS 6h VIS 24h . Number positive ST ()i A2
sample (cfu/sample) | CT-SMAC Chg)%e;gar CT-SMAC Chroo;nsa}gar Final Result sa%;:;?s/ 0.D. | Result | Confirmation | Final result Nsuan;]brﬁgglprsg}g/le
47 St St St St 0.061 - -
48 St St St St 0.067 - -
49 0 0 St St St St 0/5 0.070 0/5
50 St St St St 0.073 - -
51 St St St St 0.071 - - -
52 St St St St - 2.573 + + +
53 +p +p / / + 2.384 + + +
54 St St St St - 2.231 + + +
55 St St St - - 2.164 + + +
56 +p +p / / + 0.068 - - -
57 St St St - - 2.434 + + +
58 St St St - - 0.076 - - -
59 +p +p / / + 0.068 - -
60 St St St St - 0.071
61 +p +p / / + 0.066 - -
) Low 0,5 St St St - - 8/20 0.067 - - 6/20
63 St St St St 0.069 - -
64 St St St - 0.068 - - -
65 St St St - 2.465 + + +
66 St St St - - 0.066 - - -
67 +p +p / / + 0.070 - -
68 St St St - - 0.073 - -
69 +p +p / / + 0.073 - -
70 +p +p / / + 0.071 - -
71 +p +p / / + 0.074
72 +p +p / / + 0.074 - -
73 +p +p / / + 0.071 - - -
74 High 1,4 +p +p / / + 4/5 2.527 + + + 3/5
75 St St St - - 2.564 + + +
76 +p +p / / + 2.334 + + +

* Analyses performed according to the COFRAC accreditation
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Matrix : Raw milk
Strain: Escherichia coli 0157:H7 Ad1745

Solus Scientific Solutions Ltd

Aerobic mesophilic flora: 7,6.105 CFU/g

ISO 16654 method*
Ne Inoculation level IMS 6h IMS 24h . N Solus 0157 method
sample Level (cfu/sample) Chromagar Chromagar RS Number positive Final | Number positive
CT-SMAC 0157 CT-SMAC 0157 Result | samples/Total O.D. | Result | Confirmation result samples/Total
ples/Tota
184 - - +md - - 0.060 - - -
185 - - +md - - 0.055 - - -
186 0 0 - - +md - - 0/5 0.056 - - - 0/5
187 - - +md +md - 0.057 - - -
188 - - +md - - 0.055 - - -
189 +M +M / / + 2.554
190 - - +md - - 0.071 - - -
191 - - +m - - 0.057 - - -
192 - - +md +md - 2.614 + + +
193 +M +1/2 / / + 0.056 - - -
194 +Md + +md - - 2.503 + + +
195 +M +1/2 / / 0.053 - - -
196 +Md +m (2) +md - B 0055 | - - -
197 - - +md - - 2.577 + + +
133 Low 15 A y /2 — - ! u 12120 ggg? * * * 9120
200 +M +1/2 / / + 0.058
201 +M +1/2 / / + 0.056 - - -
202 +M +1/2 / / + 0.056 - - -
203 +M +1/2 / / + 2.678 + + +
204 +M +1/2 / / + 2.670 + + +
205 +M +1/2 / / + 0.056 - - -
206 +M +1/2 / / + 0.057 - - -
207 +md - +md - - 2.712 + + +
208 +M +1/2 / / + 2.680 + + +
209 +md +m +md +m + 0.055 - - -
210 +M +1/2 / / + 2.623 + + +
211 High 3.9 +M +1/2 / / + 5/5 2.684 + + + 4/5
212 +M +1/2 / / + 2.703 + + +
213 +M +1/2 / / + 2.670 + + +
* Analyses performed according to the COFRAC accreditation
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Matrix : Spinach
Strain : Escherichia coli 0157:H7 Ad556

Solus Scientific Solutions Ltd

Aerobic mesophilic flora: 2,0.107 CFU/g

ISO 16654 method*
. Inoculation level IMS 6h IMS 24h . N Solus 0157 method
N° sample | Level (cfulsample) ch eh Final | Number positive Foal T Numb i
P CT-SMAC gggar CT-SMAC g;‘;a?gar Result | samples/Total | O.D. | Result | Confirmation | "2 | " umboerposiive
result | samples/Total
1705 St St - - - 0.064 - -
1706 St - St - - 0.066 - -
1707 0 0 St - - - - 0/5 0.065 - - 0/5
1708 St - - - - 0.068 - -
1709 St - St - - 0.068 - - -
1710 St - St - - 2.754 + + +
1711 St - St - - 0.067 - - -
1712 +p +M / / + 2.759 + + +
1713 St - St - - 2.747 + + +
1714 St - St - - 0.065 - -
1715 +p +M / / ¥ 0067 | - - 5
1716 St - St - - 2.714 + + +
1717 St St St - - 2.664 + + +
1718 +p +M / / ¥ 0070 | -
1719 + +M / / + 2.863 +
750 Low 1,0 - E o / / - 12/20 SO - - 10/20
1721 +p +M / / + 0.067 - - -
1722 +p +p / / + 2836 | + + +
1723 St - St - - 2.807 + + +
1724 +p +M / / + 0.068 - -
1725 St St St - - 0.066 - -
1726 +p +p / / + 0.064 - - -
1727 +p +M / / + 2.951 + + +
1728 +p +M / / + 2.917 + + +
1729 +p +M / / n 0059 [ - - -
1730 +p +M / / + 2955 | + + +
1731 +p +M / / + 2.910 + + +
1732 High 2,5 +p +p / / + 55 0.063 - - - 4/5
1733 +p +p / / + 2863 | + + +
1734 +p +M / / + 2.876 + + +
* Analyses performed according to the COFRAC accreditation
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Matrix : Process water (meat industry)

Strain : Escherichia coli 0157:H7 Ad552

Solus Scientific Solutions Ltd

Aerobic mesophilic flora; 8,4.105 CFU/ml

1SO 16654 method*
. Inoculation level IMS 6h IMS 24h . y Solus 0157 method
N° sample | Level (cfulsample) ch eh Final | Number positive Foel T Numb .
P CT-SMAC gggar CT-SMAC rgT;gar Result | samples/Total | O.D. | Result | Confirmation | "2, | "omoer POSFIVE
result | samples/Total
1631 St St St - 0.070 -
1632 St St St 0.061 -
1633 0 0 St St St 0/5 0.064 - 0/5
1634 St St St 0.065 -
1635 St St St 0.058 -
1636 St St St 0.060 -
1637 St St St - 0.063 - - -
1638 +p +p / / + 2606 | + + +
1639 St St St - 2.535 + + +
1640 St St St 0.064 -
1641 St St St 0.065
1642 St St St - 0.066 -
1643 +p +p / / + 0.065 | - - -
1644 St St St - - 2.495 + + +
1645 +p +p / / + 0.060 | -
1646 | -V 09 St st St : 5/20 0063 | - 4120
1647 St St St 0.066 -
1648 St St St 0.065 -
1649 St St St 0.064 -
1650 St St St 0.063 -
1651 St St St 0.061 -
1652 St St St - 0.060 - - -
1653 +p +p / / + 2.770 + + +
1654 +p +p / / + 0.066 | -
1655 St St St - 0.063 - - -
1656 St St St - 2.854 + + +
1657 +p +p / ] + 2719 | + + +
1658 High 2,1 +p +p / / + 3/5 0.064 - - - 4/5
1659 St St St - 2.595 + + +
1660 +p +p / / + 2.592 + + +
* Analyses performed according to the COFRAC accreditation
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Matrix : Ground beef
Strain : E.coli 0157:H7 Ad486
Level (Mlglglcgggfnrlifgt?én) Method Negative Positive Total
Reference 5 0 5
0 / Alternative 5 0 5
Total 10 0 10
Reference 12 8 20
1 0,5 Alternative 14 6 20
Total 28 14 40
Reference 1 4 5
2 14 Alternative 2 3 5
Total 3 7 10
Matrix : Raw milk
Strain : E.coli 0157:H7 Ad1745
Level (Mligﬁcgtlaatg?rzife\;t?cl)n) Method Negative Positive Total
Reference 5 0 5
0 / Alternative 5 0 5
Total 10 0 10
Reference 8 12 20
1 1,5 Alternative 11 9 20
Total 19 21 40
Reference 0 5 5
2 3,9 Alternative 1 4 5
Total 1 9 10
Matrix : Spinach
Strain : E.coli 0157:H7 Ad556
Level (Mlgﬁcg;g?n:ifa\:t%n) Method Negative Positive Total
Reference 5 0 5
0 / Alternative 5 0 5
Total 10 0 10
Reference 8 12 20
1 1,5 Alternative 10 10 20
Total 18 22 40
Reference 0 5 5
2 3,9 Alternative 1 4 5
Total 1 9 10
Matrix : Process water (Meat industry)
Strain : E.coli 0157:H7 Ad552
Level (Mlgrc\)f;ﬁg?:]ilne;ﬁeén) Method Negative Positive Total
Reference 5 0 5
0 / Alternative 5 0 5
Total 10 0 10
Reference 15 5 20
1 0,9 Alternative 16 4 20
Total 31 9 40
Reference 2 3 5
2 2,1 Alternative 1 4 5
Total 3 7 10
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Appendix 6 — Inclusivity / exclusivity: raw data

Solus Scientific Solutions Ltd

INCLUSIVITY
Solus E.coli 0157 (including E. coli 0157:H7) method
Inoculation mTSB Novobiocin (20mg/L) - 16h at 41.5°C
Strain Reference Origin level Confirmation latex kit
CFU/225ml | O.D. | Result | CT-SMAC | Chromagar 0157 | (Microgen 0157 without a purification
step / Wellcolex H7 after purification )
1| Escherichia coli | 0157:H7 | Ad 485 Ground beef 5 2.772 + + + +H+
2 | Escherichiacoli | O157:H7 | Ad486 Ground beef 3 2.735 + + + +/+
3 | Escherichia coli | O157:H7 | Ad487 Ground beef 9 2.757 + + + +H+
4 | Escherichia coli | O157:H7 | Ad488 Ground beef 7 2.762 + + + +/+
5 | Escherichia coli | O157:H7 | Ad489 Ground beef 3 2.674 + + + +/+
6 | Escherichia coli | O157:H7 | Ad 552 Slaughterhouse 8 2.735 + + + +H+
7 | Escherichia coli | O157:H7 | Ad 553 Slaughterhouse 11 2.799 + + + +/+
8 | Escherichia coli | O157:H7 | Ad 554 Slaughterhouse 7 2.369 + + + +H+
9 | Escherichia coli | O157:H7 | Ad 555 Slaughterhouse 11 2.759 + + + +/+
10| Escherichia coli | O157:H7 | Ad 556 Water purification 13 2.703 + + + +/+
11| Escherichia coli | 0157:H7 | Ad 557 Water purification 10 2.686 + + + +/+
12| Escherichia coli | 0157:H7 |Ad 558 Water purification 6 2.697 + + + +/+
13| Escherichia coli | 0157:H7 | Ad 559 Ground beef 13 2.654 + + + +/+
14 | Escherichia coli | 0157:H7 | Ad 560 Ground beef 3 2.863 + + + +/+
15| Escherichia coli | O157:H7 | Ad 561 Ground beef 1 2.793 + + + +H/+
16 | Escherichia coli | 0157:H7 | Ad 562 Ground beef 4 2.742 + + + +/+
17| Escherichia coli | 0157:H7 | Ad 563 Ground beef 14 2.699 + + + +/+
18 | Escherichia coli | 0157:H7 | Ad 564 Ground beef 12 2.648 + + + +/+
19| Escherichia coli | 0157:H7 | Ad 565 Ground beef 5 2.447 + + + +/+
20| Escherichia coli | 0157:H7 | Ad 566 Ground beef 6 2.754 + + + +/+
21| Escherichia coli | 0157:H7 | Ad 567 Slaughterhouse 5 2.733 + + + H+
22| Escherichia coli | 0157:H7 | Ad 568 Slaughterhouse 9 2.870 + + + +/+
23| Escherichia coli | 0157:H7 | Ad 569 Slaughterhouse 8 2.839 + + + ++
24 | Escherichia coli | 0157:H7 | Ad 570 Slaughterhouse 7 2.783 + + + H+
25| Escherichia coli | 0157:H7 | Ad 571 Faeces 10 2.625 + + + +/+
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INCLUSIVITY
Solus E.coli 0157 (including E. coli 0157:H7) method
Inoculation mTSB Novobiocin (20mg/L) - 16h at 41.5°C
Strain Reference Origin level Confirmation latex kit
CFU/225ml | O.D. | Result | CT-SMAC | Chromagar 0157 | (Microgen 0157 without a purification
step / Wellcolex H7 after purification )
26| Escherichiacoli | O157:H7 |Ad 572 Faeces 7 2721 + + + ++
27| Escherichia coli | O157:H7 |Ad 573 Faeces 18 2.652 + + + +/+
28| Escherichia coli | O157:H7 |Ad 574 Faeces 13 2.526 + + + ++
29 | Escherichia coli | O157:H7 | Ad 575 Faeces 5 2.759 + + + +/+
30| Escherichia coli | 0157:H7 |Ad 576 Faeces 5 2.767 + + + +/+
31| Escherichiacoli | O157:H7 |Ad 577 Faeces 10 2.708 + + + ++
32| Escherichia coli |0157:H7 |Ad 578 Faeces 9 2.754 + + + +/+
33| Escherichia coli | 0157:H7 | Ad 579 Faeces 14 2.703 + + + +/+
34| Escherichia coli | 0157:H7 | Ad 580 Faeces 29 2.708 + + + +/+
35| Escherichia coli | 0157:H7 | Ad 581 Faeces 2 2.708 + + + +/+
36| Escherichia coli | 0157:H7 | Ad 582 Faeces 6 2.754 + + + +/+
37| Escherichia coli | 0157:H7 |Ad 583 Ground beef 8 2.620 + + + +/+
38| Escherichia coli | 0157:H7 | Ad 584 Ground beef 6 2.770 + + + +/+
39| Escherichia coli | 0157:H7 |Ad 585 Ground beef 7 2.724 + + + +/+
40| Escherichia coli | 0157:H7 | Ad 586 Ground beef 4 2.726 + + + ++
41| Escherichia coli | 0157:H7 | Ad 587 Ground beef 7 2.740 + + + +/+
42| Escherichia coli | 0157:H7 | Ad 588 Ground beef 5 2.759 + + + +/+
43| Escherichia coli | 0157:H7 | Ad 589 Ground beef 1 2.730 + + + +/+
44| Escherichia coli | 0157:H7 | Ad 590 Ground beef 6 2747 + + + +/+
45| Escherichia coli | 0157:H7 | Ad 591 Ground beef 5 2.682 + + + +/+
46| Escherichia coli |O157:H7 | Ad 922 Sr:%”nr;d beef with 6 2764 |+ + + 4+
47| Escherichia coli | 0157 Ad525 Faeces 8 1.110 + + + +/+
48| Escherichia coli | 0157 Ad527 Clinical 5 2.767 + + + +/+
49| Escherichia coli | 0157:H- | Ad 535 / 12 2.750 + + + ++
50| Escherichia coli | 0157:H43 |Ad 517 / 9 2.754 + + + +/+
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EXCLUSIVITY

Solus E.coli 0157 (including E. coli 0157:H7) method
) BPW - 20h at 37°C
Strain Reference Origin inoculation level Conflrmatlc.)n latex kit
CFUMI | oD | Result| CT-SMAC | Chromagarots7 | (@157 withouta
purification step /

H7 after purification )
1 | Citrobacter freundii 25 Frozen raw spinach 44105 0.059 -
2 | Escherichia coli 0103:H2 Ad 1773 Cheese 6.7 10° 0.062 -
3 | Escherichia coli 0104:H21 Ad 516 Clinical origin (USA) 53100 0.061 -
4 | Escherichia coli O111:H2 Ad 513 Clinical origin (UK) 5110° 0.063 -
5 | Escherichia coli O111:H21 Ad 508 Clinical origin (USA) 3.0 10° 0.062 -
6 | Escherichia coli 0111:H8 Ad 511 Clinical origin (USA) 5.310° 0.064 -
7 | Escherichia coli 0121 Ad 1779 / 4.7105 0.061 -
8 | Escherichia coli 0127:H6 Ad 520 Clinical origin (UK) 4.710° 0.060 -
9 | Escherichia coli 0128:H2 Ad 512 Clinical origin (USA) 5.6 10° 0.065 -
10 | Escherichia coli 0128:H7 Ad 514 Clinical origin (USA) 5.6 10° 0.059 -
11 | Escherichia coli 018:K1:H7 Ad 522 Clinical origin 46105 0.062 -
12 | Escherichia coli 026 Ad 1739 Cheese 6.0 10° 0.061 -
13 | Escherichia coli 026:H11 Ad 510 Clinical origin (USA) 5.110° 0.063 -
14 | Escherichia coli 03:H2 Ad 504 Clinical origin (Chile) 42105 0.062 -
15 | Escherichia coli 044:H18 Ad 519 Clinical origin (Peru) 5.1 105 0.059 -
16 | Escherichia coli 045:H2 Ad 1778 / 3.8 100 0.059 -
17 | Escherichia coli 055:H6 Ad 521 Clinical origin (USA) 5.6 105 0.061 -
18 | Escherichia coli 055:H7 Ad 518 EE';QI';' origin (Sri 5.1108 0.060 | -
19 | Escherichia coli | 06:H10 agso7 | Glinical origin 56105 | 0059 | -

(Sweden)
20 | Escherichia coli 06:H6 Ad 506 Human 3.910° 0.062 -
L ATCC
21 | Escherichia coli O78:H11 35401 3.710° 0.060 -
— von. ATCC

22 | Escherichia coli 078:K80:H12 43896 Human 5.6 10° 0.063 -
23 |Escherichiacoli ~ |O86:H43 | Ad 509 é?;?ﬁ;ﬁ:‘%'g " 49105 | 0.061| -
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EXCLUSIVITY

Solus E.coli 0157 (including E. coli 0157:H7) method
I | ovel BPW - 20h at 37°C
noculation leve " :
Strain Reference Origin Cor(1)f|1rr5n7at|c?tnhlate:x kit
CFU/m 0D. | Result | CT-SMAC | Chromagarotsy | (0157 withouta
purification step /
H7 after purification )
24 |Escherichiacoli | 092H33  |Ads03 | Clinical origin 53105 | 0.083| -
(Mexico)
25 | Escherichia vulneris 127 Raw milk 6.4 100 0.057 -
26 | Hafnia alvei 88 Bakery 6.2 10° 0.061 -
2.010° 2.967 i - (sorbitol +) - /
27 | Salmonella Landau Ad499 Food product e 2735 ; St - ]
28 | Salmonella Typhimurium | Ad 2226 Pork meat 3.7 108 0.059
4.110° 2.947 - - /
29 | Salmonella Urbana Ad501 Food product "
4 No growth
30 | Salmonella Enteritidis Ad 638 Egg product 3.210 0060 | - | | |
*: strain tested using the inclusivity study protocol (incubation mTSB Novobiocin (20mg/L) 16h at 41.5°C)
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Appendix 7 — Results obtained by the Expert Laboratory

Laboratory N (ADRIA)
Aerobic mesophilic flora: 9.0 103/g

Reference method: 1ISO 16654*

Alternative method: Solus E.coli 0157 ELISA

Sa,;lnple CT- | Colorex Indol Latex test | Final oD Test CT- | Colorex | Latextest | Final | Agreement
SMAC | 0157 (O157/H7) | result | result | SMAC | 0157 (0157) result
N5 / / - 0.073 - / - NA
N9 / / - 0.055 - / - NA
N10 / / - | 0.057 - / - NA
N14 / / - 0.054 - / - NA
N18 / / - 0.069 - / - NA
N20 + - - - 0.058 - / - NA
N23 / / - 0.056 - / - NA
N24 / / - 0.059 - / - NA
N1 + ¥ * + + | 2421 ¥ PA
N4 * + + + + | 2492 ¥ PA
N7 + + + + + ] 0.056 - / ) ND
N11 + + + + + 0.069 i / ) ND
N12 * + + + + 2371 + + ¥ ¥ ¥ PA
N16 / - 2.386 + + + + + PD
N19 + + + + + 2.420 + + + + + PA
N21 + + + + + 12366 + + + + & PA
N2 + + + + + 2.597 + + + + + PA
N3 + + + + + 2.538 + + + + + PA
N6 + + + + + 2.327 + + + + + PA
N8 + + + + + 2.214 + + + + + PA
N13 + + + + + 2.449 + + + + + PA
N15 + + + + + 2.198 + + + + + PA
N17 + + + + + 2.223 + + + + + PA
N22 + + + + + 2.326 + + + + + PA

* Analyses performed according to the COFRAC accreditation
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Laboratory
Aerobic mesophilic flora: 1.2 105/g

Solus Scientific Solutions Ltd

Appendix 8 — Results obtained by each Collaborator

A

. Reference method: ISO 16654 Alternative method: Solus E.coli 0157 ELISA
Sa,r\lnple CT- | Colorex Indol Latex test | Final oD Test CT- Colorex | Latextest | Final | Agreement
SMA 0157 (O157/H7) | result | result | SMAC | 0157 (0157) | result
A5 / / - 0.124 - - / - NA
A9 + + + + + 0.008 - - / - ND
A10 / / - 0.007 + + - - NA
A14 / / - 0.015 - - / - NA
A18 + + + + + 0.009 - - / - ND
A20 / / - 0.016 - - / - NA
A23 / / - 0.016 - - / - NA
A24 / / - 0.013 - - / - NA
A1 + + + + + 2.959 + + + + + PA
A4 + + + + + 2.959 + + + + + PA
A7 + + + + + 2.956 + + + + + PA
A11 / / - 2.917 + + + + + PD
A12 + + + + + | 2754 | + + + + + PA
A16 + + + + + 2.668 + + + + + PA
A19 + + + + + 2.307 + + + + + PA
A21 + + + + + 0.017 - - / - ND
A2 + + + + + 2.959 + + + + + PA
A3 + + + + + 2.959 + + + + + PA
A6 + + + + + 2.887 + + + + + PA
A8 + + + + + 2.959 + + + + + PA
A13 + + + + + 2.829 + + + + + PA
A15 + + + + + 2.906 + + + + + PA
A17 + + + + + 2.682 + + + + + PA
A22 + + + + + | 2859 | + + + + + PA
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Laboratory
Aerobic mesophilic flora: 3.1 10%/g

Solus Scientific Solutions Ltd

. Reference method: ISO 16654 Alternative method: Solus E.coli 0157 ELISA
Sa,r\lnple CT- | Colorex Indol Latex test | Final oD. Test CT- | Colorex | Latextest | Final | Agreement
SMAC | 0157 (O157/H7) | result result | SMAC | 0157 (0157) | result
B5 / / 0.082 - / - NA
B9 / / -0.000 - / - NA
B10 / / 0.005 - / - NA
B14 / / 0.006 - / - NA
B18 / / 0.001 - / - NA
B20 / / 0.016 - / - NA
B23 / / 0.033 - / - NA
B24 / / 0.089 - / - NA
B1 + + + + + 1.435 + + + + + PA
B4 + + + + + 2.038 + + + + + PA
B7 / / - 1.639 + + + + + PD
B11 + + + + + 1.978 + + + + + PA
B12 + + + + + 1.751 + + + + + PA
B16 + + + + + 1.877 + + + + + PA
B19 + + + + + 1.878 + + + + + PA
B21 / / 1.511 + + + + + PD
B2 + + + + + 1.923 + + + + + PA
B3 + + + + + 2.169 + + + + + PA
B6 + + + + + 1.663 + + + + + PA
B8 + + + + + 1.532 + + + + + PA
B13 + + + + + 1.929 + + + + + PA
B15 + + + + + 1.640 + + + + + PA
B17 + + + + + 1.805 + + + + + PA
B22 + + + + + 1.765 + + + + + PA
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Laboratory
Aerobic mesophilic flora: 1.5 104/g

c

Solus Scientific Solutions Ltd

. Reference method: ISO 16654 Alternative method: Solus E.coli 0157 ELISA
Sa,r\lnple CT- | Colorex Indol Latex test | Final oD. Test | CT- | Colorex | Latextest | Final | Agreement
SMAC | 0157 (O157/H7) | result result | SMAC | 0157 (0157) | result
C5 / / 0.010 - - / NA
C9 / / 0.395 + - / PPNA
C10 + + + + 0.013 - - / ND
C14 / / 0.020 - - / NA
C18 / / 0.019 - - / NA
C20 + + + + 0.029 - - / ND
Cc23 / / 0.012 - - / NA
C24 + + + + 0.012 - - / ND
C1 + + + + + 2.958 + + + + + PA
c4 + + + + + 10004 | - - / ND
Cc7 + + + + + 2.958 + + + + PA
Cc11 + + + + + 2.958 + + + + PA
c12 + + + + + 0012 - - / ND
C16 + + + + + 2.720 + + + + + PA
Cc19 + + + + + 2.721 + + - + + PA
c21 + + + + + 2.958 + + + + + PA
C2 + + + + + 2.958 + + + + + PA
C3 + + + + + 2.958 + + + + + PA
Cc6 + + + + + 2.958 + + + + + PA
C8 + + + + + 2.846 + + + + + PA
Cc13 + + + + + 2.958 + + + + + PA
C15 + + + + + 2.910 + + + + + PA
Cc17 + + + + + 2.958 + + + + + PA
C22 + + + + + 2.904 + + + + + PA
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Laboratory D
Aerobic mesophilic flora: not provided
. Reference method: I1SO 16654 Alternative method: Solus E.coli 0157 ELISA
Sa,r\:wple CT- | Colorex Indol Latex test | Final oD. Test CT- | Colorex | Latextest | Final | Agreement
SMAC | 0157 (O157/H7) | result result | SMAC | 0157 (0157) | result
D5 / / 0.002 - - / NA
D9 / / 0.008 - - / NA
D10 / / 0.019 - - / NA
D14 / / 0.014 - + - - NA
D18 / / 0.005 - - / NA
D20 / / 0.011 - - / NA
D23 / / 0.003 - - / NA
D24 / / 0.008 - - / NA
D1 + + + + + 2.939 + + - + + PA
D4 + + + + + 2.952 + + + + + PA
D7 + + + + + 2.952 + + + + + PA
D11 + + + + + 2.720 + + + + + PA
D12 + + + + + 2.952 + + + + + PA
D16 + + + + + 2.952 + + + + + PA
D19 + + + + + 2.853 + + + + + PA
D21 / / 2.741 + + + + + PD
D2 + + + + + 2.952 + + + + + PA
D3 + + + + + 2.952 + + + + + PA
D6 + + + + + 2.952 + + + + + PA
D8 + + + + + 2.952 + + + + + PA
D13 + + + + + 2.952 + + + + + PA
D15 + + + + + 2.930 + + + + + PA
D17 + + + + + 2.952 + + + + + PA
D22 + + + + + 2.952 + + + + + PA
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Laboratory
Aerobic mesophilic flora: 4.4 10%/g

E

Solus Scientific Solutions Ltd

. Reference method: ISO 16654 Alternative method: Solus E.coli 0157 ELISA
Sa,r\lnple CT- | Colorex Indol Latex test | Final oD. Test CT- | Colorex | Latextest | Final | Agreement
SMAC | 0157 (O157/H7) | result result | SMAC | 0157 (0157) | result
E5 / / 0.016 - - / NA
E9 / / 0.018 - - / NA
E10 / / 0.011 - - / NA
E14 / / 0.015 - + - - NA
E18 / / 0.014 - - / NA
E20 / / 0.008 - - / NA
E23 / / 0.013 - - / NA
E24 / / 0.011 - - / NA
E1 + + + + + 2.843 + + - + + PA
E4 + + + + + 3.000 + + + + + PA
E7 + + + + + 3.000 + + + + + PA
E11 + + + + + 3.000 + + + + + PA
E12 + + + + + 3.000 + + + + + PA
E16 + + + + + 2.994 + + + + + PA
E19 + + + + + 3.000 + + + + + PA
E21 2.788 + + + + + PD
E2 + + + + + 3.000 + + + + + PA
E3 + + + + + 3.000 + + + + + PA
E6 + + + + + 3.000 + + + + + PA
ES + + + + + 3.000 + + + + + PA
E13 + + + + + 3.000 + + + + + PA
E15 + + + + + 3.000 + + + + + PA
E17 + + + + + 3.000 + + + + + PA
E22 + + + + + 3.000 + + + + + PA
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Laboratory
Aerobic mesophilic flora: 9.4 10%/g

F

Solus Scientific Solutions Ltd

. Reference method: ISO 16654 Alternative method: Solus E.coli 0157 ELISA
Sa,r\lnple CT- | Colorex Indol Latex test | Final oD. Test CT- | Colorex | Latextest | Final | Agreement
SMAC | 0157 (O157/H7) | result result | SMAC | 0157 (0157) | result
F5 / / 0.066 - - / NA
F9 / / 0.070 - - / NA
F10 / / 0.018 - - / NA
F14 / / 0.080 - - / NA
F18 / / 0.029 - - / NA
F20 / / 0.295 + - / PPNA
F23 / / 0.051 - - / NA
F24 / / 0.091 - - / NA
F1 + + + + + 2.954 + + + + + PA
F4 + + + + + 1.928 + + + + + PA
F7 + + + + + 2.601 + + + + + PA
F11 + + + + + 0.215 + + + + + PA
F12 + + + + + 2.211 + + + + + PA
F16 + + + + + 1.663 + + + + + PA
F19 + + + + + 0.489 + + + + + PA
F21 / / 0.074 - - / NA
F2 + + + + + 2.535 + + + + + PA
F3 + + + + + 1.383 + + + + + PA
F6 + + + + + 2.385 + + + + + PA
F8 + + + + + 2.382 + + + + + PA
F13 + + + + + 2.109 + + + + + PA
F15 + + + + + 2.244 + + + + + PA
F17 + + + + + 2.050 + + + + + PA
F22 + + + + + 2.107 + + + + + PA
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Laboratory
Aerobic mesophilic flora: 1.9 10%/g

G

Solus Scientific Solutions Ltd

. Reference method: ISO 16654 Alternative method: Solus E.coli 0157 ELISA
Sa,r\lnple CT- | Colorex Indol Latex test | Final oD. Test CT- | Colorex | Latextest | Final | Agreement
SMAC | 0157 (O157/H7) | result result | SMAC 0157 (0157) | result
G5 / / 0.022 - - / NA
G9 / / 0.024 - - / NA
G10 / / 0.013 - - / NA
G14 / / 0.020 - - / NA
G18 / / 0.049 - - / NA
G20 + + + + + 0.032 - - / ND
G23 / / 0.009 - - / NA
G24 / / 0.018 - - / NA
G1 + + + + + 2.893 + + + + + PA
G4 + + + + + 0.013 - - / ND
G7 + + + + + 2.581 + + + + + PA
G11 + + 2.536 + + + + + PD
G12 + + + + + 2.383 + + + + o PA
G16 + + + + + 0.019 - - / ND
G19 + + + + + 2.875 + + + + + PA
G21 + + + + + 2.862 + + + + + PA
G2 + + + + + 2.737 + + + + + PA
G3 + + + + + 2.929 + + + + + PA
G6 + + + + + 2.929 + + + + + PA
G8 + + + + + 1.889 + + + + + PA
G13 + + + + + 2.929 + + + + + PA
G15 + + + + + 2.891 + + + + + PA
G17 + + + + + 2.154 + + + + + PA
G22 + + + + + 2.918 + + + + + PA
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Laboratory
Aerobic mesophilic flora: 2.6 10%/g

H

Solus Scientific Solutions Ltd

. Reference method: ISO 16654 Alternative method: Solus E.coli 0157 ELISA
Sa,r\lnple CT- | Colorex Indol Latex test | Final oD. Test CT- | Colorex | Latextest | Final | Agreement
SMAC | 0157 (O157/H7) | result result | SMAC | 0157 (0157) | result
H5 / / 0.006 - / - NA
H9 / / 0.229 + - / - PPNA
H10 / / 0.002 - / - NA
H14 / / -0.012 - / - NA
H18 / / 0.002 - / - NA
H20 / / 0.001 - / - NA
H23 / / 0.029 - / - NA
H24 / / 0.016 - / - NA
H1 / / -0.025 - / - NA
H4 + + + + + 2.789 + + + + + PA
H7 + + + + + 2.915 + + + + + PA
H11 + + + + + -0.008 - / - ND
H12 + + + + + 2.915 + + + + + PA
H16 + + + + + 2.915 + + + + + PA
H19 + + + + + 2.756 + + + + + PA
H21 + + + + + 2.915 + + + + + PA
H2 + + + + + 2.915 + + + + + PA
H3 + + + + + 2.893 + + + + + PA
H6 + + + + + 2.729 + + + + + PA
HS8 + + + + + 2.849 + + + + + PA
H13 + + + + + 2.908 + + + + + PA
H15 + + + + + 2.915 + + + + + PA
H17 + + + + + 2.731 + + + + + PA
H22 + + + + + 2.915 + + + + + PA
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Laboratoy  J
Aerobic mesophilic flora: 5.2 104/g
. Reference method: ISO 16654 Alternative method: Solus E.coli 0157 ELISA
Sa,r\lnple CT- | Colorex Indol Latex test | Final oD. Test | CT- | Colorex | Latextest | Final | Agreement
SMAC | 0157 (O157/H7) | result result | SMAC | 0157 (0157) | result
J5 + + 0.024 - - - / ND
J9 + + 0.017 - - - / ND
J10 + + 0.153 - - - / ND
a4 |« + + N N IR : / PPND
J18 0.031 - - - / ND
J20 0.046 - - - / ND
23 | + + I P IR : / PPND
J24 + + + + 0.038 - - - / ND
J1 + + + + + 1.921 + + + + + PA
J4 + + + + + 1.701 + + + + + PA
J7 + + + + + 2.201 + + + + + PA
J11 + + + + + 1.814 + + + + + PA
J12 + + + + 0.030 - - - / ND
J16 + + + + + 1.955 + + + + + PA
J19 + + + + + 11860 | + + + + + PA
J21 + + + + + ] 1508 | + + + + + PA
J2 + + + + + 1.741 + + + + + PA
J3 + + + + + 1.610 + + + + + PA
J6 + + + + + 2.945 + + + + + PA
J8 + + + + + 2.146 + + + + + PA
J13 + + + + + 1.523 + + + + + PA
J15 + + + + + 2.078 + + + + + PA
J17 + + + + + 1.886 + + + + + PA
J22 + + + + + | 2945 | + + + + + PA
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Laboratory
Aerobic mesophilic flora: 2.5 104/g

K

Solus Scientific Solutions Ltd

. Reference method: ISO 16654 Alternative method: Solus E.coli 0157 ELISA
Sa,r\lnple CT- | Colorex Indol Latex test | Final oD. Test | CT- | Colorex | Latextest | Final | Agreement
SMAC | 0157 (O157/H7) | result result | SMAC | 0157 (0157) | result
K5 / / 0.041 - - / NA
K9 / / 0.022 - - / NA
K10 / / 0.092 - - / NA
K14 / / 0.121 - - / NA
K18 / / 0.055 - - / NA
K20 / / 0.044 - - / NA
K23 / / 0.033 - - / NA
K24 / / 0.041 - - / NA
K1 + + + + + 3.099 + + + + + PA
K4 + + + + + 2.310 + + + + + PA
K7 + + + + + 3.006 + + + + + PA
K11 + + + + + 3.219 + + + + + PA
K12 + + + + + 2.807 + + + + + PA
K16 + + + + + 3.064 + + + + + PA
K19 / / 0783 |+ | s | s + + PD
K21 + + + + + 3.247 + + + + + PA
K2 + + + + + 3.083 + + + + + PA
K3 + + + + + 3.521 + + + + + PA
K6 + + + + + 3.123 + + + + + PA
K8 + + + + + 3.935 + + + + + PA
K13 + + + + + 3.495 + + + + + PA
K15 + + + + + 2.665 + + + + + PA
K17 + + + + + 3.438 + + + + + PA
K22 + + + + + 2.827 + + + + + PA
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Laboratory L
Aerobic mesophilic flora: 2.3 105/g
. Reference method: ISO 16654 Alternative method: Solus E.coli 0157 ELISA
Sa,r\lnple CT- | Colorex Indol Latex test | Final oD. Test CT- | Colorex | Latextest | Final | Agreement
SMAC | 0157 (O157/H7) | result result | SMAC | 0157 (0157) | result
L5 + + + + 0.092 - - / ND
L9 / / 0.149 - - / NA
L10 / / 0.097 - + - - NA
L14 + + + 0.201 + - / PPND
L18 + + + 0.074 - - / ND
L20 / / 0.157 - - / NA
L23 + + 0.084 - + NA
L24 + + + + 0.257 + - ND
L1 / / 2.957 + PD
L4 + + + + 2.832 + PA
L7 + + + + 0.104 - - - ND
L11 / / 0.052 - - / NA
L12 + + + + + 2.328 + + + + + PA
L16 + + + + + 0.070 - - / ND
L19 + + + + 1.516 + + + + + PA
L21 + + + + + 0.152 - - / ND
L2 + + + + + 2773 + + + + + PA
L3 + + + + + 2.894 + + + + + PA
L6 + + + + + 2.939 + + + + + PA
L8 + + + + + 2.910 + + + + + PA
L13 + + + + + 2434 + + + + + PA
L15 + + + + + 2.602 + + + + + PA
L17 + + + + + 2.607 + + + + + PA
L22 + + + + + 2.781 + + + + + PA
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Laboratory
Aerobic mesophilic flora: 2.2 104/g

Solus Scientific Solutions Ltd

. Reference method: ISO 16654 Alternative method: Solus E.coli 0157 ELISA
Sa,r\lnple CT- | Colorex Indol Latex test | Final oD. Test CT- | Colorex | Latextest | Final | Agreement
SMAC | 0157 (O157/H7) | result result | SMAC 0157 (0157) | result
M5 / / 0.013 - - / NA
M9 / / 0.012 - - / NA
M10 / / 0.014 - - / NA
M14 / / 0.026 - - / NA
M18 / / 0.011 - - / NA
M20 / / 0.012 - - / NA
M23 / / 0.018 - - / NA
M24 / / 0.010 - - / NA
M1 / / 3.000 + + + + + PD
M4 + + + + + 3.000 + + + + + PA
M7 + + + + + 2.918 + + + + + PA
M11 + + + + + 0.013 - - + ND
M12 / / 3.000 + + + + i PD
M16 + + + + + 1.866 + + + + + PA
M19 + + + + + 2.858 + + + + + PA
M21 + + + + + 3.000 + + + + + PA
M2 + + + + + 3.000 + + + + + PA
M3 + + + + + 3.000 + + + + + PA
M6 + + + + + 3.000 + + + + + PA
M8 + + + + + 3.000 + + + + + PA
M13 + + + + + 3.000 + + + + + PA
M15 + + + + + 3.000 + + + + + PA
M17 + + + + + 3.000 + + + + + PA
M22 + + + + + 3.000 + + + + + PA
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Appendix 9 — Specificity and sensitivity

Reference method positive results

Contamination level
Laboratory LO L1 L2
Obtained | Samples number | Obtained | Samples number | Obtained | Samples number
A 2 8 7 8 8 8
B 0 8 6 8 8 8
c 3 8 8 8 8 8
D 0 8 7 8 8 8
E 0 8 7 8 8 8
F 0 8 7 8 8 8
G 1 8 7 8 8 8
H 0 8 7 8 8 8
K 0 8 7 8 8 8
M 0 8 6 8 8 8
Total 6 80 69 80 80 80

. Aternative method positiveresults

Contamination level
Laboratory LO L1 L2
Obtained | Samples number | Obtained | Samples number | Obtained | Samples number
A 0 8 7 8 8 8
B 0 8 8 8 8 8
C 0 8 6 8 8 8
D 0 8 8 8 8 8
E 0 8 8 8 8 8
F 0 8 7 8 8 8
G 0 8 6 8 8 8
H 0 8 6 8 8 8
K 0 8 8 8 8 8
M 0 8 7 8 8 8
Total 0 80 7 80 80 80
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Appendix 10 — Paired results of the alternative and reference methods

for each level

L0 Reference method Total
Alternative method + -
+ 0 0 0
6 74 80
Total 6 74 80
AC= 92.5
L1 Reference method Total
Alternative method + -
+ 62 9 71
7 2 9
Total 69 1 80
AC= 80.0
L2 Reference method Total
Alternative method + -
+ 80 0 80
0 0 0
Total 80 0 80
AC= 100.0
L1+L2 Reference method Total
Alternative method + -
+ 142 9 151
7 2 9
Total 149 11 160
AC= 90.0
LO+L1+L2 Reference method Total
Alternative method + -
+ 142 9 151
13 76 89
Total 155 85 240
AC= 90.8
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Appendix 11 — Accordance

Reference method

Solus Scientific Solutions Ltd

Level LO
Labs Positive resylts Positive r§§ults Positive pgirs Negative re;ults Negative (gsults Negative.pairs Idgntical resg!ts
number obtained probability probability number obtained probability probability pairs probability
A 2 0.25 0.0625 6 0.75 0.5625 0.625
B 0 0 0 8 1 1 1
c 3 0.375 0.140625 5 0.625 0.390625 0.53125
D 0 0 0 8 1 1 1
E 0 0 0 8 1 1 1
F 0 0 0 8 1 1 1
G 1 0.125 0.015625 7 0.875 0.765625 0.78125
H 0 0 0 8 1 1 1
K 0 0 0 8 1 1 1
M 0 0 0 8 1 1 1
Average 0.89375
Accordance 89.4%
Level L1
Labs Positive resylts Positive rg;ults Positive pgirs Negative regults Negative r.elsults Negative.pairs Idgntical resg!ts
number obtained probability probability number obtained probability probability pairs probability
A 7 0.875 0.765625 1 0.125 0.015625 0.78125
B 6 0.75 0.5625 2 0.25 0.0625 0.625
C 8 1 1 0 0 0 1
D 7 0.875 0.765625 1 0.125 0.015625 0.78125
E 7 0.875 0.765625 1 0.125 0.015625 0.78125
F 7 0.875 0.765625 1 0.125 0.015625 0.78125
G 7 0.875 0.765625 1 0.125 0.015625 0.78125
H 7 0.875 0.765625 1 0.125 0.015625 0.78125
K 7 0.875 0.765625 1 0.125 0.015625 0.78125
M 6 0.75 0.5625 2 0.25 0.0625 0.625
Px 69 Average 0.77
Nx 80 Accordance 77.2%
Level L2
Labs Positive resylts Positive rg;ults Positive pgirs Negative resylts Negative r'elsults Negative'pairs Idgntical resg!ts
number obtained probability probability number obtained probability probability pairs probability
A 8 1 1 0 0 0 1
B 8 1 1 0 0 0 1
C 8 1 1 0 0 0 1
D 8 1 1 0 0 0 1
E 8 1 1 0 0 0 1
F 8 1 1 0 0 0 1
G 8 1 1 0 0 0 1
H 8 1 1 0 0 0 1
K 8 1 1 0 0 0 1
M 8 1 1 0 0 0 1
Average 1
Accordance 100%
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Alternative method

Level LO
Labs Positive resglts Positive rg;ults Positive pgirs Negative regults Negative (gsults Negative.pairs Idgntical resg!ts
number obtained probability probability number obtained probability probability pairs probability
A 0 0 0 8 1 1 1
B 0 0 0 8 1 1 1
c 0 0 0 8 1 1 1
D 0 0 0 8 1 1 1
E 0 0 0 8 1 1 1
F 0 0 0 8 1 1 1
G 0 0 0 8 1 1 1
H 0 0 0 8 1 1 1
K 0 0 0 8 1 1 1
M 0 0 0 8 1 1 1
Average 1
Accordance 100.0%
Level L1
Labs Positive resglts Positive r§§ults Positive pgirs Negative regults Negative r'elsults Negative'pairs Idgntical resg!ts
number obtained probability probability number obtained probability probability pairs probability
A 7 0.875 0.765625 1 0.125 0.015625 0.78125
B 8 1 1 0 0 0 1
c 6 0.75 0.5625 2 0.25 0.0625 0.625
D 8 1 1 0 0 0 1
E 8 1 1 0 0 0 1
F 7 0.875 0.765625 1 0.125 0.015625 0.78125
G 6 0.75 0.5625 2 0.25 0.0625 0.625
H 6 0.75 0.5625 2 0.25 0.0625 0.625
K 8 1 1 0 0 0 1
M 7 0.875 0.765625 1 0.125 0.015625 0.78125
CPx 7 Average 0.82
Nx 80 Accordance 82.2%
Level L2
Labs Positive resglts Positive r§§ults Positive pgirs Negative regults Negative r'e'sults Negative'pairs Idgntical resg!ts
number obtained probability probability number obtained probability probability pairs probability
A 8 1 1 0 0 0 1
B 8 1 1 0 0 0 1
c 8 1 1 0 0 0 1
D 8 1 1 0 0 0 1
E 8 1 1 0 0 0 1
F 8 1 1 0 0 0 1
G 8 1 1 0 0 0 1
H 8 1 1 0 0 0 1
K 8 1 1 0 0 0 1
M 8 1 1 0 0 0 1
Average 1
Accordance 100%
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Appendix 12 — Concordance

Reference method

Level LO
Laboratories number
Number of negative results per laboratory: 8

10

Inter-laboratories pairs | Total inter-laboratories

Laboratory | Number of negative results with the same result pairs number
A 6 416 576
B 8 528 576
C 5 354 576
D 8 528 576
E 8 528 576
F 8 528 576
G 7 474 576
H 8 528 576
K 8 528 576
M 8 528 576
Total 4940 5760
Concordance 85.8%

Total + 6

Total - 74

Level L1

Laboratories number 10

Number of positive results per laboratory; 8

Laboratory Number of positive results "wiatrhl?hb: rsae‘tr?]rIeEfe[s)ﬁi{S Total;gitresr Aitr;?g:trones
A 7 444 576
B 6 396 576
C 8 488 576
D 7 444 576
E 7 444 576
F 7 444 576
G 7 444 576
H 7 444 576
K 7 444 576
M 6 396 576
Total 4 388 5760
Concordance 76.2%

Total + 69

Total - 11

Level L2

Laboratories number 10

Number of positive results per laboratory; 8

Laboratory Number of positive results Irwietrhl?hb: rsztrc;]réefegs)ﬁitrs TotaIF;git fsr r:ité?ggtrones
A 8 576 576
B 8 576 576
c 8 576 576
D 8 576 576
E 8 576 576
F 8 576 576
G 8 576 576
H 8 576 576
K 8 576 576
M 8 576 576
Total 5760 5760
Concordance 100.0%
Total + 80
Total - 0
ADRIA Développement 87/88 October 28, 2015

Summary Report (Version 0)
Solus E. coli 0157 ELISA



Alternative method

Solus Scientific Solutions Ltd

Level LO
Laboratories number
Number of negative results per laboratory: 8

10

Laboratory | Number of negative results Ir::/‘iatw?hbgrsztr%rzleersegi:trs Totaggitrzrr:it;?ggtrorles
A 8 576 576
B 8 576 576
C 8 576 576
D 8 576 576
E 8 576 576
F 8 576 576
G 8 576 576
H 8 576 576
K 8 576 576
M 8 576 576
Total 5760 5760
Concordance 100.0%

Total + 0

Total - 80

Level L1

Laboratories number 10

Number of positive results per laboratory: 8

L i Inter-laboratories pairs | Total inter-laboratories
aboratory Number of positive results ; :
with the same result pairs number
A 7 456 576
B 8 504 576
C 6 404 576
D 8 504 576
E 8 504 576
F 7 456 576
G 6 404 576
H 6 404 576
K 8 504 576
M 7 456 576
Total 4 596 5760
Concordance 79.8%
Total + 71
Total - 9
Level L2
Laboratories number 10

Number of positive results per laboratory; 8

Laboratory Number of positive results Intgr-laboratories pairs | Total inﬁer—laboratories
with the same result pairs number

A 8 576 576

B 8 576 576

Cc 8 576 576

D 8 576 576

E 8 576 576

F 8 576 576

G 8 576 576

H 8 576 576

K 8 576 576

M 8 576 576

Total 5760 5760

Concordance 100.0%
Total + 80
Total - 0
ADRIA Développement 88/88 October 28, 2015

Summary Report (Version 0)
Solus E. coli 0157 ELISA



