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1

Introduction

ThIS prOJect a MicroVal renewal study based on ISO 16140-2 :2016 and%he

according to the statistical guidelines outlined in the ISO 16140-2:2016 to dermine
if the acceptance criteria was met. An additional alternative confirmation method
for E. coli O157:H7 was also added to the scope. Necessary supplemental testing
was conducted following a sensitivity outline for the categories that are already
claimed following ISO 16140-6: 2019.

Below is a summary of the different enrichment protocols used for analysis by the
alternative method.

1.1. Twenty-five (25) gram samples were enriched with 225 mL of mMEHEC® broth

(1:10 sample/media ratio), 375 g samples were enriched with 1,500 mL of
mMEHEC® broth (1:5 sample/media ratio), environmental sponges were
enriched in 100 mL of mEHEC® broth, and environmental swabs were
enriched with 10 mL of mMEHEC® broth. The mEHEC® broth was prewarmed
to 41.5 + 1°C before use. Test portions were incubated at 41.5 + 1°C for 8 -

14 h.

1.1.1. All test portions were evaluated after both the minimum enrichment time
and the maximum enrichment time points.

a. Following enrichment (10 and 14 hour time points), an alternative
confirmation protocol, a direct streak from the primary enrichment, was
conducted onto 3 different agars: CHROMagar O157 (CHROMagar),
CT-SMAC (Remel), and EC 0157:H7 ChromoSelect Agar (Sigma). The
3 plates were incubated according to their package insert(s) and typical
colonies were examined.

1.1.2. Typical E. coli O157:H7 colonies were confirmed as needed using
Abraxis E. coli 0157:H7 or OXOID E. coli O157:H7 latex agglutination
kits. Typical E. coli O157:H7 colonies for the 3 different agars are listed

below.

a. CHROMagar 0157 (CHROMagar) produces characteristic mauve color

colonies after incubation.
b. CT-SMAC (Remel) produces characteristic colorless colonies after

incubation.
c. EC O157:H7 ChromoSelect Agar (Sigma) produces characteristic dark

purple to magenta colonies.

Reference method: The reference method used in the original validation was: ISO
16654:2001. For the current validation, all work will be conducted using ISO
16654:2001.

Scope of the original validation study is: Select foods and environmental samples.



Samples were prepared in accordance with ISO 6887 parts 1-5.
Categories included:
(Original Categories) validated according to ISO 16140:2 (2003)

- Raw beef meats (25 g and 375 Q)

- Fruits and vegetables (25 g)

- Dairy products (25 g)

- Environmental samples (25 g and surface sampling)

Criteria evaluated during the study:

Method Comparison Study (MCS)
Reanalyzed according to revised standard, ISO 16140-2:2016
e Sensitivity study: ISO 16140-2:2016 (alternative confirmation
supplmentary testing conducted following a sensitivity outline)
e Relative level of detection (RLOD) study: Inclusivity and exclusivity
study (alternative confirmation according to ISO 16140:6:2019)

Interlaboratory Study (ILS)
Reanalyzed according to revised standard, ISO 16140-2:2016
e Specificity
e Sensitivity
e Relative trueness
e False positive ratio

2 Method protocols

The Method Comparison Study for the original validation (MicroVal 2015LR49) was
carried out using 25 gram test portions of sample material for all food matrices for raw
beef meats, dairy products, and fruits and vegetables. In addition, 375 gram test
portions were also carried out for the raw beef meats. For environmental samples,
testing was conducted using environmental sponges/swabs or 25 g test portions.
Data from these studies was reanalyzed statistically to ensure acceptance criteria for
the updated-1SO 16140-2:2016 were met.

An alternative protocol for the confirmation of the positive Assurance® GDS for E. coli
0157:H7 Tq (GDS EHEC) samples was also evaluated in order to meet the new
requirements for an alternative confirmation method as per ISO 16140-Part 6 (2019).
An additional 70 inoculated representative food items (alternative enrichment only, no
PCR analysis) were evaluated following 1ISO 16140-2:2016. All test portions were
evaluated after 10 and 14 hours of incubation by a direct streak from the primary
enrichment onto the 3 different agars: CHROMagar 0157 (CHROMagar), CT-SMAC
(Remel), and EC 0O157:H7 ChromoSelect Agar (Sigma). The three plate types were
incubated according to their package inserts and typical E. coli O157:H7 colonies



were observed. Abraxis E. coli O157:H7 and OXOID E. coli O157:H7 latex
agglutination kits were used to confirm the typical E. coli O157 colonies observed.

2.1 Reference method

See the flow diagram in Annex A.

Sample preparations used in the reference method was done according to ISO
16654:2001 for the food types. Confirmations were performed for all samples
according to ISO 16654:2001.

2.2 Alternative method
See the flow diagram of the alternative method in Annex B.

The GDS EHEC is an automated nucleic acid amplification system for the detection
of EHEC in foods and environmental samples. Sample preparations used in the
alternative method were done according to the kit insert. Confirmations were
performed for all samples according to ISO 16654:2001.

In a supplemental study the alternative confirmation method (a direct streak) will be
conducted from the primary enrichment onto the 3 different chromogenic agars:
CHROMagar 0157 (CHROMagar), CT-SMAC (Remel), and EC O157:H7
ChromoSelect Agar (Sigma). The 3 plates were incubated according to their package
insert(s) and typical colonies will be examined.Typical E. coli O157:H7 colonies were
confirmed as needed using Abraxis E. coli O157:H7 or OXOID E. coli 0157:H7 latex
agglutination kits

2.3 Study design

For all test portions, there was no shared initial (pre)-enrichment step for the reference
and the alternative method. Different test portions coming from the same batch of product
(Item) were used for the two methods. All resulting data was treated as unpaired data
(EN-1SO 16140-2:2016).

3 Method comparison study
3.1 Sensitivity Study

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



3.1.1 Categories and sample types

The study design of the original validation (MicroVal 2015LR49) for the three categories
plus environmentals were analyzed to meet the updated requirements of ISO 16140-
2:2016. Data from the original valdiation was reanalyzed following the new statistical

parameters.

The categories, the types, item examples, and the number of samples analyzed from the
original validation (performed by ADRIA Développement, Expert Lab) are presented in

Table 1.

Table 1. List of Categories, Types, and Examples of Items Tested within the
Original Validation Study (obtained from original report by ADRIA Développement,

Expert Lab)!

# of Samples

Category Type Items (Examples) Analyzed
Fresh beef meats Fresh ground beef, fresh beef tips, fresh beef cuts 23
Raw beef meats Frozen then thawed .
(25 g) beef Frozen thawed beef trim and ground beef 20
Meats with seasonings Carpaccios, tartars, seasoned ground beef 20
Fresh raw beef Fresh raw beef trim and ground beef 32
Raw beef meats
(3759) Frozen tgf:f thawed Frozen thawed beef trim and ground beef 31
. Raw milk products Raw milks and raw fermented milks 21
Dalr)(/Z%I’CéC)iUC'[S Pasteurized products Pasterurized cheese 20
Raw milk cheeses Raw cheese 26
Fresh ac?d frozen Fresh or frozen vegetables 23
Fruits and proauces
vegetables Fresh and frozen .
(25 g) sprouts or baby leafs Spinach fresh or frozen 21
Fresh raw, frozen fruit Fresh or frozen fruits 20
Environmental Surfaces Swabs, sponges 35
samples Process water Washing water, process water 20
(25 g or surface) Dusts Dusts, sweepings 20

MicroVval Study 2015LR49 Methods Comparison Study Report, “I1SO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli 0157:H7 in raw beef meats (with 25 g and 375 g sampling), fruits & vegetables (with 25

g sampling), dairy products (with 25 g sampling), and environmental samples (with 25 g sampling or surface)”, Revision1,
December 29, 2016. ADRIA DEVELOPPEMENT.

A total of 332 samples were analyzed in the original study (performed by ADRIA
Développement, Expert Lab). The reanalysis of the distribution of positive and negative
samples per tested category and type is given respectively in Table 2.




Table 2. Distribution Per Tested Category and Type: Reanalysis of the Original
Sensitivity Data

Category Type gg;'gl\éi ';:?na;;\ég Total
Fresh meats 11 12 23
Raw Beef Frozen and thawed meats 11 20
meats (25 g) Meats with seasonings (Carpaccios, tartars, seasoned ground beef, etc.) 10 19
Total 32 30 62
Fresh beef trim and ground beef 16 16 32
Raw beef Frozen and thawed beef trim and ground beef 17 14 31

meats (375 Q)

Total 83 30 63
Raw Milks and raw fermented milks 11 10 21
Dairy Products Pasteurized cheeses 7 8 15
Raw milk cheeses 14 12 26
Total 32 30 62
Fresh and frozen produces, deli salads 5 12 17
. Fresh and frozen sprouts, baby leaves 9 7 16
\/Fé;gfa%Tgs Fresh and frozen fruits 10 6 16
Read to eat food (non pasteurized ciders and fruit juices, deli-salads, etc.) 6 5 11
Total 30 30 60
Swabs, sponges 15 20 35
Environmental Process water 9 7 16
Samples Dusts, siphons 8 4 12
Total 32 31 63

Total All Categories 159 151 310

3.1.2 Test sample preparation

For the retained data from the original study (performed by ADRIA Développement,
Expert Lab), 1.3% (2 total samples) of the samples were naturally contaminated and

98.7% for the samples were artificially contaminated. In total 189 samples were artificially
contaminated, using 56 different strains. A total of 156 samples gave a positive result.
Strains used to inoculate items were used on a maximum of 6 different items. A total of
134 samples were inoculated at a level equal or below 5 CFU/sample. A total of 22
samples were inoculated at a level between 5.2 and 7.4 CFU/sample.

Artificial contaminations were done by seeding or spiking protocols.

For the strains used to inoculate samples, the level of injury was evaluated by plating on
a non-selective agar (TSAYE) and a selective agar (CT-SMAC). As proposed, a = 0.5 log
of injured cells was obtained. Raw data and results for seeding and spiking obtained for
the sensitivity portion of testing can be found in Annex D with data obtained from the
original validation report (written by ADRIA Développement, Expert Lab).

Regardless of presumptive result, all test portions analyzed by the alternative method
were confirmed following 1SO 16654:2001 reference method after a total enrichment

time of 24 hours, beginning with an IMS step on 1 mL aliquots of sample. See Annex
A for confirmation steps of the ISO 16654:2001 reference method.




In order to improve the practicability of the method to user labs, enrichment broths for
the alternative method were stored for 72 h at 2-8 °C. All presumptive positive and
discrepant results were reanalyzed with the Assurance GDS EHEC method after the
72 h hold time. All samples were reconfirmed at 72 h following the 1ISO 16654:2001
reference method, and the alternative confirmation method. Results obtained for the
72 h hold for the original study (performed by ADRIA Développement, Expert Lab)
can be found in Annex E.

3.1.3 Confirmation protocols
ISO 16654:2001 / Traditional Confirmation

During the original study (performed by ADRIA Développement, Expert Lab) all 25 g
samples were enriched with 225 mL of mTSB + novobiocin, all 375 g samples were
enriched with 3,375 mL of mTSB + novobiocin, and the environmental sponges were
enriched with 100 mL of mTSB + novobiocin. Enrichments were incubated at 41.5 £ 1
°C for 6 and 24 hours.

Following incubation, 1 mL of enrichment was transferred into an Eppendorf tube and
IMS was performed. After performing IMS a 50 pL aliqout was plated onto CT-SMAC
and Chromagar O157 (CHROMagar). Both CT-SMAC and Chromagar O157 plates
were incubated for 24 hours at 37 £ 1°C. Following incubation plates were examined
for typical colonies and characteristic colonies were subcultured to PCA and
incubated for 24 hours at 37 £ 1°C. Final confirmation for E. coli O157:H7 was
obtained through peforming indole test and latex agglutination tests.

3.1.4 Sensitivity study results

The three categories and environmental samples of the original validation (MicroVal
2015LR50) meet the requirements of ISO 16140-2:2016 when reanalyzed. Summary of
results are presented in the tables below. Raw data and results obtained for the
sensitivity portion of testing can be found in Annex E with data obtained from the original
validation report (written by ADRIA Développement, Expert Lab).

Table 3 shows the summary of reanalyzed results of the reference method and the
alternative methods for all categories of the original study (performed by ADRIA
Développement, Expert Lab).

Table 4 shows the Interpretation of reanalyzed sample results between the reference and
alternative method (based on the confirmed alternative method) of the original study
(performed by ADRIA Développement, Expert Lab).



Table 3. Summary of Reanalyzed Sensitivity Study Results — All Categories of the
Original Study

Reference method

Result positive (R+)

Reference method
negative (R-)

Alternative method positive (A+)

Positive agreement (A+/ R+)
PA=71

Positive deviation (R-/A+)
PD =77

Alternative method negative (A-)

Negative deviation (A-/ R+).
ND =11

Negative agreement (A-/ R-)

NA =151

Table 4. Interpretation of Reanalyzed Sample Results Between the Reference and

Alternative Method (Based on the Confirmed Alternative Method) of the Original

Study

Category Type PA NA PD ND PPND | PPNA

Fresh meats 5 12 5 1 0 0

Frozen and thawed meats 6 9 5 0 0 0

Raw Beef meats Meats with seasonings

259 (carpaccios, tartars, seasoned ground beef, etc.) ! 10 3 0 0 0

Total 18 31 13 1 0 0

Fresh beef trim and ground beef 16 12 1 0 0

Raw(t;iesfg)weats Frozen and thawed beef trim and ground beef 14 6 3 0 0

Total 11 30 18 4 0 0

Raw milks and raw fermented milks 10 0 0 0

Dairy Products Pasteurized cheeses 13 0 0 0

Raw milk cheeses 10 12 3 1 0 0

Total 21 35 10 1 0 0

Fresh and frozen produces, deli salads 5 12 6 0 0 0

Fruits and Fresh and frozen sprouts, baby leaves 4 12 4 1 0 0

Vegetables Fresh, raw, frozen fruits, fresh fruit juices 3 10 6 1 0 0

Total 12 34 16 2 0 0

Swabs, sponges 2 20 11 2 0 0

Environmental Process water 4 11 5 0 0 0

Samples Dusts, siphons 2 13 4 1 0 0

Total 8 44 20 3 0 0

All Categories 70 174 77 11 0 0

3.1.5 Sensitivity study calculations

The sensitivity study parameters were calculated for all Categories and Types as
specified in Table 5, and the overview is given in Tables 6 for the reanalysis of the

categories for the original study (performed by ADRIA Développement, Expert Lab).




Table 5. Formulas to Calculate the Sensitivity Parameters

Sensitivity for the alternative method

SE

(PA+PD)

at = x100%
(PA+ ND+ PD)

Sensitivity for the reference method

SE

(PA+ ND)

ref < 100%0
(PA+ ND + PD)

Relative trueness

RT = w «100%

False positive ratio for the alternative method

(FP)

FPR = x100%
A




Table 6. Overview for the Reanalyzed Calculated Sensitivity Parameters Per Category and Type for the Categories for the

Original Study and Renewal Study

Category Type PA NA PD ND PPND PPNA | SEalt% | SEref% | RT% FPR % ND-PD L’?‘;ictegltli'xg g
Fresh Meats 5 12 5 1 0 0 90.9 54.5 73.9 0.0
Frozen and thawed meats 6 9 5 0 0 0 100.0 54.5 75.0 0.0
Raw Beef Meats with seasonings
meats (25 g) (Carpaccios, tartars, 7 10 3 0 0 0 100.0 70.0 85.0 0.0
seasoned ground beef, etc.)
Total 18 31 13 96.9 59.4 77.8 0.0 -12 3
Fresh beef rim and ground 3 16 12 0 93.8 25.0 59.4 0.0
Raw beef -
Frozen and thawed beef trim
meats (375 g) and ground beef 8 14 6 3 0 0 82.4 64.7 71.0 0.0
Total 11 30 18 4 0 0 87.9 45.5 65.1 0.0 -14 3
Raw Milks and raw
. fermented milks 8 10 3 0 0 0 100.0 727 85.7 0.0
b ij“ryt Pasteurized cheeses 3 13 4 0 0 0 100.0 42.9 80.0 0.0
roducts Raw milk cheeses 10 12 3 1 0 0 92.9 78.6 84.6 0.0
Total 21 35 10 1 0 0 96.9 68.8 83.6 0.0 -9 3
Fresh and frozen produces,
deli salads 5 12 6 0 0 0 100.0 45.5 73.9 0.0
Fresh and frozen sprouts,
Fruits and baby Ieavesp 4 12 4 1 0 0 88.9 55.6 76.2 0.0
Vegetables Fresh, raw, frozen fruits
frésh fly'uitjuices ’ 3 10 6 1 0 0 90.0 40.0 65.0 0.0
Total 12 34 16 2 0 0 93.3 46.7 71.9 0.0 -14 3
Swabs, sponges 2 20 11 2 0 0 86.7 26.7 62.9 0.0
Environmental Process water 4 11 5 0 0 0 100.0 44.4 75.0 0.0
Samples Dusts, siphons 2 13 4 1 0 0 85.7 42.9 75.0 0.0
Total 8 44 20 S 0 0 90.3 35.5 69.3 0.0 -17
All Categories 70 174 77 11 0 0 93.0 51.3 73.5 0.0 -66




3.1.6 Discordant results

The deviations that were observed during the sensitivity evaluation are listed below in
Table 7 and Table 8 for the categories of the original study (performed by ADRIA
Développement, Expert Lab).

Table 7. Discordant Results (Negative Deviations) for the Categories of the Original
Study (Table obtained from original report by ADRIA Développement, Expert Lab)?!

Confirmatory tests

Category Sample n°® RePsciJITts Inoculation (CFU/sample)
Incubation Incubation
Time Time

Beef meats (25 g) 1703 - - - Escherichia coli 0157:H7 Ad 1248 (1.8)
2748 - - - Escherichia coli 0157:H7 Ad 487(1.0)

2752 - - - Escherichia coli 0157:H7 Ad 925 (1.0)

Beef Meats (375 g) 2757 : : - Escherichia coli 0157:H7 Ad 487 (1.0)
3004 - - - Escherichia coli 0157:H7 Ad 489 (0.8)

Dairy Products 1847 - - - Escherichia coli 0157:H7 Ad 571 (1.0)
Fruits and 2454 - - - Escherichia coli 0157:H7 Ad 580 (0.6)
vegetables 2460 - - - Escherichia coli 0157:H7 Ad 557 (0.6)

. 350 - - - Escherichia coli 0157:H7 Ad 686 (2.4)
E”‘é‘;‘r’T’]‘T:S”‘a' 486 - - - Escherichia coli 0157:H7 Ad 686 (0.8)
P 496 - - - Escherichia coli 0157:H7 Ad 554 (1.4)

MicroVal Study 2015LR49 Methods Comparison Study Report, “I1SO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli 0157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 25¢g
sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,
December 29, 2016. ADRIA DEVELOPPEMENT.



Table 8. Discordant Results (Positive Deviations) for the Categories of the Original
Study (Table obtained from original report by ADRIA Développement, Expert Lab)*

Category Sample n® PCR result Confirmation (inoculation level CFU/sample)

1545 + + Naturally contaminated
1699 + + E. coli 0157:H7 Ad1248 (1.8)
1700 + + E. coli 0157:H7 Ad684 (1)
1702 + + E. coli O157:H7 Ad976 (1.8)
1706 + + E. coli 0157:H7 Ad976 (1.8)
1708 + + E. coli O157:H7 Ad687 (2.4)
Raw bfsef meats 1709 + + E. coli 0157:H7 Ad976 (L.8)
(259) 1710 + + E. coli 0157:H7 Ad1248 (1.8)
2843 + + E. coli 0157:H7 Ad922 (0.6)
2845 + + E. coli 0157:H7 Ad486 (1.8)
2846 + + E. coli 0157:H7 Ad486 (1.8)
2847 + + E. coli 0157:H7 Ad486 (1.8)
2848 + +(after IMS captivate and regrowth BHI) E. coli 0157:H7 Ad559 (1.2)
2288 + + E. coli 0157:H7 Ad1501 (1.4)
2289 + + E. coli 0157:H7 Ad975 (0.6)
2293 + + E. coli 0157:H7 Ad933 (2)
2294 + + E. coli 0157:H7 Ad1501 (1.4)
2296 + + E. coli 0157:H7 Ad933 (2)
2297 + + E. coli 0157:H7 Ad1501 (1.4)
2298 + + E. coli 0157:H7 Ad975 (0.6)
2300 + + E. coli 0157:H7 Ad1501 (1.4)
Raw beef meats 2302 + + E. coli 0157:H7 Ad933 (2)
(375 9) 2749 + + E. coli 0157:H7 Ad925 (1)
2753 + + E. coli 0157:H7 Ad924 (1.6)
2755 + + E. coli 0157:H7 Ad925 (1)
2758 + + E. coli 0157:H7 Ad925 (1)
3002 + + E. coli O157:H7 Ad488 (1.4)
3003 + + (after regrowth in BHI overnight) E. coli 0157:H7 Ad489 (0.8)
3005 + + E. coli 0157:H7 Ad489 (0.8)
3007 + + E. coli 0157:H7 Ad1071 (2.6)
3009 + + E. coli 0157:H7 Ad591 (3.4)
1586 + + E. coli 0157:H7 Ad576 (6.8)
1843 + + E. coli 0157:H7 Ad571 (1)
1845 + + after aé‘;'l‘:')lsa mghg:%¥§%fgrOMh in E. coli O157:H7 Ad579 (2)
1848 + + E. coli 0157:H7 Ad571 (1)
Dairy Products 1850 + + E. coli 0157:H7 Ad579 (2)
1851 + + E. coli 0157:H7 Ad574 (0.6)
1853 + + E. coli 0157:H7 Ad574 (0.6)
1856 + + E. coli 0157:H7 Ad579 (2)
1857 + + E. coli 0157:H7 Ad582 (0.6)
2660 + + E. coli O157:H7 Ad486 (1.4)

MicroVval Study 2015LR49 Methods Comparison Study Report, “I1SO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli O157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 25g
sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,
December 29, 2016. ADRIA DEVELOPPEMENT.



Table 8: Continued. Discordant Results (Positive Deviations) for the Categories of
the Original Study (Table obtained from original report by ADRIA Développement,
Expert Lab)!

Category Sample n® PCR result Confirmation (inoculation level CFU/sample)
2448 + + E. coli 0157:H7 Ad557
2449 + + E. coli 0157:H7 Ad577
2450 + + E. coli 0157:H7 Ad580
2452 + + E. coli 0157:H7 Ad557
2453 + + E. coli 0157:H7 Ad577
2457 + + E. coli 0157:H7 Ad577
2459 + + E. coli 0157:H7 Ad556
Fruits and 2461 + + E. coli 0157:H7 Ad577
Vegetables 2796 + + E. coli 0157:H7 Ad558
2797 + + E. coli 0157:H7 Ad572
2799 + + E. coli 0157:H7 Ad558
3405 + + E. coli 0157:H7 Ad578
3407 + + E. coli 0157:H7 Ad582
3408 + + E. coli 0157:H7 Ad578
3412 + + E. coli 0157:H7 Ad573
3419 + + E. coli 0157:H7 Ad572
352 + + E. coli 0157:H7 Ad688
353 + + E. coli 0157:H7 Ad1745
360 + + E. coli 0157:H7 Ad573
365 + pos after regg’ﬂg&lg“" plating on E. coli 0157:H7 Ad572
488 + + E. coli 0157:H7 Ad688
491 + + E. coli 0157:H7 Ad552
492 + + E. coli 0157:H7 Ad552
494 + + E. coli 0157:H7 Ad553
495 + + E. coli 0157:H7 Ad553
. 497 + + E. coli 0157:H7 Ad554
Environmental -
Samples 498 + + E. coli 0157:H7 Ad554
499 + + E. coli 0157:H7 Ad555
500 + + E. coli 0157:H7 Ad555
503 + + E. coli 0157:H7 Ad567
504 + + E. coli 0157:H7 Ad567
515 + + Naturally contaminated
os after an ims with .
602 * capti\F/)ate/pIating on CT-SMAC E. coli O157:H7 Ad552
603 + + E. coli 0157:H7 Ad553
604 + + E. coli 0157:H7 Ad685
606 + + E. coli 0157:H7 Ad553

MicroVval Study 2015LR49 Methods Comparison Study Report, “ISO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli O157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 25g
sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,
December 29, 2016. ADRIA DEVELOPPEMENT.



In the original study, the three food and environmental categories of the original
validation (MicroVal 2015LR50) meet the requirements of ISO 16140-2:2016 when
reanalyzed for both individual and combined categories.

3.1.7 Conclusion sensitivity study

The three categories plus environmentals of the original validation (MicroVal
2015LR50) meet the requirements of ISO 16140-2:2016 when reanalyzed. The
observed values for ND-PD for the individual categories and for all categories meet
the acceptability limits (observed values < AL) for the reanalysis of original study.

The reanalysis of the sensitivity study according to ISO 16140-2:2016 is given in Table 9
for the categories from the original study.

Table 9. Interpretation of the Reanalysis of the Sensitivity Study Results for the

Categories from the Original Study

Acceptance
Category Type PA NA PD ND PPND PPNA ND-PD Limit
Allowed
Fresh meats 5 12 5 1 0 0
Frozen and thawed 6 9 5 0 0 0
meats
Raw Beef Meats with seasonings
meats (25 g) (carpaccios, tartars, 7 10 3 0 0 0
seasoned ground beef,
etc.)
Total 18 31 13 1 0 0 -12 3
Fresh beef trim and 3 16 12 1
ground beef
Raw beef
Frozen and thawed beef
meats (375 g) trim and ground beef 8 14 6 3 0 0
Total 11 30 18 4 0 0 -14 3
Raw milks and_ raw 8 10 3 0 0 0
fermented milks
Dairy Pasteurized cheeses 3 13 4 0 0 0
Products Raw milk cheeses 10 12 3 1 0 0
Total 21 35 10 1 0 0 -9 8
Fresh and f_rozen 5 12 6 0 0 0
produces, deli salads
) Fresh and frozen
Fruits and sprouts, baby leaves 4 12 4 1 0 0
Vegetables Fresh, raw, frozen fruits,
L 3 10 6 1 0 0
fresh fruit juices
Total 12 34 16 2 0 0 -14 3
Swabs, sponges 2 20 11 2 0 0
Environmental Process water 4 11 5 0 0 0
Samples Dusts, siphons 13 4 1 0 0
Total 44 20 3 0 0 -17 3
All Categories 70 174 77 11 0 0 -66 5




3.1.8 Enrichment broth storage

Enrichment media, mMEHEC® broth, storage was done at 2-8 °C for 72 h for the original
study (performed by ADRIA Développement, Expert Lab). A total of three changes were
observed as summarized in Table 10. These changes were due to the confirmatory test
and not the PCR analysis. These three changes had no impact or change on the analysis
of discordant results.

Table 10. Enrichment Storage Changes Observed in the Original Study (obtained
from original report by ADRIA Développement, Expert Lab)?!

PCR Confirmation Agreement PCR Confirmation Agreement
2452 + + PD + NA
2453 + + PD + NA
365 + + PD NA

MicroVal Study 2015LR49 Methods Comparison Study Report, “I1SO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli O157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 259
sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,
December 29, 2016. ADRIA DEVELOPPEMENT.

Conclusion for the enrichment broth storage:

The changes were due to the confirmation tests for two of the samples. These changes
have no impact on the analysis. Three of the positive samples could not be confirmed
after storage of the enrichment, two of the PCR tests were positive and one was
negative.

For results obtained from the original study (performed by ADRIA Développement, Expert
Lab) The ND-PD for all individual and combined categories meets acceptability limits.

3.2 Relative level of detection study

The relative level of detection is the level of detection at P = 0.50 (LODso) of the
alternative method divided by the level of detection at P = 0.50 (LODsp) of the reference
method.

3.2.1 Categories, sample types and strains

One sample type and one relevant target micro-organism for the sample type was
chosen for each of the categories in the study. For the original study four matrix and
strain pairs, and one environmental and strain pair were evaluated as described in Table
11.



Table 11. List of Selected Types and Strains, as Tested Within the Original Study

Storage Conditions

- _
Food Types Inoculated strain Origin Before Analysis

Overnight Culture;
Raw ground beef E. coli 0157:H7 MK 41242 Ground Beef Inoculated matrix held at 2 -8°C
for 48 Hours

Overnight Culture;
Raw beef trim E. coli O157:H7 670T Ground Beef Inoculated matrix held at 2 -8°C

for 72 Hours

Overnight Culture;
Raw milk E. coli O157:H7 R33-9 Feces Inoculated matrix held at 2 -8°C
for 48 Hours

Overnight Culture;
Spinach E. coli 0157:H7 AA18-3 Feces Inoculated matrix held at 2 -8°C

for 72 Hours

Overnight Culture;
Inoculated matrix held at 2 -8°C
for 48 Hours

Slaughterhouse

Process Water E. coli O157:H7 BV777
Surface

3.2.2 Test sample preparations
Three levels of artificial contamination were prepared for each type:

- Negative control level: One uninoculated bulk in order to get 5 test portions,

- Low level: One inoculated bulk between 0.5 and 1.0 CFU/sample in order to get 25
test portions providing fractional recovery (5-15 positive results out of 20),

- High level: One inoculated bulk between 2.0 and 4.0 CFU/sample in order to get 5
test portions contaminated at a higher level.

A bulk lot of the food matrices were inoculated at each level homogenized and stored
as described in Table 11.

3.2.3 RLOD study results

The four food types and environmental of the original validation (MicroVal 2015LR50)
meet the requirements of ISO 16140-2:2016 when reanalyzed. The tabulated raw data of
the RLOD study can be found in Annex F with data obtained from the original validation
report (written by ADRIA Développement, Expert Lab).

The RLOD calculations were performed using the Excel spread sheet (version 06-07-
2015) of the international standard as described in ISO 16140-2: 2016.

The RLOD per category combined is given in Table 12 for the reanalysis of the original
study (performed by ADRIA Développement, Expert Lab)



Table 12. Presentation of RLOD before and after confirmation for the Alternative

Results for the Renewal Study

Raw Ground Beef 1.847 0.763 4.475 0.614 0.442 1.387 0.165
Raw Beef Trim 0.717 0.280 1.835 -0.333 0.470 0.708 1.521
Raw Milk 0.896 0.402 2.002 -0.109 0.402 0.272 1.215
Spinach 0.843 0.297 2.397 -0.170 0.522 0.326 1.256
Process Water 0.043 0.005 0.342 -3.149 1.038 3.033 1.998
Combined 0.693 0.468 1.025 -0.367 0.196 1.876 1.939

1.RLOD of the alternative presumptive results and the alternative confirmed results were identical

3.2.4 Calculation of the LODsg

The LODso calculations were conducted according to Wilrich and Wilrich POD-LOD

calculation, Version 9 for each method. See Table 13 and Table 14 for the reference
method and the alternative method LODso calulation for the original study (performed
by ADRIA Développement, Expert Lab).

Table 13. Presentation of LODso for the Reference Method
Results of the POD-LOD calculations
Matrix Lo SD of LODsoy = 5f0f;A: I|m|tfo; dletect|on in LODgsy = 9f5‘;An |Im|tf0/f dletectlon in
Matrix Matigrx log G @r Gt CILLGIOIRCTC/) Test statistic
no Designation effect effect matrix Detection Lower Upper Detection Lower Upper matrix effect
: 9 effect limit conf. limit | conf limit limit conf. limit | conf. limit
i Matrix; Fi fi Six d osi d osiL d osu d o.95i d o.05iL d o.9510 |Zi]
1 Ground Beef 5% fat 0.032 -3.435 0.271 0.860 0.500 1.479 3.718 2.162 6.394 0.001
2 Raw Beef Trim 0.016 -4.124 0.351 1.714 0.849 3.460 7.407 3.669 14.952 0.017
3 Raw Milk 0.030 -3.491 0.288 0.909 0.512 1.617 3.931 2.211 6.987 0.014
4 Fresh Spinach 0.036 -3.321 0.343 0.768 0.387 1.523 3.317 1.672 6.582 0.358
5 Process Water 0.001 -6.588 1.005 20.134 2.699 150.196 87.019 11.665 649.135 0.009
. 0.019 -3.948 0.147 1.437 1.071 1.928 6.210 4.628 8.334 0.427
Combined results
based on the data of matrices 1, 2, 3, 4 and 5
Table 14. Presentation of LODso for the Alternative Method
Results of the POD-LOD calculations
Matrix Lo SD of LODsoy = 50% limit of detection in LODgsy = 95% limit of detection in
Matrix 9 log cfu/g or cfu/ml cfu/g or cfu/ml Test statistic
Matirx . . . .
no Designation effect effect matrix Detection Lower Upper Detection Lower Upper conf. | matrix effect
) effect limit conf. limit | conf limit limit conf. limit limit
i Matrix; Fi fi Stx d osi d osi d o:siu d o.05i d o.0siL d 005U |Zi|
1 Ground Beef 5% fat 0.019 -3.945 0.307 1.433 0.776 2.645 6.192 3.353 11.433 0.002
2 Raw Beef Trim 0.022 -3.805 0.315 1.246 0.664 2.338 5.384 2.869 10.103 0.015
3 Raw Milk 0.034 | -3.381 0.280 0.815 0.465 1.428 3.524 2.012 6.173 0.014
4 Fresh Spinach 0.042 -3.173 0.335 0.662 0.339 1.293 2.860 1.464 5.589 0.342
5 Process Water 0.033 -3.398 0.275 0.829 0.479 1.436 3.584 2.069 6.208 0.004
Combined results 0.028 -3.569 0.133 0.983 0.754 1.283 4.250 3.257 5.546 0.386
based on the data of matrices 1, 2, 3, 4 and 5




3.2.5 Conclusion RLOD study

The RLOD values met the acceptability limit, 2.5 for unpaired test portions for all
categories reanalyzed for the original study.

3.3 Inclusivity/exclusivity study

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.

Testing from the original validation met the requirements of the current ISO 16140-2 and
no further analysis was conducted. Of the 50 E. coli 0157:H7 strains tested all showed
expected postive results. All 30 exclusivity strains tested gave the expected negative
results except one which gave a positive PCR result and negative confirmatory test. The
one exclusivity that gave a positive PCR result was E. coli O55:H7. The tabulated raw
data of the Inclusivity and Exclusivity study can be found in Annex G with data obtained
from the original validation report (written by ADRIA Développement, Expert Lab).

4 Conclusions - Method Comparison Study
Overall, the conclusions for the Method Comparison Study are:

The observed values for ND-PD for the individual categories and for all categories meet
the acceptability limits (observed values < AL) for the reanalysis of the original study.

The RLOD values meet the acceptability limit, which is 2.5 for unpaired studies, for all re-
analysis of categories tested in the original study and for the new categories tested in the
renewal study.

The alternative confirmation method utilizing 3 chromogenic agars: CHROMagar 0157
(CHROMagar), CT-SMAC (Remel), and EC O157:H7 ChromoSelect Agar (Sigma) is
selective and specific for both incubation times evaluated. No discrepant results were
seen for both time points evaluated. All inclusivity strains were accurately detected and
all exclusivity strains were accurately excluded.

5 Interlaboratory Study

Data from the Interlaboratory study (ILS) (supervised by ADRIA Développement,
Expert Lab) performed during the original validation was reanalyzed according to the
new statistical guidelines as presented in 16140-2:2016. The data still meets current
acceptance criteria. For the original ILS, a total of 10 participants submitted data. The
test matrix used was ground beef, inoculated with E. coli O157:H7 strain (ATCC
43888, isolated from human feces). Table 15 and 16 provide the data generated for
the alternative and reference method. Table 17 provides a summary of the ILS
results. The updated statistical analysis from the original ILS data is presented in
Table 18 - Table 20.



Cross-contamination was observed for Level 0 (LO) of the reference method for 7 of
the 10 retained labs. This level was dropped from review as decided with the
reviewers of the MicroVal committee as per the original 2015LR49 report (performed
by ADRIA Développement, Expert Lab).

Table 15. Positive Results (before and after confirmation) by the alternative
method (data obtained from original report by ADRIA Développement, Expert
Lab)?!

Contamination level

Collaborators LO SN L
before after before after before after
confirmation | confirmation | confirmation confirmation confirmation | confirmation

Al 0 0 8 8 8 8
A2 2 0 8 7 8 8

B 1 0 6 6 8 8
C1 0 0 8 8 8 8
Cc2 0 0 7 7 8 8

D 0 0 7 7 8 8
E1l 0 0 7 7 8 8
E2 1 0 7 7 8 8
F1 5 5 6 6 5 5

G 0 0 8 7 8 8

H 0 0 4 4 8 8

| 0 0 7 7 8 7
J1 1 0 7 7 8 8
J2 0 0 8 8 8 8

Total Po =10 CPo=5 P1=98 CP1=96 P2 =109 CP2=108

MicroVal Study 2015LR49 Methods Comparison Study Report, “I1SO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli O157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 259
sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,
December 29, 2016. ADRIA DEVELOPPEMENT.



Table 16. Positive Results by the reference method (data obtained from original
report by ADRIA Développement, Expert Lab)?

Collaborators

Contamination level

Al

L1

A2

B

C1

Cc2

Dl

El

E2

F1

G

H

N [P [O[O|IN|N (O (NP N[O (-

J1

~N O [0 (NN | |00 |00 (00|00 |0 O |00

J2

~

(e}

0o |00 (0O |00 (0O |00 (0O [0 (0O (OO |00 [CO |00 (0O

Total Po=32

P1=99

P2=112

MicroVal Study 2015LR49 Methods Comparison Study Report, “I1SO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli O157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 259
sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,

December 29, 2016. ADRIA DEVELOPPEMENT.

Unexpected positives were observed in control samples. After investigation,
Collaborators D, F1, J1 and J2 were removed from the study for not following the

protocol.

Table 17. Summary of Obtained ILS Results (data obtained from original report
by ADRIA Développement, Expert Lab)?!

Response

Reference method

Reference method

Alternative method

positive (R+)

Positive agreement (A+/R+)

negative (R-)

Positive deviation (R-/A+)

Alternative method
negative (A-)

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

positive (A+) PA =62 PD=6
Level 1
Alternative method Negative deviation (A-/R+) Negative agreement (A-/R-)
negative (A-) ND =9 NA =3
Alternative method Positive agreement (A+/R+) Positive deviation (R-/A+)
positive (A+) PA =79 PD=0
Level 2

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

MicroVval Study 2015LR49 Methods Comparison Study Report, “I1SO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli O157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 25g

sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,

December 29, 2016. ADRIA DEVELOPPEMENT.

1 Samples for the reference and alternative methods analyzed at different dates




Table 18. Reanalysis of the Original ILS Data

Results of the PODLOD calculations

SD of LODso% = 50% limit of detection | LODgs% = 95% limit of detection in
Log 0 in cfu/g or cfu/ml cfu/g or cfu/ml
e method log Lower Upper Lower

Method effect method | Detection W PP Detection W Upper
effect L conf. conf L conf. o
effect limit L . limit o conf. limit

limit limit limit

Fi fi Six d osi d osiL d 05U d 0.95i d 0.95iL d 0.951U

Reference 0.659 -0.417 0.247 1.05 0.64 1.72 4.55 2.78 7.45
Alternative 0.255 -1.365 0.194 2.71 1.84 4.00 11.73 7.96 17.29

Conclusions

The methods are significantly different at the 5% significance level (change in deviance of the model
with method effects to the null model Dmethod = 9.47 with 1 degree of freedom, p-value 0).

The relative limit of detection (RLOD) of the alternative method, as compared to the reference method,
is 2.58 with a 90% confidence interval of 1.54 - 4.32.

Results by laboratories

Log SD of
Laboratory Method method log
no. Designation effect effect method
Laboratoryi effect
Fi fi Stx
1 B1-1
2 Ci1-1 0.701 -0.355 0.305
3 D1-1
4 D2-1
5 F-1
6 G-1 1.155 0.144 0.349
7 H-1
8 -1
9 Al-2 0.177 -1.734 0.227
10 B-2
Combined Results 0.347 -1.057 0.149

based on the data of laboratories 2,6, and 9

Conclusion

The probabilities of detection (POD) of the laboratories are significantly different at the 5% significance
level (change in deviance of the model with laboratory effects to the null model Dlab =28 with

2 degrees of freedom, p-value 0).

Table 19. Summary of Statistical Analysis of the ILS Study (data obtained from
original report by ADRIA Développement, Expert Lab)?!

Sensitivity for the Alternative Method

Sensitivity for the Reference Method

Relative Trueness

False Positive Ratio for the Alternative Method

Level 1 Level 2
88.3% 98.8%
92.2% 100.0%
81.3% 98.8%
66.7 /

MicroVal Study 2015LR49 Methods Comparison Study Report, “1SO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli 0157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 25g
sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,

December 29, 2016. ADRIA DEVELOPPEMENT.




Table 20. ILS Calculations Obtained (data obtained from original report by
ADRIA Développement, Expert Lab)?!

Level 1 Level 2
NX 80 80
(p+)ref 0.9 1.0
(p+)alt 0.9 1.0
AL = (ND - PD) max 7.41 1.73
ND - PD 3 1
Conclusion (ND - PD) < AL (ND - PD) < AL

MicroVal Study 2015LR49 Methods Comparison Study Report, “ISO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli 0157:H7 in raw beef meats (with 259 and 375g sampling), fruits & vegetables (with 25¢g
sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,
December 29, 2016. ADRIA DEVELOPPEMENT.

With the 10 valid sets of data, LO was dropped from the calculation as there was
gross cross contamination observed in the control samples. Level 0 was dropped
based on reviewer and MicroVal committee members feedback. In the 10 valid data
sets, fractional positive recovery was observed at L1 and L2. The tabulated raw data
of the ILS can be found in Annex H with data obtained from the original validation
report (written by ADRIA Développement, Expert Lab).

6 Extension: Alternative Confirmation

6.1 Sensitivity

For validation of the alternative confirmation method, an additional 70 inoculated
representative food items (alternative enrichment only, no PCR analysis) were
evaluated following a sensitivity outline according to ISO 16140-2:2016.

6.1.1 Sample Type and Preparation

The categories, the types, item examples, and the number of samples analyzed are
presented in Table 21.



Table 21 - List of Categories, Types, and Examples of Items Tested within the
Validation of the Alternative Confirmation

# of Samples
Category Type Items (Examples) Analyzed
Fresh beef meats Fresh ground beef, fresh beef tips, fresh 5
beef cuts
Raw beef meats Frozen then thawed beef Frozen thawed beef trim and ground 5
(25 9) beef
Meats with seasonings Carpaccio's, tartars, seasoned ground 5
beef
Fresh raw beef Fresh raw beef trim and ground beef 5
Raw beef meats
(375 9) Frozen then thawed beef Frozen thawed %ijfmm and ground 5
) Raw milk products Raw milks and raw fermented milks 5
Da|r3(/2%roc)iucts Pasteurized products Pasterurized cheese 5
g Raw milk cheeses Raw cheese 5
) Fresh and frozen produces Fresh or frozen vegetables 5
Fruits and
vegetables Fresh and frozen sprouts or .
(25 g) baby leafs Spinach fresh or frozen 5
Fresh raw, frozen fruit Fresh or frozen fruits 5
Environmental Surfaces Swabs, sponges 5
samples Process water Washing water, process water 5
(25 g or surface) Dusts Dusts, sweepings 5

The 1SO 16140-6 criteria were utilized to validate an alternative confirmation

procedure. After both 10 and 14 h of enrichment, the enriched samples were struck
to 3 different chromogenic agars: CHROMagar 0157 (CHROMagar), CT-SMAC
(Remel), and EC O157:H7 ChromoSelect Agar (Sigma). The three plates types were
incubated according to their package inserts and typical E. coli O157 colonies were
observed. Abraxis E. coli 0157:H7 and OXOID E. coli O157:H7 latex agglutination
kits were used to confirm the typical E. coli 0157 colonies observed. All positive
enrichments and discrepancies were reanalyzed after a 48-72 hour hold at 4 °C.

6.1.2 Sensitivity Results

All samples showed the expected positive result at all time points analyzed. Zero (0)
samples showed a negative result. All samples showed the expected positive results
after reanalysis after a 48-72 hour hold at 4 °C at all time points analyzed. Zero
discrepant results were observed for the initial testing and enrichment broth storage.
All raw data for the alternative confirmation validation is presented in Annex I.

The three categories and environmental samples of the alternative confirmation validation
(MicroVal 2015LR50) meet the requirements of ISO 16140-2:2016 when analyzed.
Summary of results are presented in the Table 22 below.



Table 22. Overview for the Reanalyzed Calculated Sensitivity Parameters Per

Category and Type for the Categories for the Alternative Confirmation
Validation

ND- Acceptance
Category Type PA NA PD ND PPND | PPNA | SEalt% | SEref% | RT % PD Limit
Allowed
Fresh beef meats 5 0 0 0 0 0 100.0 100.0 100.0
Frozen then thawed | g 0 0 0 0 0 100.0 100.0 | 100.0
Raw beef beef
meats (25 g) Meats with 5 0 0 0 0 0 100.0 100.0 | 100.0
seasonings
Total 15 0 0 0 0 0 100.0 100.0 100.0 0
Fresh raw beef 5 0 0 0 0 0 100.0 100.0 100.0
Raw beef
meats Frozenthenthawed | 5 | 4 | ¢ 0 0 0 100.0 100.0 | 100.0
beef
(375 9)
Total 10 0 0 0 0 0 100.0 100.0 100.0 0
Raw milk products 5 0 0 0 0 0 100.0 100.0 100.0
Dairy Pasteurized products 5 0 0 0 0 0 100.0 100.0 100.0
products
(25 9) Raw milk cheeses 5 0 0 0 0 0 100.0 100.0 100.0
Total 15 0 0 0 0 0 100.0 100.0 100.0 0
Fresh and frozen
produces 5 0 0 0 0 0 100.0 100.0 100.0
Fruits and Fresh and frozen 5 0 0 0 0 0 100.0 100.0 100.0
vegetables sprouts or baby leafs ’ ) ’
(259) Fresh raw, frozen fruit 5 0 0 0 0 0 100.0 100.0 100.0
Total 15 0 0 0 0 0 100.0 100.0 100.0 0
Surfaces 5 0 0 0 0 100.0 100.0 100.0
Environment
al samples Process water 5 0 0 0 0 0 100.0 100.0 100.0
(25gor Dusts 5 0 0 0 0 0 100.0 100.0 | 100.0
surface)
Total 15 0 0 0 0 0 100.0 100.0 100.0 0
Al eizgeies 70 | o 0 0 0 0 100.0 100.0 | 100.0 0

For the data from the alternative confirmation validation, 100% of the samples were
artificially contaminated. In total 70 samples were artificially contaminated, using 18
different strains. A total of 70 samples gave a positive result. Strains used to inoculate
items were used on a maximum of 5 different items. A total of % 66 samples were
inoculated at a level equal or below 5 CFU/sample. A total of 6 4 samples were
inoculated at a level between 5 and 10 CFU/sample.

Artificial contaminations were done by seeding or spiking protocols. For the strains
used to inoculate samples, the level of injury was evaluated by plating on a non-
selective agar (TSAYE) and a selective agar (CT-SMAC). As proposed, a = 0.5 log of
injured cells was obtained. Raw data and results for seeding and spiking obtained for
the sensitivity portion of testing can be found in Annex D.




6.2 Alternative Confirmation- Inclusivity and Exclusivity Evaluation

The ISO 16140-6 criteria were utilized to validate an alternative confirmation procedure.
After both 10 and 14 h of enrichment, the enriched samples were struck to 3 different
chromogenic agars: CHROMagar 0157 (CHROMagar), CT-SMAC (Remel), and EC
0157:H7 ChromoSelect Agar (Sigma). For inclusivity and exclusivity, 100 E. coli
0157:H7 cultures and 100 non-E. coli O157:H7 organisms were struck to the 3 agars and
incubated according the manufacturer’s instructions. All plates were observed for typical
colony growth. An isolated typical colony (per plate type) was agglutinated with Abraxis

E. coli O157:H7(CAT# 541070) and OXOID E. coli 0157:H7 latex agglutination (CAT#
DR0620) kits.

6.2.1 Protocols (alternative confirmation)

Inclusivity: One hundred (100) E. coli O157:H7 strains were freshly cultured in BHI
medium at 37 + 1°C. Dilutions were made in order to inoculate 10 -100 CFU/ 225 mL
enrichment broth (MEHEC). Samples were struck to the 3 different chromogenic agars
after an enrichment time of 10 and 14 h at 41.5 + 1 °C. An isolated typical colony (per
plate type) was agglutinated with Abraxis E. coli O157:H7 (CAT# 541070) and OXOID E.
coli O157:H7 latex agglutination (CAT# DR0620) kits. Typical isolates were compared
against known confirmation results.

Exclusivity: One hundred (100) non-E. coli O157:H7 strains were freshly cultured in BHI
medium at 37 £ 1°C for 16 h. Samples were struck to the 3 different chromogenic agars
after an enrichment time of 10 and 14 h at 41.5 + 1 °C. Typical isolates were compared
against known confirmation results.

6.2.2 Results inclusivity and exclusivity study: alternative confirmation

All raw data on inclusivity and exclusivity for the alternative confirmation are given in
Annex J.

A total of 100 strains were tested for inclusivity. All 100 of these strains showed the
expected positive result. Zero (0) strains showed a negative result.

A total of 100 strains were tested for exclusivity. All 100 of these strains showed the
expected negative result. Zero (0) strains showed a positive result.

6.2.3 Conclusion of Alternative Confirmation Inclusivity and Exclusivity Evaluation

The alternative confirmation detection method is both selective and specific for the
detection of E. coli O157:H7 species.



ANNEX A: Flow Diagram of the Reference Method

25 g sample or 375g sample
1/10 dilution in mTSB + novobiocin pre-warmed at 41.5°C £ 1°C

!

Incubation for 6 h and 24 h at 41.5°C + 1°C

}

Transfer 1 ml in an Eppendorf tube

i

Immunomagnetic separation (IMS)

i

Streak:
50 ul onto CT-SMAC
50 ul onto Chromogenic Agar (i.e. modified Rainbow Agar)

}

Incubation for 24 h at 37°C £ 1°C

|

Subculture characteristic colonies on NA

|

Incubation for 24 h at 37°C + 1°C

!

Confirmation tests:
Indole test and latex agglutination tests (0157 and H7)



ANNEX B: Flow Diagram of the Assurance® GDS for E. coli O157:H7 Tq

Food Types:
25 g + 225 mL mEHEC
375 g + 1,500 mL mEHEC (raw beef only)
Environmental samples:
1 swab + 10 mL mEHEC
or 1 sponge + 100 mL mEHEC
or 25 gor 25 mL + 225 mL mEHEC

2
Incubation 41.5°C + 1°C
for8—-14h

\A

IMS and GDS (PCR)

A OR {

Confirm ISO 16654: 2001 (ANNEX A) (Optional alternative confirmation)
Streak primary enrichment

Streak 10 pL Primary enrichment to one of the following:
CHROMagar 0157 (CHROMagar Cat# EE222)
CT-SMAC (Remel Cat# R110241), or equivalent
EC 0157:H7 ChromoSelect Agar (Sigma Cat# 92587)
\A
Incubation of plates at manufacturer specified incubation temperature and time

0

Observe plates for typical colonies and conduct latex agglutination on typical colonies

1. For dairy product samples, a secondary transfer to BHI for 2-4 hours at 37°C + 1°C is conducted.



ANNEX C: Artificial Contaminations

Table 1-Artificail Contamination- Original Study (Table obtained from original report by ADRIA Développement, Expert Lab)?!

Ini ——— Global
5 - . njury neacy
—— - | measursment level o
Sfeak haché a I'oignon surpslé | Frozen seasoned ground bael E.coll O157:HT AddBS | Ground beed Seeding -207C 1 T2h [ 5-7-6-3-2 4.6 +
1537 ::‘:‘"" hachs 3 12 omats Frozen seasonsd ground beef E.coll O157:HT AG4BS | Ground besd Seeding 20°C / 72h i 5T-6-32 £6) +
1538 Steak hachs Bl..l'g&ﬁ 15% MG Frozen ground beaf 15% fat E. coll C157HT Ad4BS Gmound beed Sesding -20°C I 72h ! 5-T-6-3-2 |4.6) +
2845 | Effeuille de charclais surgslé | Frozen beef trim E.coll C157:HT BB | Ground beed Spiking -207C 1 33 days T2 0232218 +
2845 | Biftsck do charodais surgsdd | Frozen beef trim E.coll C157:HT BB | Ground beed Spiking -207C 1 33 days . 0232218 *
2847 | Sheak Rache surgeds Frozen ground beef E.coll C157:HT BB | Ground becd Spiking -207C 1 33 days T2 0-2-3-2-2 {1.8) *
2654 | Bathmals lait cru de vachs) Raw cow milk chesas E. ool O57:HT AG4BE | Environmental sample Spiking 4™C 7 10 days 0.42 1-2-1-1-1 {1.4] +
2657 m%mw&m Pastaurized cow milk cheass E.coll O157:HT AB4BE | Enviconmental sampie Spiking 4°C 7 10 days 0.42 1-2-1-1-1 {1.4] *
2660 ﬁ:ﬂ',:;”::;"“ (At devachs | oow cowmilk chesas E.coll O157:HT AG4BE | Envionmental sample | Spiking 47C 7 10 days 0.42 12111 (1.4 +
2663 | Lait cru de vache Raw cowjmilk E. ool O157:HT Ad4BE | Environmental sample Spiking £=C 7 10 days 0.42 -2-1-1-1 {1.4) +
2743 | Egréné de beeuf surgels Frozen ground beef E.coll C157:H7 M4BT | Ground beed Seeding -207C 7 21 days ' 12020 {1.0) +
2751 | viands bourguignen surgslés | Frozpn beef trim E.coll C157:H7 A48T | Ground becd Seeding 207G 7 21 days ' 2020 {10 -
2754 Bouletins aurgméau Frozen beaf balls E. coll D157 HT A48T Gmournd beed Seeding -20°C /21 days ! 1-2-0-2-0 {1.0) *
2757 | Erfrecibes surgeséas Frazen beef trim E.coll O157:HT Ad4BT | Ground beed Seeding -207C [ 21 days f 1-2-0-20 {1.0) *
ZTHO Baveting @ Aloyau m.lgeli-aa Frozen besf trim E. coll 0157 HT A48T Gmound besd Seedng -20°C 121 days I 1-2-0-2-0 1.0 -
3001 Steack hache 15% MG Ground besf 15% fak E. coll 0157 HT AddB8 Gmound besd Spiking 47C 1 4 days 0.65 F-2-2-0-0 {1.4) -
3002 Enfrecdtes Beaf frim E. coll 0157 HT AddBa Ground beed Spiking £7C 1 4 days 0.65 F-2-2-0-0 (1.4) +
3003 Faux filsts Beaf frim E. coll 0157 HT AddB5 Ground beed Spiking £7C 1 4 days 0.65 0-1-1-1-1 {0.8) +
3004 | Rond de gite de beeaf Baef tmm E.coll O157:HT AddBS | Ground beed Spiking 4"C 1 4 days 0.58 0-1-1-1-1 J0.E] +
3003 Rumateack Beaf mim E. coll O157HT AddBS Gmound beed Spiking 4™C [ 4 days 0.65 2-1-1-1-1 {0.8) *
400 Lingefis atelier bouchans Wip=s [maat industry) E. ool O157:HT Ad552 | Environmental sample Seeding £7C J 480 { 2-2-1-1-1{1.4) -
40 Lingetie atelier bouchans Wips [maat industry) E. ool O157:HT Ad552 | Environmental sample Seeding 47C /480 ! 2-2-1-1-1{1.4) +
402 Lingefie atelier boucharis Wip=s [maat industny) E. ool O157:HT Ad552 | Environmantal sample Seeding £7C / 480 { 22-1-1-1{1.4) *
602 | Eau e process (wgétau) ;Lmuw:,]mm [vegstablea E.coll C157THT ASSS2 | Envieonmental sample | Seeding 4°C /480 i 1-6-2-10 {2.0) +
605 Eau bac shawdage Procass wabsr [meak industny) E. ool O157:HT A3552 | Environmental sample Seeding 47C J 480 i 1-6-2-1-0 §2.0] *
403 Lingefis atslier boucharis Wip=s [meat industry) E.coll O157:HT Ad553 | Environmental sample Seeding 47C J 480 { 2-1-0-1-3 {1.4) -
404 Lingefis atelier bouchars Wip= [meat industny) E. ool O157:HT Ad553 | Environimental sample Seeding 47C J 480 { 2-1-0-1-3 (1.4) +
405 Lingefis atelier bouchars Wip= [meat industny) E. ool O157:HT Ad553 | Environimental sample Seeding 47C J 480 { 2-1-0-1-3 (1.4) +




Table 1-Artificail Contamination- Original Study- Continued (Table obtained from original report by ADRIA Développement, Expert Lab)*

Global

: - . . Imj Inoculation
. S o Sl measﬂnem level Reault

603 | Eau de process [wigétaux) m”mﬁm [vegatabiles E.coll C15THT AdS53 | Envionmental sample | Seeding £7C /430 { 0-1-3-2-0 {1.0) *
606 | Déchets pouasss o 50§a Wasta[z0y3) E.coll C157°HY A2553 | Envisonmesntal sample Seeding &47C / 45 ' 0-1-3-2-0 (1.0 +
456 Lingetis atelisr bowcheris Wips (meat industny) E.coll 157 HT Ad554 | Envircnmenial sample Sesding 4°C { 480 i 1-0-2-0-2 [1.4) +
407 Lingatie atulier bowcherns Wips [meat industng) E. coll 0157:HT Ad554 | Environmenital sample Seeding 4G § 480 i 1-0-4-0-2 [1.4) +
458 Lingetis atelisr bowcheris Wips (meat industny) E.coll 157 HT Ad554 | Envircnmenial sample Sesding 4°C { 480 i 1-0-2-0-2 [1.4) +
409 Lingstis atelisr bowchens Wip= (meat industny) E.coll 0157 HT Ad555 | Envircnmental sample Sesding 4"C { 480 i 2-2-1-3-1 (1.8) +
500 Lingatte atelisr bowchens Wips [meat indusing) E. coll 0157 HT AdS55 | Envirnnmenital sample Seeding 4G § 480 i 2-2-1-3-1 |1.8) +
501 Lingetis atelisr bowcheris Wips (meat industny) E.coll 0157 HT Ad555 | Envircnmenial sample Sesding 4°C { 480 i 2-2-1-3-1 (1.8) +
2447 Mazhe Mash E. coll 0157 HY Ad556 Envireznmenital sample Seedng &*C /7 i 0-1-1-0-0 §D.4) -
2451 Salade duo de 3aumon Deali zalad E. coll 0157 HT Ad356 Envirznmntal sampie Seeding 4°C /T2 i 0-1-1-0-0 {0.4) +
2455 | Pousses de rogqueites aflasifa | Sprouts E.coll 0157 HT Ad556 | Envircnmental sample Sesding 4"C { T2h i O-1-1-0-0 {0.4) =
2459 Jus d'ananas Pinsapple juics E. coll 0157 HT Ad556 | Envircnmenial sample Sesding 4°C / 720 i 0-1-1-0H0 (0.4 +
372 Dechets vegetaus préparation | Wasbes (sprout industny) E.coli D157 :H7 AdS56 | Envieonmental sample Seeding 47C 1 430 i/ 0-4-2-1-3 |1.8] -
2443 MaEcium Mazciun E. coll 0157 HT AGS5T Envirznmanial sample Seeding £°C / T2h i 0-1-0-1-1 §D.E) +
2452 Salade campagnards Deali zalad E. coll 0157 HT Ad357 Envirznmntal sampie Seeding 4°C /T2 i 0-1-0-1-1 {0.6) +
2456 | Hup ananas Pinsapple E.coll 0157:HT Ad557 | Envieonmental sample Seeding 4°C /T3 ' 0-1-0-1-1 {0.5) -
2460 Jus multi natara Multifruit juice E. coll 0157 HT AdS5T Envirznmanial sampile Sesding 4°C / 720 i 0-1-0-1-1 {0.6] +
2796 | Smoothie fraizafanans Strawberryibanana smoothia E.coll 157 HT Ad558 | Envircnmental sample Spiking 4°C / 25 days 113 &-6-T-5-3 [6.6] +
2704 Masciun (jeunes pousses) Mazciun (baby leaves) E.coll 0157 HT Ad558 | Envircnmental sample Spiking 4°C / 25 days 113 &-6-T-5-3 [6.6] +
ZB00 Rogquaits |jsunss poussas) Rogualis (baby leaves) E. coll 0157 HT Ad558 | Envircnmental sample Spiking £4°C / 25 days 1.13 &-6-T-5-3 [6.6] +
2802 | Mi3che Mash E.coll 0157:HT AdS58 | Envieonmental sample Spiking 4C / 25 days 1.13 5-5-T-5-8 (6.5 +
I3 E:fé"‘ proceas pousses de | o oocss water (sproutindustry] | E.cof O1STHT AdSSE | Envionmental sample | Sesding £°C /48 f 2223 (2.0] ;
374 gﬁﬁmﬁﬁﬁf Wasbes (sprout industry) E. ool 0157HT AdS58 | Envieonmental sample Seeding 4"C /430 ' 2-0-2-3 {2.0]

2843 | Steak haché surgeds 15% MG | Frozen ground besf 15% Eat E.coli 157 HT Ad555 | Ground beed Spiking -20°C [/ 33 days 2.0 1-2-1-2-01{1.2) +
2849 E‘"““"m Burgele 15% | Frozen ground beef 15% fat E.cofl C157HT AS558 | Ground bess Spiking -20°C | 33 days 201 2120 {1)

2850 Eganamn-:euf SUrgele S% | Erozen ground beef 5% fat E.col C15THT ASS58 | Ground bess Spiking -207C / 33 days 2m 2-1-20{1.2) +
502 Lingetis atelisr bowcheris Wips (meat industny) E. coll 057 HT AGSET Envirznmntal sampie Sesding 4°C { 480 i 00133 (1.0) -
503 Lingetis atelisr bowchaens Wip= (meat industny) E. coll 057 HT AQSET Envirznmantal sample Sesding 4"C { 480 i O-0-1-3-3 [1.0) +
504 Lingetis atelisr bowcheris Wips (meat industny) E. coll 057 HT AGSET Envirznmntal sampie Sesding 4°C { 480 i 00133 (1.0) +
1843 Reblochon flait cu de vachs) Raw cowmilk cheeas E. coll OA57HT AdST1 Envirznmantal sample Seeding 4°C /480 i 2-1-1-0-1 {1.0] +




Table 1-Artificail Contamination- Original Study- Continued (Table obtained from original report by ADRIA Développement, Expert Lab)*

Inj I lation Glabal
5 - . mjury nocu

Strain Cingin Injury protocol Raault

" yury measurement level
1847 ::;’:rz?“ g8 chevte (lait oru 08 | oo, ooat milk chesss E.coll C157HT ASST1 | Enviconmental sample | Seeding £°C /480 i 29101 (1.0) +
1645 pa"""am“" ’:If;é']a" de vache Pasteurized cow milk cheaae E.cofl O157HT ASST1 | Enviconmental sample | Seeding 56°C / &min i 24101 (1.0) +
1649 ::B"t:ut“n'f;;" de vache Pasteurized cow milk cheaae E.cofl O157HT ASST1 | Enviconmental sample | Seeding 56°C / &min i 24101 (1.0) )
357 | Eau de forage Process waber [sprout industry] | E.coll 0157 HT Ad571 | Faces Seeding £°C / 480 I S-4-0-4-0 (2.3 +
358 Eau ds lavage Process wabsr (aprout industng) E. coll OA57 HT Ad5T1 Feces Seeding £°C 450 I 4002 3) +
2797 | Smootis pommabanansfiivi | Applebananakns smoothie E. coll 0157 HT AST2 | Feces Spiking 4G/ 25 days 1.66 1-4-2-1-3 (2.3) +
3410 | Mélange de jeunes pousses | Baby leaves E. coll C157:HT Ad572 | Feces Spiking 47C / 14 days 0.67 2211 {1.3) +
3414 | Pousses depinards Spinach baby leaves E. coll O157:HT AdST2 | Feces Spiking 4°C / 14 days 067 202411013 =
3419 | Tabould Taboulsh E. coll C157:HT AdST2 | Feces Spiking 4°C / 14 days 0.67 240-2-1-1 {1.3) +
350 Eau d= rim;aga Process wabsr [prout industng) E. coll 0157 HT Ad5T2 == Seeding £7C / 430 I 1-1-1-0-2 {1.0] -
365 Dechets ligne soja ‘Wasbss (mprout industry) E. coll D157 HT AdST2 | Feces Seeding 4G/ 458h { 1-1-1-0-2 (1.0 +
340 | Duo de haricots plats surgelés | Frozen flat beans E. coll O157:HT AdST3 | Feces Spiking 4°C / 14 days 0.85 21120013 +
3409 | Anamas en morcsaus surgelés | frozen pisces of pine apple E. coll 0157 HT AST3 | Feces Spiking 47C 7 14 days 0.85 211240013 +
3412 | Powsses de batteraves Baats baby leaves E. coll O157:HT AdST3 | Feces Spiking 4°C / 14 days 0.85 21120013 +
3417 Salade de conCombres Cucumber deli satad E. coll 157 HT AGST3 Feces Spiking 47C 7 14 days D.Bs 2-1-1-20{1.2) +
360 Eau @rimigation Process wabsr [aprout industng) E. coll 0157 HT AST3 | Feces Seeding £ § 48N { 34-1-1-2 (2.3 +
361 Lingsiis table blanchs Wips [aproat industng) E. coll O157:HT AdST3 | Feces Seeding £ § 480 i/ F4-1-1-2 (2.3) +
1844 | Bri= (l3it cru da vachae) Raw c:ow milk chesas E. coll 0157 HT AdST Envirznmenital sampie Seeding £ § 48N { 2-0-1-0HD {DLE) -
1851 | Fromage bisu {lait pasteurias] | Pastaurized milk chesss E. coll 157 HT AdST Envirznmental sample Seeding 56"C / Smin { 2-0-1-040 (0.6 +
Fromage de chévre (lait de . 3 _ R L e , ,
1852 mémpaatnurhﬂ Pastaurized goat milk chesas E. coll 57 HT AdS Environmental sampie Seeding 567C § &min f 2-0-1-0-0 (D.5) -
1853 | Lait ¢ Raw milk E. coll 0157 HT AdST Envieznmenital sample Seeding 4G/ 458h { 2-0-1-0H0 {DLE) +
362 I;Dl}agamtapm ranafert Bne | \ine mprout industry) E.cof O15THT ASST4 | Feces Seeding &"C / 450 i 0-1-0-1-2 (0.6) )
363 Eau frimigation Process wabsr [prout industng) E. coll 157 :HT AdST Fiaces Seeding £ § 480 i/ 0-1-0-1-2 (0.5 =
1577 Lait cru Raw milk E. coll 0157 HT Ad5T Feces Seeding £°C /450 I 4-2-4-8-10[6.0) +
15681 Lait farmania Feamantsd milk E. coll 0157 HT Ad5T Feces Seeding £°C /450 I 4-2-4-8-10[6.0) +
Crottin de chavignol lait cra .

1585 da I:hé'."l'ﬂ:l gned Raw goat milk cheass E. coll 0157 HT Ad5T Feces Seeding 4%C § 480 i 4-2-4-8-10 [6.0) +
1578 Lait ¢y Raw milk E. coll 157 HT AGSTE Feces Seeding £°C J 430 I 4-6-5-9-9 (B.8) +
1562 Emimsntal {lait cru de vacha) Raw cow milk chesas E. coll 357 HT AdSTE Feces Seeding £°C /450 I 4-6-6-3-9 (6.8) +
1586 Rsblochon (lait cru de vacha) Raw c:ow milk chesas E. coll 157 HT AGSTE Feces Seeding £°C J 430 I 4-6-5-9-9 (B.8) +
1569 Miorbasr [lait cru da vache) Raw cow milk chesas E. coll 357 HT AdSTE Feces Seeding £°C /450 I 4-6-6-3-9 (6.8) +




Table 1-Artificail Contamination- Original Study- Continued (Table obtained from original report by ADRIA Développement, Expert Lab)*

Global

_ . : Imj Inoculation
. S e masﬂnem level Rezult

Pouzsiens Dusts {aprout industny) E. coll D157:HT ADSTE | Bovine feces Secding 4G/ 480 { F0-0-1-1 (1.0 +
2840 | Jounss pouSass COrsbon Baby laaves E. ool O157:HT AGSTT | Feces Seeding 47C [ T3 f 21111 {1.2) +
2453 | Pousses de soja Sprouts E. coll C157:HT AdSTT | Feces Seading 4°C | T I 24-1-1-1 {1.3] +
2457 Péche en salade Paeach salad E. coll 57 HT AGSTT Feces Seeding &*C /720 I 2-1-1-1-1 {1.2) +
2461 | Jus pomme mangus AppiaiMango juics E. coll D157:HT ADSTT | Feces Seeding £7C 1 720 i/ 2-1-1-1-1{1.2) +
355 Pouzziens Dusts {aprout industnyg) E. coll D157 HT ADSTT | Bovine feces Seading 4G/ 480 { 1-3-0-0-2{1.2) -
3405 | Chows de Bruxslles surgslés | Frozen Brussels cabbages E. ool D157:HT AdSTE | Feces Spiking 4°C /14 days 0.57 1-2-1-1-1 {1.2) *
3408 | Framboises snbiéres surgelées | Frozen raspberties E.coll O157:HT AdSTE8 | Feces Spiking £°C / 14 days 0.87 1-2-1-1-1 {1.3) +
3411 | Midange de jeunss poussss | Baby leaves E. ool 0157:HT AdSTE | Feces Spiking 4°C /14 days 0.97 2111 {1.2) +
3415 | Gaspacho Gaspacho E.cof 0157:HT AdSTE | Feces Spiking 4°C / 14 days 0.97 1-2-1-1-1 {1.2) -
356 Pouzziens Dusts {aprout industry) E. coll D157:HT AJSTE | Bovine feces Seading 4"C [ 480 ! 1-0-4-0-1 {1.2) -
1845 | Camembert {lait cru de vache) | Raw cowmilk cheass E. coll D157:HT AJSTS | Envieonmental sample Secding £ 1 480 i/ 1-1-3-3-2 {2.0)
1850 ;':;EE‘”'“ GSBMDIE | postsurized sheep milk cheass | E.cof O1STHT ASSTS | Envimnmantlsample | Seeding 58°C / Smin i 11332 2.0) +
1854 | Lait fermenis Feamentsd milk E. coll D157:HT AJSTS | Envieonmental sample Secding £ 1 480 i/ 1-1-3-3-2 {2.0) =
1856 | Lait fermenis Feamentsd milk E. coll D157:HT AJSTS | Envieonmental sample Secding £ 1 480 i/ 1-1-3-3-2 {2.0) +
3h4 Eau o= forags Process waksr [aprout industry) E. coll D157:HT ADSTS | Feces Secding 4G/ 480 { 0-0-1-7-1 {1.8] +
2450 | salade italisnne au jambon cru | Daeli salad E. coll 0157:HT AJSBD | Feces Secding 4G 720 i/ 0-1-0-1-1 (0.5} +
2454 | Pousses alfalfa Sprouts E. coll C157:HT AdSBD | Feces Seading 4°C T I 0-1-0-1-1 J0.6) +
2453 Salada de fruits Fruif miz =alad E. coll D157 HT AGSED Feces Seeding &*C /720 I @-1-0-1-1 {0.E] +
2655 f:’;:li;m”"“ lait eru da Raw cow milk chesgs E. oo O157:HT AdSB1 | Fecss Spiking 4°C / 10 days 0.4 TE355(5.2 *
2658 ::m;:ér]latda vache Raw cow milk chesas E.colf C157HT Ag581 | Feces Spiking £C / 10 days 0.84 T-6-3-55 (5.2) +
2661 | Féta {lait pastsuriad) Raw sheep milk chesss E. cof 0157:HT AdSB1 | Feces Spiking 4°C / 10 days .84 76355 (5.2 +
2664 Lait ¢ru de vache Raw cow milk E. coll 157 HT AGSE1 Feces Spiking 47C /10 days D.B4 T-6-3-5-5 (5.2) +
1846 | Coulomier {13t cru de vachs) Raw cowmilk chesas E. coll 0157 HT Ad5A2 Envirznmenial sample Sesding £"C [ 48h i 0-0-0-2-1 0.E)
1855 | Lait cru Raw milk E. coll 0157 HT AdSE2 | Envieonmenital sample Seading 4"C [ 480 ! 0-0-0-2-1 {0.E] +
1857 | Lait fermenis Feamentsd milk E. coll 0157:HT AdSE2 | Enviconmental sample Secding £7C § 480 i/ 0-0-0-2-1 {D.5) +
3407 | Carofies rondelles surgalees | Frozen sliced carmoba E. coll O157:HT AJSE2 | Feces Spiking 47C 7 14 days 0.36 2-2-1-2-3 (2.0) +
3413 | Mitange de pousses Baby laaves E. oo 0157:HT ASB2 | Feces Spiking 4°C / 14 days 0.36 2-3-1-2-3 {2.0] +
3416 | Jus de pomms Appks juice E. coll O157:HT AJSE2 | Feces Spiking 47C 7 14 days 0.36 2-2-1-2-3 (2.0) +
3118 | Carobtes ripéss Saasoned sliced camots E. ook 0157:HT AdSE2 | Faces Spiking 4°C / 14 days 0.36 22423 (2.0) +
3009 Steak Mache 20% MG 3urgalé Frozen ground beaf 20% fat E. coll 157 HT AGS91 Gmund beed Seeding &*C /720 I 34-2-246 (3.4) +
3010 | Carpaccio surgelé Frazen beaf trim E. coll C157:H7 Ad591 | Ground beed Seading 4°C | T I 3-4-2-2-6 {3.4] +




Table 1-Artificail Contamination- Original Study- Continued (Table obtained from original report by ADRIA Développement, Expert Lab)*

Global
_ - . . Inj Inaculatbion
Stran Origin Injury peotocol masﬂnem level Result
1541 Eg’“““m”f Surgale 20% | erovan ground beef 20% fat E. coll D157-HT AGSE3 | Ground bees Seeding -20°C I 7h i 4-5-4-2-4 [3.8) +
1542 Bouleties de beuf Burgﬂ? Frozen baaf balls E. coll 057 HT AGSE3 Ground beed Seeding -20°C F 72h I 4-5-4-2-4 (3.8) +
1543 | Douletiss debeeuf Frozen seasoned besfballs E. coll D157-HT AGSE3 | Ground bees Seeding -20°C I 7h i 4-5-4-2-4 [3.8) +
tomatslparmesan surgelsss
1696 | Campaccio nabure Carpaccio E.coll 0157 HT AdGB4 | Carpaccio Spiking £4™C /6 days 33 1-0-1-2-1 {1.0] +
1700 | Campaccio au pisbou Seasoned Carpaceio E.coll 0157 HT AdSB4 | Carpaccio Spiking £"C /6 days 33 1-0-1-2-1 (1.0 +
1704 Steak haché 15% MG Ground besf 15% fat E. coll 0157 HT AdSE4 Carpaccio Spiking £4™C / 6 days ] 1-0-1-2-1 {1.0] +
604 | Eau 0% proceas [vegstaus) ;;Ttr;]mm [vegetables E.coll O157HT AOSES | Envilonmental sample | Seeding 47C /480 i 0-1-3-10 {1.0) +
607 | Déchets poussss de soja Wastz(zoya) E. coll 0157:HT A0585 | Envirenmental sampie Seeding 47C / 450 ] 0-1-3-10 (1.0 +
350 Dechet poudra de lait Dusts (dairy induatry) E.coli 0157 HT AJSBE | Environmenial sample Spiking £™C / & days 0.74 3-2-3-2-2 (2.4 +
351 Poussiers Dusts (dairy industry) E. coll 357 :HT Ad&BE | Envieznmantal sample Spiking £"C / & days 0.74 3-3-3-2-2 (2.4) +
4R5 Lingeths atelier bowchernis Wip=s [meak industry) E. coli 0157 HT AJSBE | Environmenial sample Seeding 4™C / 450 { 0-0-0-3-1-0 [0U8) -
486 Lingsiis atelisr bouchens Wip= [meat industny) E. coll 357 :HT Ad&BE | Envieznmantal sample Seeding 4°C / 4580 { 0~0-0-3-1-0 [0.5) +
48T Lingsths atelier bouchans Wip=s (meat industry) E.coll 57 HY AdSBE | Environmental sample Seeding 4"C / 450 ! 0-0-0-3-1-0 [0U5) -
1607 | Carpaccic nature Carpaceio E. coll O157:HT BG5BT | Beeftrim Spiking 4"C / & days D.34 2-4-1-4-1 (2.4) +
1701 Carpaccio huile dolivedbasilic | Seasonsd Carpaccio E. coll 057 HT AJGET Beef trim Spiking 4"C /6 days 0. 2-4-1-4-1(2.4) +
1705 Staak hachs 5% MG Ground besf 5% fat E. coll 057 HT AGSET Besf trim Spiking £4™C /6 days 034 2-4-1-4-1(2.4) +
1708 Rumstaak Baaf mim E. coll 057 HT AJGET Beef trim Spiking 4"C /6 days 0. 2-4-1-4-1(2.4) +
1580 | Lait ribot Feamamntad milk E.coll 0157 HT AJSBE | Environmenial sample Seeding 47C J 480 { F-E-9-3-5 (7.4 +
1584 | Camembert {lait cru de vachs) | Raw cow milk chesss E.coll 157 HT AS5BE | Envilonmenial sample Seeding 4°C J 450 { F-E-5-3-5 7.4 -
1588 | combé {lait eru de vachs) Raw cow milk chesas E. ool 0157:HT A3588 | Envirsnmesial sample Seeding 47C /450 ' 55095 (7.4) +
1591 | Chabichou (lait cru de chevre) | Raw goat milk cheess E.coli 0157 HT AJSBE | Environmenial sample Seeding 4"C § 45h i/ 5-E-5-3-5 (7.4 +
352 Pouasiers Dusts (dairy induatry) E.coll 0157 HT AJSBE | Environmenial sample Spiking £4™C / B days 0.76 5-2-2-7-3 (3.8 +
4BE Lingeths atelier bowchernis Wip=s [meat industry) E.coli 0157 HT AJSBE | Environmenial sample Seeding 4™C / 450 i/ 1-0-0-2-0 (0.5) +
46D Lingsiis atelier bouchens Wip= [meat industny) E. coll 57 :HT AdSB8 | Envirznmenial sample Seeding 4°C / 4580 i 1-0-0-2-0 (0.6 =
2843 | Viands hachés bolognaiss Spasoned ground bael E. ool 0157:H7 #3222 | Seasoned ground besf | Secding 47C /480 ] 1-1-1-0-0 {0.6) +
2844 | Capaccio basilic Seasoned Carpaceio E. coll 257 HT Ade232 Seasoned ground besf Seeding 4°C / 4580 i 1-1-1-0-0 (0.6 +*
2747 | Egréné de beeuf surgelé Frozen ground beef E.coll 0157:HT 3924 | Ground beed Seeding -20°C 121 days ] 21-1-1-2 (1.6 -
2750 Steak hache 15% MG E-urgalﬁ Frozen ground beef 15% fat E. coll 057 HT AdS24. Ground beed Seeding -20"C 721 days I 2-1-1-1-3 {1.5) +
2153 Baulstiss aurgaléaa 15% MG Frozen beaf balla 15% fat E. coll OA57 HT Ad924. Ground beed Seeding -0 C 721 days I 2-1-1-1-3 {1.5) +
2756 | Campaccic surgeld Frozen Carpaccio E.coll 0157:HT 3924 | Ground beed Seeding -20°C /21 days ] 24-1-1-8 (1.5 +
2759 Pavés :Ial]u:Eeraurgalé Frozen beaf tram E. coll OA57 HT Ad924. Ground beed Seeding -0 C 721 days I 2-1-1-1-3 {1.5) +
2746 | Eqréné de beeuf surgalé Frozen ground beef E. ool 0157:H7 A2925 | Ground bees Seeding -20°C 121 days ] 0-0-3-0-2 {1.0) +




Table 1-Artificail Contamination- Original Study- Continued (Table obtained from original report by ADRIA Développement, Expert Lab)*

Ijuamy Inaculation Glabal
Stan Origin Injury peotocol measJdrement level Result

Eqgréné de beeuf surgals Frozen ground beaf E. ool 0157:HT Ad925 | Ground besd Seeding -207C /21 days f 0-1-3-0-2 (1.0 +
2752 | vianss bourguignon aurgslés | Frozen beef trim E.coll D57 HY AG925 | Ground beed Seeding -207C 121 days i 0-0-3-0-2 {1.0] +
2755 | Carpaccin surgelé Frozen Carpaccio E.coll 057 HT Ade25 | Ground beed Seeding -20°C 1 21 days ] O-0-3-0-2 {1107 +
2758 Faux filsts aurgaléaa Frozen baef trim E. coll CA57HT Ada25 Ground beed Seeding -20°C r21 days f 0-0-3-0-2 1.0 +
230 Steak hachs 15% MG Ground besf 15% fat E. ool 0157 HY Ad933 Ground beed Spiking £™C ./ 8 days 0.5 0-2-2-3-3{2.0) +
2203 | Entrecites Besf mm E.coll 057 HT Ad933 | Ground beed Spiking £7C 7 & days 0.9 0-2-2-3-3 (2.0) +
2296 | Ccapa désossé Beef rim E. ool 0157:HT Ad933 | Ground beed Spiking 4”C / & days 0.9 0-2-2-3-3 (2.0 +
219 Bawaties d"Aloyau Baaf mm E. ool 0157 HY Ad933 Ground beed Spiking £™C ./ 8 days 0.5 0-2-2-3-3{2.0) +
2302 Staak hache 15% MG Ground besf 15% fat E. ool 0157 HT Ad933 Ground beed Spiking 4™C / 8 days 0.5 0-2-2-3-3 (2.0 +
2289 Hache tradition 15% MG Ground beaf 15% fat E. coll 0157 HT AdSTS Besf trim Spiking £™C./ 8 days 0.56 1-1-0-1-0 {D.E) +
2202 | Faux filets Beef frim E.coil O157:HT A2975 | Besftim Spiking 47C / & days 056 1-1-0-1-0 {0.E) -
2205 | Robi de hoewf Besf mm E.coll 057 HT AdS7S | Besftrim Spiking £7C 7 & days 0.56 1-1-0-1-0 {0.5] -
2293 Gits de boewf Baaf frim E. coll 0157 HT AdSTS Besf trim Spiking £™C./ 8 days 0.56 1-1-0-1-0 {D.E) +
2301 | Stzak hachs fagon bouchérs | Ground beaf E.coil O157:HT A2975 | Besftim Spiking 47C / & days 056 1-1-0-1-0 {0.E) -
1698 | Carpaccio nature Carpaccio E.coll 2157 HT AJSTE | Besf meat Spiking 4"C | & days 085 1-4-0-4-0 [1.8] -
1702 | Canpacdio parmesan Spasonad Carpaccio E.coll OM57:HT AJSTE | Beef meat Spiking £™C /6 days 0.8 1-4-0-4-0 {1.8) +
1706 Steak hachs 5% MG Ground besf 5% fat E. ookl 0157 HY ASTE Beef meat Spiking £™C./ & days 0.859 1-4-0-4-0 (1 8) +
1709 Staak Besf mam E. coll 0157 HT AJSTE Besf maal Spiking 4"C /& days D.85 1-4-D-4-0 {1.8] +
3006 | Wiande hachés surgeles Frozen ground beaf E. ool D157 :HT Ad107T1 | Ground beed Seeding 47C / T2h f 1-1-8-6-0 [2.6] +
3007 | Baveliss dfloyau surgeséas | Frozen besf trim E. ool C157:HT AZ1071 | Ground beed Seeding 47C 7 7 ] 1-1-8-5-0 (2.6] +
3003 Faux filsts aurgall'ma Frozen beef trim E. coll 0157 HT Ad107T1 | Ground beed Seeding 4°C 1 T2h I 1-1-8-6-0 {2.5] +
1536 | Steak haché a oignon surgelé | Frozen seasoned ground beef E. ool D157 :HT Ad1174 | Ground beed Seeding -20°C I T2h f 4-5-5-2-4 (38 +
1540 Staak hache Bl..l'gd-ﬁ % MG Frozen ground besf 5% fat E.coll CA57HT Ad1174 | Ground beed Seeding -20"C I'7.3h I 4-5-£2-2-4 13.8] +
1544 | Steak haché a roignon surgelé | Frozen seasoned ground besf E. ool D157 HT Ad1174 | Ground beed Seeding -20°C /' T2h f 4-5-5-2-4 (38 +
1699 | Carpaccic nature Carpaccio E. ool D157:HT Ad1248 | Besfirim Spiking 4”C /€ days 0.34 0-2-1-3-3 [1.8] +
1703 Staak hache 15% MG Ground besf 15% fat E. coll 157 HT Ad1248 | Besf bim Spiking 4"C | & days 0.34 0-2-1-3-3 {1.8] +
1707 Faux-fHlet Besf mam E.coll 157 HT Ad1248 | Besf im Spiking 4"C /& days D34 0-2-1-3-3 (1.8] +
1710 Bavalis Baaf frim E.coll OM57:HY Ad1248 | Besf trim Spiking £™C /6 days 0.4 0-2-1-3-3 (1.8] +
2288 ﬁx:r;nna fagon Bouchere | oo una besf 15% fat E. coll O157°HT AQ1501 | Grouna beed Spiking 4-C / 8 days 0.45 0-2-1-3-1{1.4) +
2291 Staak hache 5% MG Ground beaf 5% fat E. coll 0157 HT Ad1501 | Ground beed Spiking £™C./ 8 days D45 0-2-1-3-1(1.4) +
2294 Coeur de rumateak Beaf mam E. coll CASTHT Ad1501 | Ground beed Spiking 4"C / 8 days D.4E 0-2-1-3-1{1.4) +
2T Palaits Besf mam E. coll 0157 HT Ad1501 | Ground beed Spiking 4"C / 8 days D.4E 0-2-1-3-1({1.4) +
2300 | Bowrguignon Beef rm E. ool D157 :HT Ad1501 | Ground beed Spiking 4”C | & days 0.48 0-2-1-3-1(1.4] +




Table 1-Artificail Contamination- Original Study- Continued (Table obtained from original report by ADRIA Développement, Expert Lab)*

Sirain Origin Ijary protoes mn':‘::nm '"”T::'I’m
Lait ribot Fermentsd milk E.coll O157HT AQ1745 | Raw milk cheese Seeding 4-C / 48N [ 12564 72) +
1583 | Abondance lait cru de vache) | Raw cow milk cheess E. coll D157HT AQ1745 | Raw milk cheese Seeding 4°C / 48h i E-12-56-4 7.2) +
1587 E:f;;:t de Savoie [ o | ooy ow milk chissss E. coll 015747 AQ1745 | Raw milk cheese Seeding 4°C / 48h [ E125-6-4 72) +
1590 I::T}fﬂ Savole (RILETUDE | oo cow milk chesss E. coll D157HT AQ1745 | Raw milk cheese Seeding 4°C / 48N I E-12-5-6-8 (7.2 +
35 | Pouasiere Dusts {dairy induatry) E. coll O157HT AQ1745 | Cheese Spiking 4°C I B days 07z 2-2-14-4 [2.6) +

!MicroVval Study 2015LR49 Methods Comparison Study Report, “1SO 16140-2 validation study of the GDS E. coli 0157:H7 Tq detection Kit for the detection of E. coli 0157:H7 in raw beef meats
(with 25g and 375g sampling), fruits & vegetables (with 25g sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1, December 29,
2016. ADRIA DEVELOPPEMENT.



Table 2. Artificial Contamination- Extension Study

e [
. & W | & || Abraxis
. Injury . 2 4 |G OX0ID Latex
Sample Species & Source and . . . Inoculation Gl s |52 Latex - Final
. Evaluat =v 2 | Agglutinat
Category Type Item No supspecies Serovar Strain 2 HED o= ;::g “';;" (CFuisample)l 55 | 2 (S E Agglutination ggp\i;:ﬁn M Resutt
5 5|8 £ Resut
Raw Ground Beef (85% Lean) 0871 Escherichia coli 0157:H7 ATCC 43885 Raw hamburger meat implicated in hemorrhagic colitis out break 43hat523°C ! a2 + + + + + P
Raw Ground Beef (96% Lean) 0872 Escherichia coli 015TH7 ATCC 43385 | Raw hamburger meat implicated in hemorrhagic colitis out break 3hat523¥C ! 42 + + + + + PA
Fresh beef meats Raw Beef Tips 0373 Escherichia coli 015THT (L# 164573 Beef Trim hat523C ! 22 + + + + + PA
Raw Shaved Beef 0674 Escherichia coli 0157:H7 QL 164573 Beef Trim 48hat523°C ! 22 + + + + + PA
Raw Beef Serloin 087.5 Escherichia coli 0157:H7 QL 164673 Beef Trim 48hat523C ! 22 + + + + + PA
Frozen Thawed Quarter Pound Beef Patties 0878 Escherichia coli 0157:HY ATCC 42885 Raw hamburger meat implicated in hemorrhagic colitis out break T2hat-20°C ! 42 + + + + + PA
Frozen Thawed Angus Beef Check Brisket Blend Burgers nery Escherichia coli 0157:HT WSU TW02302 Hamburger T2hat-20°C ! 18 + + + + + PA
REE\;:BQ?H Frozen tg::fthawed Frozen Thawed 80% Lean Ground Beef Burgers 0gr.e Escherichia coli 0157:HT ATCC 43895 Raw hamburger meat implicated in hemorrhagic colitis out break T2hat-20°C ! 42 + + + + + PA
50)
Frozen Thawed 100% Angus Beef Patties 0879 Escherichia coli 0157THT NS0 TWo2302 Hamburger T2hat-20°C ! 18 + + + + + PA
Frezen Thawed Bacon Cheddar Beef Pafties 087.10 Escherichia coli 015THT WSU TW02302 Hamburger T2hat-20°C ! 18 + + + + + PA
Raw seasoned beef patties 087.11 Escherichia coli Q015THT ATCC 43895 | Raw hamburger meat implicated in hemorrhagic collitis out break 4&hat523C ! 42 + + + + + PA
Raw Angus Beef Steakhous Tri Tip 08712 Escherichia coli 0157THY QL 164873 Beef Trim 43hat5=23°C ! 22 + + + + + P&
Heats wih Raw Black Peppercom Ribeye 06713 | Escherichiacoli | O1STHT aL 270 Beet Bhalsz3C ! 36 P I + + PA
. Raw Angus Sweet and Smokey Angus Beeftip 087.14 | Escherichia coli 015THT QL 2-7i Beef hat523C ! 56 + + + + + PA
Bacen and Black Peppercorn Wrapped Beef Tender 087.15 Escherichia coli 0157:HT QL 2-71 Beef 3hat523C ! 56 + + + + + PA
Raw Ground Beef (85% Lean) 087.16 | Escherichia coli 015THT WMSU TW02302 Hamburger hat523C ! 18 + + + + + FA
Raw Ground Beef (96% Lean) 08717 | Escherichia coli 015TH7 0L 14077.5 Ground Beef 3hat523¥C ! 32 + + + + + PA
Fresh beef meats Raw Beef Tips 08718 | Escherichia coli 0157:H7 QL 14077.8 Gound Beef 43hat523°C 1 16 + + + + + PA
Raw Shaved Beef 087.19 | Escherichia coli 0157:H7 QL 2-ri Beef 48hat523°C ! 56 + + + + + PA
Raw Beef Raw Beef Serloin 087.20 Escherichia coli O0157HT QL 14077.8 Gound Beef hat523C ! 18 + + + + + PA
(3759 Frozen Thawed Quarter Pound Besf Patties 087.21 | Escherichia coli 015TH7 0L 140775 Ground Besf T2hat-20°C / 32 + |+ | o+ + + PA
Frozen Thawed Angus Beef Check Brisket Blend Burgers 087.22 Escherichia coli 0157:HT QL 140775 Ground Beef T2hat-20°C ! 32 + + + + + PA
Frozen t;::ft“a‘“d Frozan Thawed 80% Lean Ground Beef Burgers 18723 | Escherichiacoli | O15THT | QL1407TS Ground Beef T2nat-20°C ] 32 N + + PA
Frozen Thawed 100% Angus Beef Patties 087.24 Escherichia coli 0157THT QL 14077.8 Gound Beef T2hat-20°C ! 16 + + + + + PA
Frozen Thawed Bacon Cheddar Beef Patties 087.25 Escherichia coli 015THT QL 14077.3 Gound Beef 72hat-20°C / 16 + + + + + PA
Raw Bovine Milk 087.26 Escherichia coli 0157:H7 MSU DEC3A Human 48hat523°C I 26 + + + + + PA
Raw Goat Milk 087.27 Escherichia coli 0157T:HT MESU DEC3A Human 48hat523°C I 26 + + + + + PA
Raw milk products Raw Sheep Mik 087.28 | Escherichia coli 0157:H7 MSU DEC3A Human 48hat523°C [ 26 + + + + + PA
Raw Bovine Milk 2 087.29 Escherichia coli 0157:H7 MSU DEC4B Human 48hat523°C ! 32 + + + + + PA
Raw Sheep Milk 2 087.30 Escherichia coli O157:H7 MSU DEC4B Human 48hat523°C I 32 + + + + + PA
Shreaded Sharp Cheddar 087.31 Escherichia coli 0157:HT MSU DEC4B Human Heat treatment (50 - 55°C for 10-15 min.} 0.62 24 + + + + + PA
. Shreaded Low Fat Mozzarella 087.32 Escherichia coli MSU DEC3A Human Heat treatment (50 C for 10-15 min.} 07 28 + + + + + PA
Pru::zh Pasteurized products Swiss Cheese 087.33 Escherichia coli MSU DEC4B Human Heat treatment (50 C for 10-15 min.} 062 32 + + + + + PA
Gouda Cheese 087.34 Escherichia coli 0157:H7 QL 140773 Salami Heat treatment (50 C for 10-15 min_} 076 12 + + + + + PA
Provolone Cheese 087.35 Escherichia coli 0157HT QL 14077.3 Salami Heat treatment (50 - 55°C for 10-15 min.} 078 1.2 + + + + + PA
Brie 087.36 Escherichia coli 0157:H7 WMSU TWO0116 Human 48hat523°C ! 3.8 + + + + + PA
Feta 087.37 | Escherichia coli 0157:H7 WSU TW00116 Human 48hat5:3C [ 38 + + + + + PA
Raw milk cheeses Queso Blanco 087.38 Escherichia coli 015T:HT QL 14077.3 Salami 48hat5z3C I 12 + + + + + PA
Goat Cheese 087.39 Escherichia coli 0157:HY QL 14077.3 Salami 48hat523°C I 12 + + + + + PA
Raw Cheddar Cheese 087.40 Escherichia coli 0157:H7 WSU TWO00116 Human 48hat523°C ! 3.8 + + + + + PA




Table 2.

Artificial Contamination- Extension Study Continued

~ o
%a g S g e 2’“’&'::;: Final
95 | 2 EE Ago_::ﬁ:ﬁnn esur | Result
S o B i esi
Chopped Chipotle Salad Kit Escherichia coli Q15T:HY QL 062918.69 Spinach 48hat523C I + + + + + PA
Chopped Ceasar Salad Kit 087 42 Escherichia coli O15THT MSU TW00116 Human 48hat523°C ! 38 + + + + + PA
me;f':;':m Garden Salad Kt 06743 | Escherichiacoli | O1STHT | OL 06291869 Spinach sEnatszac / 12 v |+ | + + + PA
Fresh Mixed Fruit Bowl 08744 Escherichia coli Q1ST:HY QL 062918.69 Spinach 48hat523C ! 12 + + + + + PA
Fresh Strawberry and Kiwi Bowl 087.45 Escherichia coli Q15T:HY QL 062918.69 Spinach 48hat523C l 12 + + + + + PA
Baby Spinach 087 .46 Escherichia coli Q15T:HT QL 062918.74 Babby Spinach Leaf 48hat523°C ! 30 + + + + + PA
Fruits and Fresh and frozen Baby Arugula 087.47 | Escherichia coli Q15T:HT QL 062918.74 Babby Spinach Leaf 4Bhat523C ! 30 + + + + + PA
Vegetables sprouts or baby leafs Baby Kale 087.48 Escherichia coli Q15T:HT QL 062918.74 Babby Spinach Leaf 48hat523C ! 30 + + + + + PA
259 Baby bean Sprouts 087.49 | Escherichia coli O157THT | OL 06291874 Babby Spinach Leaf 48hat5:3C [ 30 + + | o+ + + PA
Mung Sprouts 087.50 Escherichia coli Q15T:HT QL 071318.58 Spinach 48hat523°C ! 186 + + + + + PA
Grapes 087.51 Escherichia coli Q15T:HT QL 140774 Apple Cider 4Bhat523C I 28 + + + + + PA
Pineapple 087.52 Escherichia coli Q15T:HY QL 140774 Apple Cider 48hat523C l 28 + + + + + PA
Fresh raw, frozen fru Apples 087.53 Escherichia coli O15T:HY QL 14077.4 Apple Cider 48hat523°C I 28 + + + + + PA
Frozen Peaches 087.54 Escherichia coli 015THT QL 14077.4 Apple Cider T2hat-20°C l 28 + + + + + PA
Frozen Strawberries 087.55 Escherichia coli O15THY QL 071318.58 Spinach T2hat-20°C ! 18 + + + + + PA
Swab (food industry) Location 1 087.56 Escherichia coli O15THY QL 140776 Environmental Sample 4Bhat523C ! 48 + + + + + PA
Sponge (food industry) Location 1 087.57 Escherichia coli Q15THY QL 14077.6 Environmental Sample 4Bhats523C ! 48 + + + + + PA
Surfaces Swab (food industry) Location 2 087.58 | Escherichia coli Q15T:HY QL 140776 Environmental Sample 45hatsz3°C l 48 + + + + + PA
Swab (food industry) Location 2 087.59 Escherichia coli Q15T:HT QL 140776 Environmental Sample 48hat523°C ! 48 + + + + + PA
Sponge (food indusiry) Location 2 087.60 Escherichia coli Q15T:HT QL 062918.11 Environmental Sample 4BhatS523C ! 14 + + + + + PA
Processed Water (food industry) Location 1 087.61 Escherichia coli Q15T:HT QL 062918.60 Environmental Sample Heat treatment (50 - S5°C for 10-15 min.) 0.58 20 + + + + + PA
E;v;:r:p“::t Processed Water (food industry) Location 2 087.62 Escherichia coli Q15T:HY QL 062918.11 Environmental Sample Heat treatment (50 - S5°C for 10-15 min.) 0.64 14 + + + + + PA
@5 gor Process water Processed Water (food industry) Location 3 087.63 Escherichia coli Q15T:HT QL 062918.11 Environmental Sample Heat treatment (50 - S5°C for 10-15 min.) 0.64 14 + + + + + PA
surfaces) Processed Water (food industry) Location 1 087.64 Escherichia coli Q15THY QL 062918.11 Environmental Sample Heat treatment (50 - S5°C for 10-15 min.) 0.64 14 + + + + + PA
Processed Water (food industry) Location 3 087.65 Escherichia coli Q15T:HT QL 062918.60 Environmental Sample Heat treatment (50 - S5°C for 10-15 min.) 0.58 20 + + + + + PA
Dust (food industry) Location 1 087 66 Escherichia coli Q15T:HT QL 07131862 Environmental Sample 4Bhats5z3C ! 22 + + + + + PA
Dust (food industry) Location 2 087 &7 Escherichia coli Q15T:HT QL 062918.60 Environmental Sample 4Bhats5z3C ] 20 + + + + + PA
Dusts Dust (food industry) Location 2 087.68 Escherichia coli Q15T:HT QL 062918.60 Environmental Sample 4Bhats523C ] 20 + + + + + PA
Dust (food industry) Location 2 08789 Escherichia coli Q15T:HT QL 07131862 Environmental Sample 4Bhats523C ! 22 + + + + + PA
Dust (food industry) Location 1 087.70 Escherichia coli Q15T:HT QL 07131862 Environmental Sample 4Bhats523C ! 2.2 + + + + + PA




ANNEX D: Sensitivity Raw Data- Original Study

Table 3. Sensitivity Raw Data Original Study (Table obtained from original report by ADRIA Développement, Expert Lab)?!

RAW BEEF MEATS (25 g)

Alternative mathod: GDS E.coli 0157:HT Tg

- - B - oy
. e Enrichment: &h at 41.5°C Enrichment: 24h at 41.5°C Enrichment: 8h at 41.5°C
n . Final resuit . + T2h at 2-8°C Final result .
Pryuct (Franch name) Product - Agresment Agresment
aample ! ms Eh ims 24k y M5 on negafive samples 8k . Bh
TT- CT- ] | Confirmaion CT- Final | imstwash | AORSf | PCR Confirmation e
SMAC Chromagar SMAC Chromagar | Result | result SMAT Chromagar result rasult
1888 | carpacoio nadure Carpaceio + + ! ! + + + [ { i + PA + + + FA
1887 | canpaccio nature Carpaccio + + ! ! + + + [l { i + P& + + = FA
1898 | cappaceio nafure Carpaccio =t st =t =1 - - st - - - NA
16899 | Carpaceio nafure Carpaccio st st - + + [l i i + + + i
1703 | Steak hachs 15% MG Ground besf 13% fat + + ! ! # - st - - - WD - - -
AT04 | Sieak hache 15% MG Ground besf 15% fat + + ! ! + + + [ ) i + P& + + +
1705 | Steak hache 15% MG Ground besf 15% fat + + ! ! + + + [ { i + P& + + +
1706 | Steak haché 5% MG Ground besf 3% fat st st - + + [ { i + + + +
AT07 | Fawx-filet Basf trim +[1) +2) + + + [ | i + + + +
AT08 | Rumsteak Basf trim st - - - + + [ { i + + + +
1T08 | smak Basf trim =t - =t - + + [ i i + + + +
1710 | Bavete Baef rim - ry ¥ T T 7 ry " T o
2831 | Tarae 5% MG Tartar 85% fat st - =t - st - MNA
2832 | viande hachee 5% MG Ground keef 3% fa B st E - st - MNA
2833 | vianoe haches 15% MG | Ground beef 15% fat - - - - E NA
2854 | capaccia Carpacoio =i st 51 - st 5t NA
2835 | Capaccio Carpaccio st st st - =t =t NA
2856 | campaccio Carpaccio st =t - st - A&
2857 | Capaccia Carpacoio st 51 - st - NA
2838 | citeck Beef frim st st =t - st - MNA
2850 | Steak hachs 15% MG Ground k=ef 15% fat - - - - NA
3043 | Tarmae de beu’ Beef tartar st - - st =t MNA
3084 | Tamare o2 Dosul Beef fartar st - - st - MNA
Sieak hache surgele Frozen ground beef ; B L
1938 | o me 15% fat * * ! ! + + * ! I + PA + + [ims caphimte) + PR
15ap | Stk haché surgels 53 ;—'n:-aan ground besf 5% R . | | - R R ' / | o PA + R — n
MG at i -
anade boeuf efe | Frozen ground basf
1541 ;?::EG sig 0% fatu + + ! ! + + + ! I | + FA + 4 [ capfumts] +
1542 Z““'"’qﬁd”m Frozen basf balls + + ] ] + + + ! I / + BA + + [imy captmte] +
1545 | Seeak nache Ground beef st B - + + ! ! i + + + (i capfmie] +
1546 | Sieak hache Ground beef st El si - st E NA
1547 | Steak hache Ground keef st =t st - st = MNA
2045 su e de charalas Frozen basf trim st st - + + f f i + + + +
2046 irﬁeﬂ:u‘e eharolais Frozen besf trim st st =t - + + f f i + + + +
2847 | Sieak hache surgels :::_r';mr;'tg reund beef - - + + ! | i + + + +
2848 Sieak qaché 15% MG Frozen ground besf - ~ ~ + +|whar NS capivai R o + +|mPar WS capfuaiz +
surges 15% fat - and regrowih BRI and regrowdh BHI)
Egréné de beeuf 15% Frozen ground besf | | | |
2842 | e surges 15% fat b *® * + ® L L ! + PA + + +
Egrépé ge boeaf 5% MG | Frozen ground besf 5% . ; ; .
2850 surgué fat +g +p + + + J i i + PA + + + Pa
- EMEUE g8 CHarmiais
el . =t 4 - s -
2BR5 s Frozen ksef trm st st st st NA
- Gifteck g chanmiais <t " . 4
2886 s Frozen keef trm st st 5t - st 5t NA




Table 3. Sensitivity Raw Data Original Study- Continued (Table obtained from original report by ADRIA Développement, Expert Lab)*

a

Reference method: 130 16654 *

RAW BEEF MEATS (23 g)

Alternative method: GOS E.coli 0137:HT Tq

Enrichment: 8h at 41.5°C

Enrichment: 24h at 41.5°C

Final result

Enrichment: 8h at 41.5°C
+T2h at 2-8°C

Final result

Fr name) | Produc - t it
sampla Product (French naime) roduct ms Bh ims 24h ) IMZ on negative samples Bh Pgre:emer Eh Agresmen
— = Final | PCR - . = - . MiRef | PCR - . . AltRef
cr- Chramagar| .= | Chomager | Resut | resut Confirmation T | Chromagar| T ash result Confirmation imswash
SMAC B smac : ' SMAC 3 result :
o857 Egriné de boeuf 5% MG | Frozen ground best o ] _ o o NA
surmele F%fat
2888 | Steak hache sumels Frozen ground besf st - - H&
30a9 fliigmw ge o b Frazen ground beef st st 5t - 5t WA
Sieak hache de beeuf 5% | Frozen ground besf 3% ,
E = sugeis fat = B B NA
3 ;T::Eam ae b Frazen ground beef st - - st 5t A
1530 | Sk e Foignon ;Eu“;r; ’;:1’;""*” : ; . I + | s : . I . . PA ; + i capvae] R PA
Steak haché 3 Moignan | Frozen seasonsd
- + + | ] + + + | ] / + + +{im . +
1336 surgeié ground best ! ! A [imen cpiwmt=) FA
1537 fr;xm @ la tomare ;Eﬁz m’;’a"“d + + ' i + + + ' i j £ FA + #[ms EEChromID) * FA
Boulettes de hoeuf
1543 | omateiparmesan Emlllmn s63soned beef + + ! ! + + + ! ! I + F& + +[im= GOSChromiD) + FA
J— . alls
Tl e ;Eu“;z asaned : ; . I PO I : . I ; . PA ; + s capivse) + FA
1700 | carpaceio au pistou Geasoned Carpaccio st - - + + / ! I ¥ + + #
carpaceio huie - | ; | ; |
17 Folvebasiic Geasonsed Carpaccio + + | + + + | + + + #
1702 | carpaceio parmesan Geasoned Carpaccio st st 5t - + + / ! I ¥ + + #
Vianoe nachée . } .
2843 bolognaise Geasonsd ground besf - - + + | + + + *
2844 | carpaceio basilic Geasoned Carpaccio +p +p / ! + + + / ! I ¥ F& + + # FA
2850 | Hache bolognaise Seasoned ground beef st - - WA
2881 | Capacci basilic Seasoned Campacoio st st =t - st =t MNA
2862 [ capaccio agumes Seasoned Carpactio st st e - st e =t HA
2863 | capaccio pamesan Seasoned Carpactio st - - st HA
_ . | s=ak nache cignons Seasoned frozen ground
2 . i =
2864 suge best st st NA
Pave 02 umszak 3 . o
3085 fEctiaiols Seasoned beef tim st - - NA
3086 ;f;fe'f MBS | Seasaned beef tim st - - NA
3087 [ Hache bolognaise Seasoned ground beef st - - HA
Eoueties 08 boe
3088 | tomares pammesan :rcI:;en sezsaned beef st st 5t 5 - st 3 =t NA
surgeiess a




Table 3. Sensitivity Raw Data Original Study- Continued (Table obtained from original report by ADRIA Développement, Expert Lab)*

RAW BEEF MEATS (375 g)
Alternative method: GOS E.coli 015T:-HT Tg
* C n =
. SR E T Enrichmant: 8h at 41.5°C Enrichment: 28h at £1.5°C Enrichment: 8h at 41.5°C
n Franch name) Product - Fo=r Agresment * T2h 3t 2-8°C =3 Agres=ment
aample Prouct (Fre ! ms Eh ims 24k . IM3 on negative samples Bh N Bh
= = Final PCR -~ . = - - AltRef PCR -~ . . AltRef
cr- Chromagar cr- Chromagar | Result | result Confirmation T- Chromagar Final [ result Canfirmation e
SMAC SMAC SMAC result =
2288 | Steak hache fagon Ground beef 15% fat =t - B ® N i I I * + * +
2289 | Hache fradition 15% MG _| Ground besf 15% fat st - - + + { [ i + + + +
2200 | Steak hache 15% MG Growund beef 13% fat st +H3) - - + + + [ [ i + P + + + P&
2201 | Steak hache 5% MG Grownd besf 3% fat +H13} +H 10 + + + + + [ [ i + P + + + P&
2292 | Faux flets Besef rim si st - - - - - - MNA
2203 | Enwecites Beef trim st - - + + ] ! ! * + + =
2204 | Coeur de rumsieak Beaf trim =t B = + + ] [ I + + + +
2205 | Rot de boeut Beaf tim B st - - - - - - -
2206 | Capa oesosse Besf trim st - E - + + { [ / + + + =
+ [=fer regrowth n EHL
22T | Palene Besf trim st st - + + { i i + + ms with capbusie! &
plsiing on CT-SWAC snd chromiD]
# [afimr regrowth in HU
2208 | Gite de bosut Bsaaf trim st st - + + I Il i + + iz i caplivate! +
plafing on CT-SWMAC and cheimiD}
2299 | Bavettes d"loyau Hsef trim s st + + + + + ! [ i + + +H1) +
2300 | Bourguignon Besf trim st - =t - + + { ! ! + + +H1) =
2301 | Steak hache fagon Ground besf = st s . . - . -
2302 | Steak hache 15% MG Grouwnd beef 13% fat st - - + + i ! I + + + +
301 | smack nacné 15% e | Ground beef 15% fat st st - - - - - - -
3002 | Entrecidtes Beef trim st - =t - + + ] ! ! * + + =
3003 | Faux flets Beaf trim st st = + * E’:!::!-.::E 8 Lu'.;:tH'- +M + + + +2) +
3004 | rond oe gie oe beut | Boef trim st st “e +m + - - =t st - - | wp [ - st -
3003 | Rumsteaci Besf trim st - =t - + + ! [ I + + + +
BY Baveie Beef tim st st - - - - NA
BA Dessus de paksme Beef tim =t - - - - - - MA
Ba Baveiie Beef tim st st st - - st - - - NA
a0 Gite ge baeur Beef tim st st st si - - st - - - NA
o1 Fau fkst Beef frim st st =t - - - - - - A
22 | Enmrecies Beef tim st - - - - - - - WA
23 | Pavé o2 umszak Beef tim st st - - - - - WA
G Steak hachs 15% MG Ground beef 15% fat st st - - - - - NA
85 | Haché raditon 15% MC | Ground beef 15% fat st - - - - - - WA
G5 | Steak hachs 15% MG Grownd beef 15% fat st - - - - - NA
i ol e Grounid besf =t - - - - - - Y
- Nt Ground st = - . - - - - NA
2746 | sgréné ge beeuf surgedd | Frozen ground beef + + [} ! + + + ] [ i + EA + 1) + PA
2747 | Egréne de boeuf surgeie | Frozen ground beef s st <t - - - - - - - [
2748 | Egréne de boeuf surgeie | Frozen ground beef + + | ! + - - - - - WD - - - MO
2749 | Egréné de beeuf surgeié | Frozen ground besf st st st - * D / ! | + [ F | + +H2) + [ =0 |
Steak haché 15% MG Frozen ground besf | | | | .
2750 surgesé 15% fat + + ! ! + + + ! i + = + +3) + =1
2751 | Vienne DoUguIgnon | Erozen basf trim st st - - - - - - NA
275y | IR BOUEUETON | Erozen basf trim + + . I * ; ; - - - ND - ND
2753 | Bowleties surgefées Frozen bsef balls s st = + + ] [ i + _ + + + _
. # [afizr rmgrowth in BHI
2734 | Boulettes surgefees Frozen besf balls + + f ! * + + ! i i + PA + fims with capivate/ + FA
plafing on CT-SWMAC and cheimiD}




Table 3. Sensitivity Raw Data Original Study- Continued (Table obtained from original report by ADRIA Développement, Expert Lab)*

RAW BEEF MEATS (373 g)
Altarnative mathod: GDS E.coli 0157:HT Tq

# - - o
, e Enrichment: 8h at 415°C | Enrichment: 24h at 41.5°C Enrichment. £h at 41.5°C
n ) Final result } + 72h at 2-8°C Fimal result .
Product French name) | Product - Agresment Agreement
sample ms Bh ims 2£h . IM3 on negative samples Bh . Bh
— — Final | PCR - . — - 5 HtRef PCR - . . AltRef
CT- Chromagar CT- Chromagar | Resut | resuit Confirmatian CT- Cheomagar Firal | ims+wash Confirmatian ims+wash
EMAL SMAC SMAC result
1755 | Carpeccio surgeié Frozen Carpaccio st st - - - + + I ! i + + +
2758 | carpeceio surgeié Frozen Carpaccio + + i I + + + i ! i + + + BA
757 | Entrecites surgelées | Frozen basf trim * + I I = NI - - ND
# [sfier mgrowth in BHY
2758 | Faux filets surgeiées Frozan basf trim st st - + + I ! I + + ms with caplivatel +
plafing on CT-SMAC =nd cheomil]
2750 | pavés debeeufouge | Frozen beef trim + + [ i + + * [ [ i ¥ PA + + + FA
2760 szdm‘m‘ Frozen besf trim st st - WA
308 | viande hachée surgeiée | Frozen ground besf 1 +p M +m = ¥ + I ! i # FA 1 + + P
T zm””ﬁ“ Frozen basf trim st st - + + I ! i + + + +
3008 | Fauy flets surgeiées | Frozen besf trim +p p + Y + + + [ ! i £ + + +
Sieak hache 20% MG Frozen ground basf ; ;
L o0t mg st - . - + s ! j I . : s +
310 | carpaccin surgeie Frozan basf trim +H2) +3) i il + + + I ! | + PA + + + FA
B4 | Hache raation sugeke | Frozen ground besf st - - - E NA
B5 | wiande hachée surgeise | Frozen ground besf st st - WA
B | Egréné oe boeut sugeie | Frozen ground besf =t st El - El NA
W | Faur fle sunpele Frozen b=ef fim st st st - WA
100 | Eriresdtes surgeiees Frozen keef fim B - - NA
101 | Faux flef surpelé Frozen beef tAm st st st - WA
102 | Enredies surpakbas Frozen keef fim st st - NA
103 | Bavetes surgeiess Frozen beef tim st st st - NA
104 | Eevents surpsicss Frozen keef fAm st st - st st WA
Steak hachs 20% MG Frozen ground besf 20%
105 | el o st - - NA
106 | Egrene de beew? sugeie | Frozen ground besf =t st - NA




Table 3. Sensitivity Raw Data Original Study- Continued (Table obtained from original report by ADRIA Développement, Expert Lab)*

DAIRY PRODUCTS
Alternative method: GOS E.coli 0157-H7 Tg
- L 9 - Ly = - =
. Refarence method: IS0 16654 Enrichment: 2h at 41 ? c Entichment: 24k at 41.5°C Enrichment: &h aE-i‘I.S (]
n . + regrowth 2 h at 375G Final resut . + T2h at 2-8°C Final result .
Prauct (Frengh name) Product - HAgresment Agresment
aample ms Bh ims 24k . M3 on negative samples Bh N Bh
— — Final PCR - . — - _ AltRef FCR - . . Alt'Ref
CT- cT- . Confirmation CT- Final | imstwash Confirmation imstwash
SMAC Chromagar SMAC Chromagar | Result | result SMAC Chromagar rezult result
1577 | Lait cru Raw milk + + ! ! + + + ! ! I + Pa + + + FA
1578 | Lait cru Raw milk + + ] ! + + + [ ! I + Pa + + = FA
1578 | Lait ribat Fermentad milk + + ! ] + + + ! ! I + Pa + + + FA
1580 | Lait ribot Fermentad milk + + 7 / + + + ! ) ! + P + + 4+ FA
1581 | Lait fermenté Fermentad milk + + [ i + ¥ + ! ! ] + P& + + # FA
1853 | Lait cru Raw milk - - - - + + ! ! I + + + #
1854 | Lait fermenté Fermsntad milk =t st - - - st = 5t -
1855 | Lait eru Raw milk + + 7 / + + ! ! i + P + + 4+ P&
1856 | Lait fermenté Fermented milk st st - - + * ! ! ! * + + #
1BST | Lait fermenré Fermientad milk =t st - - + + ! ! ! + + + +
26683 | Lait oru de vache Raw cow milk +md +mad +m + + + I ! I + P& + + + BA
2684 | Lait cru de vache Raw cow milk +md +mal +2 + + + ! ) ! + P + + 4+ FA
2047 | Gros et Fermenied mik st st =t - - st = = - MA
2843 | Lak mmens Fermenied mik st =t - - st = = - A
2044 | Lai nbar Fermenied mik st st - - st = = - MA
2045 | Lai mbor magre Fermenied mik st st =t st - - st = = - MA
2045 | Lai ribor emier Fermenied mik st st =t st - - st = = - A
2047 |Laten Raw mik - - - - st - MA&
2048 | Lakten Raw milk - - - - - = MA
2888 [laien Raw milk - - - - - - A
2650 | Laik e Raw mik - - - - - MA
1848 ua-.nme_; [Aann devache | Pasteurized cow milk st - R 5 & + I I i + + + %+
pastewiza)l chaaas
Munsrer (fait de vache Pasteurizad cow milk - .
1848 pasieurise) chaass - st ) _ ) =t = = )
1850 B.I'HIE:IE brebys [:la:me Pasteurized shesp milk st st o st . N . E ] ; . . N s
hrebis pasteurise) cheaas
g5 | Fromage bleo st Pasteurized milk . : . N . E ] ; . . N s
pastewizé) cheass
Fromage e chévre Mait | Pastsurized goat milk . .
1852 de chévre pasteunsé) | cheess = =t = o # # A
2B5T Cantal .fJ.ar'r e vacihe Pasteurizad cow milk tp +p | ' + " + I I i + PA + + 3 PA
pastewisé) cheass
2658 ;::smm e ¥25he | paw cow milk chesse +p s ! - + * N ' ! j + A . + 2 Pa
zggq | SETNeCHATE JANME | oo cow milk chesss md - - s : - ! j : + N 2
vache pasiewrise) [imelcd -}
2661 | Fées jiait pasteurizé) Raw sheap milk chesss +o +p ! ] + + + ! ! ! + FPa + + # P&
so | Can@l fiai oe vache Pasteurized cow milk . . i
2 - = - - = -
2688 DEEEUTEE] cheese - st = st = A
s | Chaumes gat oz vache | Pastewized cow milk +d .
2 A R - - -
2689 pastewise) cheese 11: indal-) st st NA&
GoUda au cunin (lat g2 | Pastewrized cow milk - . .
2938 | acne pastaurisg) cheese = st = - - st = E = MNA
Tomme noire de brebis | Pasteurized sheep milk - . - .
2939 13 ne reis pazeurizd) | cheese - st = _ ) st = ) A
Saint Meraire (1at ge Pastewrized cow milk .
240 | acne pasteurniss) chaese 3 - - = - st - NA&
2g4q | TOmme de brebis fai de Pastewrized shesp milk st st R . B st . . _ HA&
LYEDis pastewuriss) cheese
1582 |ETEREIERENTE ) v cow milk chesss + . ! - + * . ' I j . PA . + 2 Fa




Table 3. Sensitivity Raw Data Original Study- Continued (Table obtained from original report by ADRIA Développement, Expert Lab)*

DAIRY PRODUCTS
Alternative method: GDSE E.coli 013T:HT Tg
- # - ) = - ) =
. Refarance msthod: 130 16854 Enrichment: &h at -H.f c Envichment: 24h at 41.5°C Enrichment: 8h 3141.5 c
n + regrowth 2 h at 37T°C Final result . + T2h at 2-8°C Final result .
Proguct (French name) Product - Agresment Agresment
sample ms Bh ims 24k . IM3 on negative samples Bh . Bh
— = Final | PCR - : — - - AiRef PCR - : . Alt/Ref
cT- Chromagar CT- Chromagar | Result | resuf Canfirmation CT- Chromagar Final = result Canfirmation e
SMAC : SMAC a ' SMAC &) resut =
1583 [} onnee REENEE | Ravw cow milk chisas + + I I + + + I I j + FA + + 2 FA
1564 |CAMEMOEN [ERENO2 | po cow milk chesas - . + I - . - NA + FPNA
VaChE)
Cirodtin o chavignal {lait B | | | | ;
1383 ey de chévrel Raw goat milk chease + + ! ! + + + ! ! I + FPa + + + PA
Reblochon {lait cru de . | | ;
1386 vachel Raw cow milk chesss - - + + + - + + + -
Beaumant de Savoie - | | I I /
1387 it cru de vache Raw cow milk chesss + + ! ! + + + ! ! I + Fa + + + PA
Comee Tait G o . | | | | .
1388 vachel Raw cow milk chesss + + | / + + + / | | + P& + + + FA
1588 :‘m-__fr fhait eru de Raw cow milk chasas + : i I + + t I i I + PA + + 2 PA
Tome de Savode (Tail e E , , , , |
1380 de vache] Raw cow milk chesss + + | / + + + / | | + P& + + + FA
1501 ;“?;]e"]“""”a“ U | ow goat milk choase N : I I + . . I I ! + FA ‘ . s P
1843 f::nifﬂm it em Raw cow milk chessa - - + + ] ] ] + + + *
1844 | Brie flait cru de vache) | Raw cow milk cheass st - E - st st
- + after &m ims with caplvale! + afier am ims with capivale!
1845 S:n’:"z"m MRCm e o w cowmilk chaess - - + regreaith in SHI ' ' ' + + grouth in EHI 2
plxfng on CT-EMAC idsfing on CT-EMAC
Coulommiers (Tait ¢y e .
1846 vachel Raw cow milk chesss - - NA&
1847 mﬁﬁ‘“ 13 | o aw goat milk chesse * + ! ! + st KD - st ND
2653 wcl..age de cheure (lae Raw goat milk cheese st st =t st - st 5 E NA&
Bethmale (I3t oru de ; . . . . .
2654 vache Raw cow milk chesss +m +med ! ! + + + + Fa + + + PA
Saint Nectaire (1ait cro - r r r r I
2635 de vache] Raw cow milk chesss +m +mal | / + + + + P& + + + FA
s | Gethmale fait cru de — ~ ~
2685 vache) Raw cow milk chesse NA
2666 f‘:c:;.\l.lemare BT | 2w cow milk cheese - - A
2667 | Tomme jjait cru de vache) | Raw cow milk chesse - - NA&
Chewre cremier lai o L o . o -
2633 de chive] Raw goat milk cheess =1 st =t st - st 5 2 NA
2934 f:‘;; Meaus {1310 C2 | 2o cow milk chesse st - st = st st NA
Roqueitet (ai cru de . <4 - 5
2635 frais) Raw sheep mik cheese st st st NA&
2836 ﬁ;:g.;::laavm flat Raw cow milk chesse =i st =i st - st 5 E NA
- | Emmentai (fait cru ge e o+ ~ .
2637 vache) Raw cow milk cheese st st st NA&




Table 3. Sensitivity Raw Data Original Study- Continued (Table obtained from original report by ADRIA Développement, Expert Lab)*

FRUITS AND VEGETABLES
Altsrnative method: GDS E.coli 015T-HT Tg
- * B . Y
. S Enrichmant: &h at 41.5°C Enrichment: 24h at 41 5°G Enrichment: Eh at 41.5°C
n . Final result . + T2h at 2-8°C Fimal result .
Proguct (French name) Product - Agresment Agresment
sampla ms Bh ims 24k . IMS on negative samples 8h N Bh
= = Final PCR -~ . = - _ AltRef PCR -~ . . AltRef
CT- Chramagar cT- Chromagar | Reswt | e Cornfirmation CT- Cheomagar Final | ims+wash — Cornfirmation ims+wash
SMAC : SMAC 9 ' SMAC 99| result °
2447 | M3che Mash si st st st = - st st st - = MA
2802_| mscn= Maszh M M ] T ¥ ¥ ¥ [ [ ] ¥ PA ¥ ¥ = PA
3069 | Mescium Mazclum - - - - - - - - - MA
3070 | Rogueite Salad - - - = - st - - = NA
3071 | mohe Mash smdfmdal 5 | ™ - . - st - - : A
[ imdol -}

3072 | Rogueds Salad - - =t - - - st - - - A
3081 | Hancors plars sueles Frozen flat keans si st st - = - - - - - MA

Chow o Bnmeles Frozen Brussels

7 . =t - - - - 4 -

08z surgRlss calbba - st = = WA
3156 | Roguere Salad - - - - - - - - = MNA
3157 [ mdone Mash +d [NC) - - - - - - - - A
3158 | Batavia Salad - - - = - - - - = NA
3159 | Swerine Salad +d [MC) - - - - - R - - NA

Chowx de Bruveies Frozen Brusasls . . - E E ;
3405 su ig cabbages = st 5 5 - + + ! + + * +
3405 | Duo OF MENCOSPIE | Frogen flatbeana o M | ! + + + ] ! I + + +{ims caplivsbe+regrowth SHI} +
3407 Surpel rondelles Frozen sliced carrots st st 5 2 - + + J I ! + + + +
454 | Epinard fais Spinach st st =t = - - =t - - = | Na ] | ]

JELNES POUSTET | | ;
2440 carsées Baky leaves - - - = + ¥ ! ! + + ¥ +
2433 | Pousses de saja Sprouts - - - - + + - - + + +ims GOE+regrowth BHI) - PPNA
2454 | Pousses affaifa Sprouts +md #+di2) +di1] + - - - - MND: - - - ND

PoOUEEES O Megquenss
2435 At Sprouts - - - - - - - - - MA

Mecciun (jeunss - - ! ! I

Roquete (jeunes . ; E E ;
2800 pousses) Roquetie (kaby leaves) i +m +i2 +m £ + + ! + (21 + + + Pa
3073 | Pousses oe 50@ Soya sprouts - - - - - st - - - A
3074 | Jewnes pousses Saky leaves - - - - - - - - - MA
3075 | Jewnes pousses Baky leaves - - - - - - - - - NA

i Medange de jewnes N .

3160 pousses Saky leaves E - - - - - =t - - MA
3181 | Pousses oe 50@ Soya sprouts - - - - - - - - - A

Melange de feunes | , , , ;
3410 pousses Baby lsaves +md +i2 ! ! + + + ! + P& + + + P&

MERnge de jeunes . . . . .
3411 pousses Baby lsavas +p M I + * * I + (21 + * # Fa
3412 | Pousses de betleraves | Basts baby leaves st - - - - + + ! ! I + _ + + *
3413 | Mélange de pousses Baby lsavas 12 - +mel +112 + + + ! ! I + PA + + +
3414 | Pousses depinands Spinach baby leavea - - - - - - ! - - = NA ! ! =
2456 | Kup ananas Pineapple st st st st - - st st st - - MNA
2457 | Kup pecie Peach st st 5 st - + + ! ] [ + + + *
2458 | Kup verger au jus Fruit mix +o +p { I + + + I I ! + + + +
2458 | Jus dananas Pinneapple juice si st st st - + + [l [ I + + + +
2460 | Jus mum nature Multifruit juice o +p ] + - st ot =t - | wo | - - -
2461 | Jus pomme mangue AppleMango jucs =1 st =t 2 - + + ! ! [ + + ~[+ims capbiaie) +
2T86 | Smoothie fraisebanane Sm'b‘?"""h“"“” st - - - + + J ! I + + + +

smoathie




Table 3. Sensitivity Raw Data Original Study- Continued (Table obtained from original report by ADRIA Développement, Expert Lab)*

FRUITS AND YEGETABLES

a

Refarance method: 130 18854 *

Altsrnative method: GOE E.coli D15T:HT Tg

Enrichment: 8h at 41.5°C

Enrichmant: 24h at 41.5°C

Final result

Enrichmant: 8h at 41.5°C
+Th at 2-8°C

Final result

I B -~ - 4
sampla Froduct {French iame) roduct ms Eh ims 24h i IM3 on negative samples h P.gre:emer. Bh Agreement
— = Final | PCR - ) = - . HMiRef | PCR - ) . AltRef
cr- Chromagar cT- Chromagar | Rlesut | result Confirmation cr- Chromagar Final | imstwash result Canfirmation ims*uash
SMAC B smac 4 ' SMAC 3| resuit §

Smooihie Applebananaion ~ R | | f i comtiemie)
a pommebananekiwi | smoathie i : ) ) ] : frims coptiate) * -
3076 | Fremboises faiches Frash rasghemies st st st st - 5t
07T | Myriiles Blusberries s st =t s - =t =t

Melange de fuils muges L o . o . .
30re surosks Frazen red fruits mix st st st st - st st
3079 | Frambuises surgeites Frozen raspbesties st st st st - 5 5

MElange frulls Exniques e " R :
3080 P Frozen exclic fulls mix =t

Framboizes entiéres - o et i I I
3408 p— Frozen raspberries st st 5 st - + + ! ! + + + -
2408 ﬁ::é:ﬂ morceauy :r;;:;n piaces of pina - . | | a . . ; | . A . a Fa
3416 | Jus de pomme Apple juice B +p ! ! + + + ! ! I + + + PA

Salade itabenne au Pl e | | i
2430 jambon e Deli salad - - ¥ + | + + +
2451 | Salade duo de saumon | Deli salad g M ! ! + + + ! ! | + + + FA
2457 | Salagecampagnarde | Dl zalnd - |:;":f - ¢ N - J - . fims caplivsevregrowth EHI) PRNA
3962 | carones rdpess Sliced carrots =t st st =t - E
3183 | cakd emouiade Rizady to eat calery st - - - -
3184 | Cokesiaw Caleslaw st st =t - 5t -
3183 | Betreaves Beels st st st - - - 5t st
5 | Gaspacho Gazpacho st st 5t st - - ! - - ! - HA
317 | Salade de concombres | Cucumber dali salad +p(T) H1) +hld +hld + + + ! ! | + + + FA
3418 | Caroffes ripées s::;ﬂad sliced o +p ! ! + + + ] ! i + FA + + + A
3418 | Tapous Taboulsh 5t - - + ¥ ! ] j B + = e




Table 3. Sensitivity Raw Data Original Study- Continued (Table obtained from original report by ADRIA Développement, Expert Lab)*

ENVIRONMENTAL SAMPLES

Alternative msethod: GDS E.coli O5T:HT Tg

- - = - =
. T T S Enrichmant: 8h at 41.5°C Enrichment: 24h at 41 5°C Enrichmant. 8h at 41.5°G
" Proguct (Franch name) Product FoTL=T] Agresmeni *72h 212 8°C R Agresment
aampls ’ i - ms Bh ims 24k . IMS on negative samples 8k - : Bh :
= = Final PCR - . = - AitiRef PCR - . . AltRef
cT- Chramagar cT- Chromagar | Result | result Confirmation cT- Chromagar | = reult Confirmation E=—
SMAC SMAC ) SMAC result -
3011 | Lngens Wipe st st st = - - st st - - MA
3042 | Lngeds Wipe st st = = - - - - - - W&
33 | Lingede Wipe st st - - - - st st - NA
3014 | Lingenz ‘Wipe =t st =t - - - - - - = NA
3015 | Lingene Wipe =t st 5 - - - - - - - MA
EL ] Ll:r?gedne!anfe blanche | Wipe (sprout industiry) +m - +m +m + + + I ! I ¥ PA + *P::gr:v;rhhﬂﬂl' " A
mz | rgeTe ransfent | yipg (aprout industry) st - +M +1i2d - - st - - - - NA - st - NA
Limgeire aiefer . . .
485 houcherie 'Wipe [maat industry) St 5t + pad - - st - - - - MA - = NA
Limgedre atefer . i | . B
486 boacherie ‘Wipe [meat industry) +p +p ! ! + - =t - - - - MD - - ND
Lingedte sfelier y - . . . ;
48T boucherie 'Wipe [meat industry) St =t St St - - st st =4 - A |
Limgeite ateker . . = ~ | | |
488 pouchere 'Wipe [meat industry) St 5 St + + ! ! + - + + * -
Limgeire aiefer . . . R R .
430 houcherie ‘Wipe [meat industry) St = St - - st =t =t - A i
Limgete steder . - . . . _ .
490 boacherie ‘Wipe [meat industry) St 5t St St - - st =t =4 MEA |
Limgeme ameder . . | | .
491 boucherie 'Wipe [meat industry) St =t St St - + + ! + + + #
Limgeie ateker . . | | .
492 Doucharie 'Wipe [maat industry) St 5t + md - + + ! + + + +
Limgeite ateker . . . R .
493 houcherie 'Wipe [maat industry) St 5t St St - - st =t - - - “ L -
Limgeme ateder ) . . . .
494 houcherie 'Wipe [maat industry) St 5t St St - + + ! + + + +
Limgeme steder . - o ~ | | .
495 pouchene ‘Wipe [meat industry) St 5t St St + + ! + + + #
Limgeie ateker . . | | . . . .
Li eder . .
do7 | pngee Wipe (meat industry) st st st st - + * i ' j + + * +
Limgete ateder ) . - _ . . .
498 boushere 'Wipe [maat industry) St 5t St St + + ! + + + +
Lii aeder . .
Aol ﬂm'e Wipe [meat industry) St - - - + + i ! ! + + + +
Limgeite atedier . . | | .
S00 Dowcharie 'Wipe [maat industry) 5t 5t St St - + + I + + + #
Limgeite atefer ) . - . . .
30 Doucharie ‘Wipse [meat industry) 5t Pl tp +p & + + ! + B& + + + =
Limgete ateder . . - . ]
202 bouchere 'Wipe [meat industry) St 5 St St - - st st - - MA
Limgete ateder . . | ; }
303 Boucherie ‘Wipe [meat industry) St 5t St St - + + ! + + + #
Limgeire atefer . . i i i
S04 Dodcharie 'Wipe [meat industry) St 5t St - + + L + + + +
F05 | Lingese arsiier bouchere | Wipe [meat ndusiry) - - - - - - - - - NA
S06 .'Jr.glese _an_aﬂ:-r:,cmﬁem 'Wipe [meat ndusiry) st - - - st =t - - - A
japras gesinfaebon|
307 | Lingese arefier bowcherie | Wipe [meat mdusiry) st st - - - - - - - = NA
Lingette areder bowchems |, . N
508 [apres osinkecion) ‘Wipe [meat industry) = st - - - - - - - = NA
308 | Lingese arsiier bouchee | Wipe [meat mdusiry) =t st - - - - - - - - - MNA
10 | Lingese arsiier boucheriz | Wipe [meat indusiry) st st st st - - st st =t = WA




Table 3. Sensitivity Raw Data Original Study- Continued (Table obtained from original report by ADRIA Développement, Expert Lab)*

ENVIRONMENTAL SAMPLES

Alternative method: GDS E.coli 013T:HT Tg
e . r - =
. S R IR Enrichment: £h at 41.5°C Enrichment: 24h at 41.5°C Enrichmant: 8h at 41.3°C
n . Final result . + T2h at 2-8°C Fimal rasult "
Product (French name) Product - Agresment Agresment
aample ms Bh ims 24k . IM3 on negafive samples 8h N Bh
— — Final PCR - y = - _ AltRef PCR - y . Alt'Ref
CT- Chromagar cr- Chromagar | Result | result Confirmation CT- Chromagar Final =1 result Confirmation =
SMAC ¢ SMAC 9 ' SMAC 9| result ®
511 | Lingese arsier bouchere | Wipe [meat indusiry) =t +mad - #+mel - - - - - NA
512 | uingese arsiier bouchere | Wipe [meat industry) st st =t st - st st st - MA&
Proceas water (aprout I I ' I i + afier regeowth in BHY
=T Eau e forage industry] +p +p i ! + + + / ! | + Pa + == + Pl
338 | Eaw oe lavage ;'_Irdu::;:]watsr (zprout +p +M ) ) + + + ] ) i * P& + 1+ * P&
350 Eau de ringage ::I'_Irdu::tar;]water{spmu‘t 5t = - st - - i
e Proceas water (aprout I i i 4+ efier regrowth in BHY
A60 | Eaw oirrigation industry] St St 5t - + + / ! i + + cleing on CT-EMAC +
383 | Esw ririgation ;’:::;:]‘”m”’pmm 5t st 5t - = - - I
384 | Eaw oe forage ::‘_Irg::;:]watar{apml.rt +p +p ) ) + + + ] ) i + +1 1+ * P&
Eaw e process powsses | Process water (sprout . _ - . . R
a3 de soja industry] St St St st =t =t
P r
513 | Eaw bac achaudage nrd::::?s:llwa'.e (meat st st =t st - st =t st -
514 | Eaw hac schaudags :?:::;.IHE' (meat st st st st - st st =t -
P - 5 -
515 | Eaw bac ampon Episuse n’:::;:.lwe (meat +2d +ma +mel - + * ’";"n‘!':"’;'" e + + + + * ‘""_"‘:’ wish capfusie + -
516 Eau cuve ge sang :?E:;:,IWEP (meat =1 - =t - - - -
P r
517 Eau cuve de sang nrd::::?s:llwa'.e (meat st - +2d - st - -
Eay ge process Proceas water - . . | . ; + mRar ragrowt capbeis in BHI
02 (vepataux) {vegetables industry) - st = * i ) ) ) * * plating on Cheomagar *
Eaw de process Procsas water <+ " ~ | | P
03 [wigétau) {vegstablss industry) - st = * - i : i * * * *
Eau e process Process water - N o ~ E . ; + ofer regrowks cepleie in BHIY
804 | ivigéraun) (vegetables industry) i =t = s * - ! ! ! * * e *
805 | Eaw bac éhavdage ;'_Irdu::;:]watar{mat +g +p i ! + " + i ! i - + & * Py
A50 Dechet poudre de lait Dusts (dairy industry) =t =2 +p +p + - = B g + - B st - ND
331 Poussiers Duats (dainy mduatry) +p +p ] ] + + + [ ] ¥ + + + + PA
352 | Powssiére Duats (dainy induatry) St St - - + + [ ] [ + + + +
353 | Powssiere Duats (dainy nduatry) St St +m - - + + [ [} [ + + + +
354 | Poussiére Duats (aprout indusatry) +p +p ) ! + + { [ [ + + + + Pa
355 | Poussiére Duats (aprout indusatry) St St St St - - st st st - - ) {
3568 | Poussiére Duats (aprout indusatry) St St St St - st st - - )
385 | Déchets Ngne soja ';:::l:[?y(]apmm + mel - - + ':‘;’gm" M +M + + - - - NA
273 Déchers vegalaux Wastes (sprout
préparation industry) - B B 3 - 3
74 DECl’HHS vegelaux Wasatss (sprout _ . - - - -
cORMionmement industry)
gog g::_;m po e Wasts (soya) +1d - - + + i ) i + + + +
807 ;;“‘5 pousses de Wasts (soya) +md +mad +i2 iz + + £ ! I i + + + + FA

!MicroVal Study 2015LR49 Methods Comparison Study Report, “1SO 16140-2 validation study of the GDS E. coli 0157:H7 Tq detection Kit for the detection of E. coli 0157:H7 in raw beef meats
(with 25g and 375g sampling), fruits & vegetables (with 25g sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revisionl, December 29,

2016. ADRIA DEVELOPPEMENT.



ANNEX E: Relative Detection Level (RLOD) Raw Data- Original Study

Table 4. RLOD Data Original Study (Table obtained from original report by ADRIA Développement, Expert Lab)?

Matrix : Ground beef 5% fat

Strain : Escherichia coli 0157-H7 MK41242

Aerobic mesophilic flora: 600 CFUg

. Inoculation IS0 16654° GOS E coli 0157-HT 1q
s.alrjlrple Level | level T Imﬂiqm T T e Eﬁhm agar Final | Mumber posiive | PCR C{';ggﬁ_“':" C{-;g;r&?_t-:-' Final | Mumber positive
(cwzample) | cyia 0157 omac | opsy | Result | samplesTol | result | g gieec | pangqsec | MESMt | samplesTToml
233 ot st - - . . N
23 £t i - .
2345 0 0 gt af af o5 R - o5
2348 gt st - - N
el gl sl - -
PEETS i - < n -
+ 2 colon

2% : . - | crsmag * -
] of - + = m
2397 +o +p T - -
23@ et - + = +
23599 +p 5 T : : m
2400 &l - . -
2401 - - - -
2402 o _ T . "
243 Low 1.0 &t - 10720 - - 120
2404 et - + = +
2405 +p +p ¥ + : ;
prC +0 =N . - -
2407 = - -
L] +n +p . -
o] ) +p r -
2410 o +p + -
2411 +n M T -
2412 ) +M + - -
2413 o +M + - -
yZ5ES I M ¥ : -
2415 +o M r + " T
pL§[3 High 25 5 M ¥ 55 ¥ T . AL
217 o M T y = m
2418 o =M T T " T




Table 4. RLOD Data Original Study-Continued (Table obtained from original report by ADRIA Développement, Expert Lab)*
Matrix : Beef trim

Strain : Escherichia coli O15T-H7 670 T
Aerobic mesophilic flora : 2.3.104 cfulg

. IS0 16654 * GDOS E_coli 0157-HT Tg
noculation ime & 24h Confirmation | Confrmation
N® cample | Lews r e T ime Chvomagar | CT- mﬂhmrr-agar Final | Mumber positve | PCR result result Final | Number positive
{chu'3754) SMA 0157 SMAD 157 Result | samplesiTotal | result | o ivon | gupaqcep | TESull | samplesiTots

2BES et - - - - gt -
2870 et - - . -
2871 0 i et - - - - 05 et - (111
2872 &t st &t - - - -
2873 gl gt - - gl - -
2878 gl - - - + + +
2877 el - gt - - g - -
2978 ot gt = - - + = +
2579 gl - - - -
2880 gl - - + +
2081 et - - - + +
20982 +Ho +M ! ! + + +
2983 &t - +i +m + g -
2054 e - - - g - -

C - -
gggg Low 08 . _ = - - 420 - - t 20
2887 + +p I + + +
2888 +p - I + + +
25RS gl st - - g -
2550 gt gt - - gt -
2551 et - - - g - -
2852 £t gt - - + + +
258593 £t gt - - g -
2854 gl gt - - gl -
2885 gl - - - gl - -
2908 &l +Md +md + + + +
2887 el - - - @ -
2558 High 20 gl +Ho +M + 45 gl - 25
2055 gl - +Ho +M + . - .
3000 &t gt o +M + + + +




Table 4. RLOD Data Original Study-Continued (Table obtained from original report by ADRIA Développement, Expert Lab)*

Matrix - Raw milk
Strain : Eschenchia coli O157:HT R339

Aerobic mesophilic flora 5 6.10° cfulg

150 16654* GDS E_coli 0157-HT Tq
Inoculason ims 6h ims 24h Confrmaton
W® zarmpls Leved leved T E"c-'na =T T Chromaae Final | Mumber positive | PCR Confirmation recit b Fimal | Mumber positive
[ciw25g) SMAC 0 15? SEMS m:Fga Result | samplesTotal | result | result-Bh 41 5°C ;1 5o result | zamplesTotal
908 - — - - - B
Ja0a - - - -
3210 0 ] - - 17 - - 1Y
211 - - - -
212 - - - - -
3213 +Hnd #mwd - - - - - -
814 2 HT HM il i + + ¥
215 - - - -
1216 +1d - - - - -
217 - +md - + + +
218 - - - - + + :
3813 +Ti Hm L - -
3220 +m M - . _ _
M +mid - - - - + + +
i L gl Hid HI il + . + + + -
3503 ow na - - - - - Y20 - - - 1020
354 gl gl ! + + + +
25 - - - -
3526 - - - - - -
3 Hm HM + + + +
3928 Salll +Hm + - - -
308 gl gl + + + +
3830 il HT T + + =
k) gl Hid HI il + + + +
32 Hnid #md - - - - -
3833 gl +M T + + =
934 +M - + + ¥
35 High 20 +12 HM 45 - - - 45
338 Hm HM + + +
837 +172 Hm + + +




Table 4. RLOD Data Original Study-Continued (Table obtained from original report by ADRIA Développement, Expert Lab)*

Matrix - Spinach
Strain : Escherichia coli 0157-HT AA18-3
Aerobic mezophilic flora - 2.3 108 clulg (2623-2657): 6.2 107 chulg (2908-2912)

i 150 16654* GDS Ecoli 0157-HT Tq
nioculation s &h 24h Confrmation
N® cample Level ovel 0T m:hmrr.a T ot m"hmrr'a - Final | MNumber positive | PCR Confirmation resuit.Jh Final resuit MNumber posifive
(eh25g) | oo | 015?3 amac | 015:? Result | samplesTotzl | result | result-8h 415°C 4150 samplesTotal

2623 Hmd +md +md +i[1] - - -

el +Hmd +med - - - B N N

2625 0 0 - - - 0% + - - 111
2626 - +Hi[7) - - -

2827 - - - - - - -

2678 +Z HM +mnd HilZ) - - -

] +M H +p +M + - -

2630 +M H +112 +Mm + - - -

LR +M HII +H HT + + + ] +

2832 +M H - - - - - -

2633 +m HM - - - - - -

J6H M HN B - - r ry T T

2835 +M HII +d HT + - - -

ZJbib +M HM +11d +m + - - -

2637 +i2 HM +ped + + - + + +

TR Low 05 et A7 - - - 7120 — " < 820
2639 +m H - - - - -

2840 palll HII - - + + +

2641 ) HM +[Z) - + + +

2Ll +m H - - - - -

26843 M HM _ - T - "

Zed +m HM - - N N -

2645 +1) HT| - (1] - - - -

] +M +112 +i +i2 + + + +

Pt 17 +17Z - - - - - -

2646 - - - - + + +

el - +ed - - - - - -

Zbol) High 13 +M HT +M +12 + 215 + + ] + s
2651 + pall +M + + + + +

2652 - +med - - - - - -

2908 +M HM ' + + + ] +

2504 +M HII + + + +

2410 High 46 +M HTI + 55 + + + 5%
2911 +M palil + + + +

2912 +hl HTl + + + +




Table 4. RLOD Data Original Study-Continued (Table obtained from original report by ADRIA Développement, Expert Lab)*

Matrix : Process water
Strain : Eschenichia coli O157-H7 BATT
Aezrobic mesophilic flora - 620 CFUIg

I fic 190 16654° GDS Ecoli O157-HT
. nacuEtion ims Bh ims 24h — . - - . Confirmation -
MN* zample Level ievel o7 Theomagar | GT Chromager Final | Mumber positve | PCR Confirmation resuit-24h Final | Mumber positive
125 - - < _fh 41 5® - |
[chui25g]) SMAC 0157 SMAC 15T Result samplesTotal result | resuli-Bh 41 5°C a1 5°0 result sampbesiTotal

2800 st st =t st - - st st

0| st st st et - - = =

a0z 0 0 st st st et - s - st st 05
3303 st st st et - - = =

Ja04 st st st et - - st st

3305 et ot st et - - = =

306 st st st et - st st

3307 et ot st et + +p / £

Jana st st =t st - + +p +

3309 et st st et + o | £

3810 st st =t st - - st st

E-hR] st et st ef - + +p [ £

3312 st st st et - - = =

13 st &t st et - - gt gt

3814 st st st et - . - = =

315 Low 09 st et st st 20 - st st 1z
3816 st st =t st + +p ] +

3817 st st =t st + +p +

3318 st = § st et + +p +

3814 st st st st + +p [ +

B0 st = § st et - gt et

BN st st =t st + +p [ +

] st et st ef - et et

3823 +p Hp ! ! + + +p [ +

B4 st et st ef + +p £

3825 st st st st + +p +

1826 st et st ef - + +p £

3827 Hight 23 st st =t st - s + +p + 45
324 st st =t st + +p [ +

3329 st st st = § - st st

MicroVval Study 2015LR49 Methods Comparison Study Report, “ISO 16140-2 validation study of the GDS E. coli 0157:H7 Tq detection Kit for the detection of E. coli O157:H7 in raw beef meats
(with 25g and 375g sampling), fruits & vegetables (with 25g sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revisionl, December 29,
2016. ADRIA DEVELOPPEMENT.



ANNEX F: Inclusivity and Exclusivity Raw Data- Original Study

Table 5. Inclusivity Raw Data Original Study (Table obtained from original report by ADRIA
Développement, Expert Lab)*

mEHEC &h at 41.5°C
N Strain Origin Inoculation PCR Confirmation
level {cfuimi) result | CT.SMAC Latex
(O157H7T)

Escherichiz cofik | 0157 H7 | Ad 485 Ground besf 5 + + +
2 |Escherichizcoli | 0157 HT | Ad4BS Ground besf 3 + + +
3 |Escherichiazcoli | 0157 HT | Ad4ET Ground besf % + + +
4 |Escherichizcoli | 0157 HT | Ag483 Ground besf 7 + + +
5 |Escherichizcoli | 0157 HT | Ad48S Ground besf 3 + + +
& |Escherichiacof | 0157V H7 | Ad 552 Slaughterhouse 8 £ + £
7 | Escherichizcoli | 0157 H7 | Ad 553 Shughterhouse 11 + + +
8 |Escherichia coli | O157HT | Ad 554 Shughterhouse 7 + + +
9 |Escherichiacoll | O157VHT | Ad5ES Shughterhouse 11 £ + =
10 | Escherichia coli | D157 HY | Ad b6 Water purification 13 s + =
11 | Escherichiz coli | O157VHY | Ad 55T Water purification 10 £ + =
12 | Escherichia coli | D157 HY | Ad 5b8 Water purification 6 s + =
13 |Escherichiacoli [ 0157 HY | Ad 558 Ground besf 13 + + +
14 |Escherichia coi [ 0157 HT | Ad 560 Ground besf 3 + + +
15 |Escherichiacoli [ O157HT | Ad 561 Ground besf 11 + + +
16 |Eschenchiacoli [ O157HY | Ad 562 Ground besf 1 + + +
17 |Eschenchiacoli [ 0157 HY | Ad 563 Ground besf 14 + + +
18 |Eschenchiacoli [ O157HY | Ad 564 Ground besf 12 + + +
19 |Eschenchiacoli [ 0157 HY | Ad 565 Ground besf 5 + + +
20 |Escherichizcoli | 0157 H7 | Ad 566 Ground besf & + + +
21 | Escherichiz coi | O157HY | Ad 56T Slaughterhouse 5 + + +
22 |Escherichia cofi | 0157V HT | Ad 568 Shughterhouse 3 £ + =
23 |Escherichia cofi | 0157V HT | Ad 569 Slaughterhouse 3 £ + =
24 |Escherichia coff | 0157V HT | AdSTO Shughterhouse 7 £ + =
25 |Eschenichiacoli | O157HY | Ad5T1 Feces 10 + + +
26 |Escherichizcoli | 0157H7 [AdST2 Fecas 7 + + +
27 |Escherichizcoli [ O157H7 [AdST3 Fecas 18 + + +
28 |Escherichiacoli [ O157H7 |AdST4 Feces 13 + + +
29 |Eschenichiacoli | 0157 HY | AdSTS Feces 5 + + +
30 |Escherichiacoli | 0157 H7 | AdSTE Feces 5 + + +
M |Eschenchiacoli | 0157 HY |ADSTT Feces 10 + + +
32 |Eschenchiacoli | 0157 H7 |AdSTB Feces 4 + + +
33 |Escherichizcoli | 0157H7 |AdSTS Fecas 14 + + +
3 |Escherichizcoli | O157H7 | Ad 580 Fecas 29 + + +
35 |Escherichiacoli [ O157H7 | Ad 581 Feces 2 + + +
36 |Escherichizcoli | O157H7 | Ad 582 Fecas B + + +




Table 5. Inclusivity Raw Data Original Study- Continued (Table obtained from original report by
ADRIA Développement, Expert Lab)*

mEHEC Bh at 41 5°C
N Strain Origin Inoculation PCR Confirmation
evel (efuimi) |~ [ ] e

(0157H7)
37 |Escherichiacoli | O157HT | A4 563 Ground best 8 " . N
38 |Escherichiacoli | O157HT | Ad 564 Ground best 8 " . :
39 |Escherichiacoli | O157HT | A4 565 Ground best 7 " . :
40 |Escherichiacoli | O157HT | Ad 566 Ground best s N . :
41 |Escherichiacoli | O157HT | Ad 567 Ground best 7 " . :
42 |Escherichiacoli | O157HT | Ad 568 Ground besf 5 + + R
43 |Escherichiacoli | Q157HT | Ad 568 Ground besf 1 + + R
44 |Escherichiacoli | O157HT | A4590 Ground beet B R + R
45 |Escherichiacoli | O157HT | Ad 591 Ground beet 5 R + R
46 |Escherichiacoli | Q157HT | EF190 Feces 5 N ; :
47 |Escherichiacoli | O15THT | Ad 922 Grund et & R . .
48 |Escherichiacoli | D15THT &Eé?:jggsm Clinical 3 R . .
48 |Escherichiacoli | O15THT |ATCC 43888 |/ 1 R . R
50 |Escherichiacoli | O15THT | ATCC 700728 |/ 7 R . :

MicroVal Study 2015LR49 Methods Comparison Study Report, “ISO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli 0157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 25g
sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,
December 29, 2016. ADRIA DEVELOPPEMENT.



Table 6. Exclusivity Raw Data Original Study (Table obtained from original report by ADRIA
Développement, Expert Lab)*

. BPW 20h al 37°C
Inoculation Confirmation

N Strain Origin evel | PCR —

(cfum) | result | CT-SMAC | * 77
1 | Ctrobacter freundii 25 Erozen raw spinach 44105
2 | Escherichia coli | 0104421 | Ad516 Clinical origin (USA) 53105
3 | Escherichia ealil | 011112 | Ad513 Clinical origin {UK) 51105
4 |Escherichiacoli | 0111H21 | Ad 508 Clinical origin (USA) 30105
5 | Escherichia coll | 011128 | Ad 511 Clinical origin (USA) 53105
6 | Escherichia coli | 012746 | Ad520 Clinical origin {UK) 47105
7 | Escherichia coil | 012812 | Ads12 Clinical origin [USA) 56105
8 | Escherichia coll | 012817 | Ad 514 Clinical origin [USA) 56105
9 | Escherichia colil | 0157 Ad525 Feces 49105
10 | Escherichia coll | 0157 Ad527 Chnical 42105
11 | Escherichia coli | 0157 +- Ad 535 56105
12 | Escherichia coli | 0157143 | Ad517 51105
13 | Escherichia coil | 018117 | Ads2 Clinical origin 46105
14 | Escherichia coll | 026:H11 Ad 510 Clinical origin (USA) 51105
15 | Escherichia coll | 03:H2 Ad 504 Clinical origin (Chil) 42105
16 | Escherichia coli | O44:H18 | Ad 512 Clinical origin (Peru) 51105
17 | Escherichia coll | 055:6 Ad 521 Clinical origin (USA) 56105

Escherichia coli | 055:H7 Ad 518 Céinical origin (S Lanka) | 5.110s " )
{eorbitnl +)

19 | Escherichia coll | 06:H10 Ad 507 Chinical origin (Sweden) | 5610
20 | Escherichia coli | 08:H8 Ad 506 Human 39105
21 | Escherichia eoli | 078:H1% ATCE 35401 37105
2 | Escherichia eoli | 078:#80H12 | ATCC 43896 | Human 56105
73 | Eschenichia coli | OBEH43 | Ad 508 ?;;ﬁa:ﬁ;m] 49105
24 | Escherichia coli | 0%2H33 | Ad 503 Clinical origin (Mexico) 53105
75 | Escherichia vulneris 127 Raw milk 64105
26 | Hafnia alvei 83 Bakery 52105
27 | Salmonelia Landau Addaq Food product 20108
28 | Salmonefia Stemhauze | AdSO0 Food product 2.310=
2 | Salmonella Urbana Ad501 =0od product 41105
30 | Salmonelta Wayne Ad502 “ood product 29105

MicroVal Study 2015LR49 Methods Comparison Study Report, “1SO 16140-2 validation study of the GDS E. coli 0157:H7 Tq

detection Kit for the detection of E. coli 0157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 25g

sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,
December 29, 2016. ADRIA DEVELOPPEMENT.




ANNEX G: Inter-Laboratory Study Raw Data- Original Report

Table 7. List of Collaborators (Table obtained from original report by ADRIA Développement,
Expert Lab)?!

Number of
Laboratori C Ad
ratories ountry regse collaborators

Boulevard du 13 Juin 1944

Actali F 2

2l rance 14310 Villers-Bocage

8 Avenue du Pays de Caen

Agrocal France Site Normandial 1
14460 Colombelles
Rue des Artisans

Aveyron Labo France Z4 Bel Air- BP 3118 1
12031 Rodez Cedex 9
Station Road, Chipping Campden,

Campd UK 2

ampeen Gloucester, UK GL55 6LD

ZAC de Kerdroniou

Labexia France 26Bis Rue Marcel Paul 1
29000 Quimper

. 1 avenue Bourgelat
Laboratoire de réfé L F 1
atoire de référence Lyon rance 69280 Marcy IEtolle

23, rue Auguste Grandin

LILANO F 1

fance 50008 Saint L6 Cedex

161 Avenue Winston Churchill

LVD 24 France 24660 Coulounieix Chamiers cedex 2
Rue du Dr Rousseau

Merieux Nutri-sciences, Mervlle France Z1 du Petit Pacault 2
53660 Merville
Antonie van Leeuwenhoeklaan 9

BRIV Netherlands 3721 MA Bilthoven 1
The Netherlands

MicroVval Study 2015LR49 Methods Comparison Study Report, “ISO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli O157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 25g
sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,
December 29, 2016. ADRIA DEVELOPPEMENT.



Table 8. Temperature Registered During Sample Transport and Storage (Table obtained from

original report by ADRIA Développement, Expert Lab)?*

23105/2016 10:57:0 23/05!2016 11:42:0
m 31/05/2016 15:42:0| 25/05/2016 23:57:0
Maximum 41.9°C 419°C
Minimum 0'Cc 0°C
‘Moyenne 17.11°C 6.56°C

as

28

2360 ZTIDNE 2V0ENE IV 2BCE 24016 JADNE JOSNE

230608 2308 NS 246 200916 24056
120000 10000 TEON00 1EI0:0 200000 220000 CUOK00 G200 S4:0000 OROI00 DROVI0 100098 120000 143000 160000

Démarrage si Alarme : Non
Compte a rebours : 120
Fréquence de mesure : 15 Mins

Niveau Alarme Haute : 8,0°C
Temporisation Haute : 0

=

Information sur la mission : = — =2
[ [ 23/05/2016 10:59:0| 23/05/2016 11:44:0
AT | 31/05/2016 15:44:0| 25/05/2016 23:44:0
) = 39.8°C 39.8°C
| 15°C 1.5°C
2 T 17.65°C 7.51°C

Démarrage si Alarme : Non
Compte a rebours : 120
Fréquence de mesure : 15 Mins

Niveau Alarme Haute : 8,0°C
Temporisation Haute : 0

!MicroVal Study 2015LR49 Methods Comparison Study Report, “

230816 N0 WOING TWDENE W06 JOUIE OUIE J4BTIE 2B JUDANE JW0ENE 2U0UIE JOUNE 2400
120000 »uuo TE00:00 180000 200000 2209.00 00:0099 020090 S4VR00 DEHN00 IKDE00 10.00.00 120000 143800 IE00CO 180800

1ISO 16140-2 validation study of the GDS E. coli 0157:H7 Tq

detection Kit for the detection of E. coli O157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 25g

sampling), dairy products (with 25g sampling), and environmental
December 29, 2016. ADRIA DEVELOPPEMENT.

samples (with 25g sampling or surface)”, Revisionl,



Table 8. Temperature Registered During Sample Transport and Storage- Continued (Table
obtained from original report by ADRIA Développement, Expert Lab)*

23!05/2016 11:00:0 23/05/2016 11:30:0
Hn 31/05/2016 15:30:0| 24/05/2016 20:00:0.
Maximum 40.5°C 405°C
Minimum 0.1°C 0.1°C
Moyenne 19.60°C 11.99°C

i R S RGN R o | R, - R TN T - R R

ZAONIE 2VDHE 2MSHE 230SE 2MOSNE 26 ZUDSHE JUESNG 2VISHNG 2UDSNG  230SM6 2UBSAG V16 2UDVI6 200516 2U0LI6 24016 240516 240W16
120300 130000 140000 150300 I6U000 (740.00 IE0O0 190800 206000 210900 220000 239000 009000 unnn uwuu 030080 040200 050009 060200 070000 950050 09:0000

Démarrage sl Alarme ; Nen

Compte 2 rebours : 120 Niveau Alarme Haute : 8,0°C Niveau Alarme Basse : 0,0°C
Fréquence de mesure ! 15 Mins Temporisation Haute : 0 Temporisation Basse : 0

Information sur la mission : Lab C1

4 23/05/2016 11 0! :0] 23!05/2016 1201 0
,- 31/05/2016 15:31:0 24/05/2016 22:01:0

29 416°C 41.6°C
~ Minimum | 0.5°C 0.5°C
. Mo | 16.92°C 13.15°C

ZUOEE 2MSHE TUOS/IE MG UDVIE 2WSHE 23916 ZSHE 2916 2306 22USNE ZNUSNE QUBLHE 2WDNHE UDSNG 24NS6 200816 240516 ZUUSHE MAST6 20DUIE 240MNE 24USTE 240N
20000 1300.00 140000 1500.00 60020 170000 1£00.00 1900.00 206:00 210800 220000 230000 00SK00 01:0800 020000 03000 040000 $5:0060 J600HD 70000 QE00D0 090000 10:0080 11:0990

Démarrage siAlarme:  Non
Compte & rebours : 120 Niveau Alarme Haute : 8,0°C Niveau Alarme Basse : 0,0°C
Fréquence de mesure : 15 Mins Temporisation Haute : 0 Temporisation Basse : 0

!MicroVal Study 2015LR49 Methods Comparison Study Report, “1SO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli 0157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 25¢g
sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,
December 29, 2016. ADRIA DEVELOPPEMENT.



Table 8. Temperature Registered During Sample Transport and Storage- Continued (Table
obtained from original report by ADRIA Développement, Expert Lab)*

BN [ Wission | FensteZoom | i
[ out | 23/05/2016 11:02:0| 23/05/2016 12:02:0
?"g;'__ - | 31/05/2016 15:47:0| 24/05/2016 22:32:0!
mun 422'C 422°C
3 1.2°C 1.2°C
. Moyenne 17.12°C 12.64°C

22018 ZUGE RGN0 2UENE 2N ZWOWIG6 IVENE 0MVIE JNOVIE D06 TVINIE ZVEUIE JNOUIE JNOUIE JAOINE JA0SNE 200010 2406E JUBUNE 24OMIE MOMIE 2W0LIE 24058 JDNE 24086
120000 130000 140000 150090 0000 170000 1R0R00 12200 200000 210000 220000 IX0X00 CX0DC0 910000 S20C0 GACON0 D0 OS000C CEOOD0 SPOGDO OBOX0N OX0000 1LH00 110000 129000

Démarrage si Alarme : Non
Compte & rebours : 120 Niveau Alarme Haute : 8,0°C Niveau Alarme Basse : 0,0°C
Fréquence de mesure : 15 Mins Temporisation Haute : 0 Temporisation Basse : 0

’ | |

Frm— : [ Mission | _Fanate =0
| Début | 23/05/2016 11:03:0| 23/05/2016 11:48:0
31/05/2016 15:48:0| 25/05/2016 18:18:0|
m 426°C 426°C
mun -1.1°C -1.1°C
n 17.79°C 8.06°C

20 DOUE DOWIE VN6 DAEE DOI6 MOUE UOUIE MOUIE BLIE MOUE UG MOVW
120000 149000 (K000 80000 00000 220600 00000 020000 ORN 080020 (00 16090 120000

Démarrage si Alarme : Non

Compte & rebours : 120 Niveau Alarme Haute : 8,0°C Niveau Alarme Basse : 0,0°C
Fréquence de mesure : 15 Mins Temporisation Haute : 0 Temporisation Basse : 0

!MicroVal Study 2015LR49 Methods Comparison Study Report, “1SO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli 0157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 25g
sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,
December 29, 2016. ADRIA DEVELOPPEMENT.



Table 8. Temperature Registered During Sample Transport and Storage- Continued (Table
obtained from original report by ADRIA Développement, Expert Lab)*

msnow 11:04:0 zalosrzow 11:49.0
Hn 31/05/2016 15:49:0| 25/05/2016 19:19:0
Maximum 42°C 42°C
Minimum 1.1°C 1.1°C
Moyenne 16.91°C 8.85'C

240814

BN IWENE 2OUNE 23OWNE AU 23066 WDUIE JTENE OEIE OGS OGNS 20508
IZ000 149000 HS000 1R000) 209000 220000 00000 JZ00SA OAC0E0 SRINMO GRN00 10X00 120040 4000 160000

Démarrage si Alarme : Non
Comple a rebours : 120 Niveau Alarme Haute : 8,0°C Niveau Alarme Basse : 0,0°C

Fréquence de mesure : 15 Mins Temporisation Haute : 0 Temporisation Basse : 0

7230512016 11:05:0| 23/05/2016 12:05:0
31/05/2016 15:35:0| 25/05/2016 20200

Moo m 422°C
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8.52°C
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l:.:a um &u.mmnm-wu uuumnﬂumﬂnu 120090 149000 180000 ma.‘o 220090 060200 020000 €000 (S90S 0BDAT0 109000

Démarrage si Alame ; Non
Compte a rebours : 120
Fréquence de mesure : 15 Mins

Niveau Alarme Basse : 0,0°C
Temporisation Basse : 0

Niveau Alarme Haute : 8,0°C
Temporisation Haute : 0

!MicroVal Study 2015LR49 Methods Comparison Study Report, “1SO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli O157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 25g
sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,

December 29, 2016. ADRIA DEVELOPPEMENT.



Table 8. Temperature Registered During Sample Transport and Storage- Continued (Table
obtained from original report by ADRIA Développement, Expert Lab)*

z:wsrzmaﬂ :06:0 23/050016 2060]|
m 31/05/2016 15:51:0| 24/05/2016 21:21:0
Maximum 422°C 42.2°C
Minimum 1.1°C 1.1°C
Moyenne 19.75°C 11.76°C

120000 130000 0000 150000 B0N00 170000 180000 Ml. W00 0000 220000 VNN 00N00 VR0 u' EX0000 040000 050000 m 070000 080000 R0000 m nae
Démarrage si Alarme : Non
Compte 2 rebours : 120 Niveau Alarme Haute : 8,0°C Niveau Alarme Basse : 0,0°C
Fréquence de mesure : 15 Mins Temporisation Haute : 0 Temporisation Basse : 0

i | 23/05/2016 11:07:0| 23/05/2016 11:52:0
| Fln | 31/05/2016 15:22:0| 25/05/2016 18:07:0
i num 42.4°C 42.1°C
N ¥ 0.7°C 0.7°C
o 17.26°C 9.09'C

H||

mmmm.mm 2enene NG DU 20U 240V 0w 23mwe
vuuo TR0 1E0R0 00D 200000 nnummw oun- u"mn“ 120090 140000 160000 -uu-mn'u Mnmu“ -” “n

D‘mm'mdAl-mo: Non

Compte & rebours : 120 Niveau Alarme Haute : 8,0°C Niveau Alarme Basse : 0,0°C
Fréquence de mesure : 15 Mins Temporisation Haute : 0 Temporisation Basse : 0

!MicroVal Study 2015LR49 Methods Comparison Study Report, “1SO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli O157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 25g
sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,
December 29, 2016. ADRIA DEVELOPPEMENT.



Table 8. Temperature Registered During Sample Transport and Storage- Continued (Table
obtained from original report by ADRIA Développement, Expert Lab)*

23/05/2018 11:08:0 23/05]2016 11:53:0
m 31/05/2016 15:53:0| 25/05/2016 18:08:0
[ re————
Maximum 42°C 42°C
Minimum -0.7°C 0.7°C
~ Moyenne 17.67°C 7.91°C

U6 2VIME DWNIE ZUDSHE JUOSHE ZUDHIG 2006 2ATNIG 240N MUSIE 2UUSNE 2ULNIG 24081 4DNI6 20UNIE DNISAE 240516 MOSIE ISUVI6 ISHIE 290816 SO 29516
120000 1490.00 160000 10000 200000 220000 00:0000 026000 04300 050080 CE00D 196000 120000 140002 IG0EC0 189G:00 204000 220000 000000 020200 040009 GE00:0D 083G:00

Démarrage si Alarme : Non
Compte a rebours : 120 Niveau Alarme Haute : 8,0°C Niveau Alarme Basse : 0,0°C
Fréquence de mesure : 15 Mins Temporisation Haute : 0 Temporisation Basse : 0
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10.41°C
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120060 140000 1640.00 1£0000 26:00.00 220050 000040 629000 042000 L0000 D500.00 1500,00 1200:00 146000 160000 160000 2000:00 2230.00 000050 020000 G000 0090 080026 10,0800

Démarrage si Alarme : Non
Compte a rebours : 120 Niveau Alarme Haute : 8,0°C Niveau Alarme Basse : 0,0°C
Fréquence de mesure : 15 Mins Temporisation Haute : 0 Temporisation Basse : 0

!MicroVal Study 2015LR49 Methods Comparison Study Report, “1SO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli O157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 25g

sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,
December 29, 2016. ADRIA DEVELOPPEMENT.



Table 8. Temperature Registered During Sample Transport and Storage- Continued (Table
obtained from original report by ADRIA Développement, Expert Lab)*

‘ - . Mission Fenétre Zoom | 5557
Début 23/05/2016 11:10:0| 23/05/2016 12:55:0)
Fin 31/05/2016 14:40:0| 25/05/2016 20:10:0|
Maximum 37.3°C 37.3°C
Minimum 0.4°C 0.4°C
Moyenne 17.53°C 7.30°C
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Démarrage si Alarme : Non
Compte & rebours : 120

ZNOUIE INDMTE JWOSNE 2MONIG 2306 NDSE
149000 1EIN00 1SN 200000 223090 900000

Fréquence de mesure : 15 Mins

Niveau Alarme Haute : 8,0°C
Temporisation Haute : 0

7 23/05/2016 11:11:0

Niveau Alarme Basse : 0,0°C
Temporisation Basse : 0

LAl
23/05/2016 11:56
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Démarrage si Alarme : Non
Compte a rebours : 120
Fréquence de mesure : 15 Mins

Niveau Alarme Basse : 0,0°C
Temporisation Basse : 0

Niveau Alarme Haute : 8,0°C
Temporisation Haute : 0

!MicroVal Study 2015LR49 Methods Comparison Study Report, “1SO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli O157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 25g
sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,
December 29, 2016. ADRIA DEVELOPPEMENT.



Table 8. Temperature Registered During Sample Transport and Storage- Continued (Table
obtained from original report by ADRIA Développement, Expert Lab)?

‘ o " Débul | 230052016 11:12:0| 23/05/2016 11:57:0
i Fin | 31/05/2016 15:27:0| 25/05/2016 15:57:0
__ Moximum. 416°C 416°C
Ainimum -0.4°C 0.4°C
17.28°C 8.40°C
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12000
Démarrage si Alarme : Non
Compte a rebours : 120

'Fréquence de mesure : 15 Mins

Niveau Alarme Haute : 8,0°C
Temporisation Haute : 0

200516 UANI6  24NSN0  2006H6  2U0GNE 2006
020000 O400:00 069000 0AKD0 100000 120009

2AMCHG 0G0 28RENE  26RSE
0200:00 020000 MIX00 06VN0

16 2068 240616 249616 2U0818 20866
0000 160000 1EC000 200000 220400

Niveau Alarme Basse : 0,0°C
Temporisation Basse : 0

MicroVal Study 2015LR49 Methods Comparison Study Report, “1SO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli 0157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 25¢g
sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,

December 29, 2016. ADRIA DEVELOPPEMENT.



Table 9. Temperature Registered During Sample Storage and Enrichment Incubation (Table
obtained from original report by ADRIA Développement, Expert Lab)*

Lab A1 - incubation

23/05/2016 10 57 0 25/05/2018 10:57: O
31/05/2016 15:42:0| 26/05/2016 08:57:0

Aaximum 41.9°C 41.9°C
i m 0°C 1.2°C
oyenne 17.11°C 16.88°C
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Domrngs si Alamme : Non
|Compte a rebours : 120 Niveau Alarme Haute : 8,0°C Niveau Alarme Basse : 0,0°C
‘Fréquence de mesure : 15 Mins Temporisation Haute : 0 Temporisation Basse : 0

Lab A2 - incubation

23/05/2016 10:59:0 25/05/2016 10:59:0
T _'i" 31/05/2016 15:44:0| 26/05/2016 08:44:0

¥ am 39.8°C 39.8°C
1 um | 1.5°C 15°C
i R 17.65°C 19.02°C
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Démarrage si Alarme : Non
|Compte & rebours : 120 Niveau Alarme Haute : 8,0°C Niveau Alarme Basse : 0,0°C
|Fréquence de mesure : 15 Mins Temporisation Haute : 0 Temporisation Basse : 0

!MicroVal Study 2015LR49 Methods Comparison Study Report, “1SO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli O157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 25g
sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,
December 29, 2016. ADRIA DEVELOPPEMENT.



Table 9. Temperature Registered During Sample Storage and Enrichment Incubation-
Continued (Table obtained from original report by ADRIA Développement, Expert Lab)?*

23[092016 11 00:0 24105:‘2016 07:15:0

| 31/05/2016 15:30:0| 25/05/2016 06:00:0!

40.5°C 40.5°C
0.1°C 1.3°C
19.60°C 18.71°C
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TR0 09000 IXM00N 10090 110000 113000 12000 123000 120008 1XIC0 140000 IO 1ANNH0 VEIN00 IEOR0E MIN00 179800 1IN0 IRO000 TEITN0 INGD0O IRICED 200000

Démarrage si Alarme : Non
Compte a rebours : 120
Fréquence de mesure : 15 Mins

Niveau Alarme Haute : 8,0°C
Temporisation Haute : 0

Niveau Alarme Basse : 0,0°C
Temporisation Basse : 0

7] 23/05/2016 11:01:0|
"~ [31/05/2016 15:31:0| 25052016 08:31-

M um 416°C 41.6°C
2 L 0.5°C 26°C
= 16.92°C 19.57°C
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103090 119090 113000 120000 1ZINA0 1A0000 133000 140000 14000 1590:09 15200 50000 13000 170000 173000 1E0000 183000 19000 19
Démarrage si Alarme : Non
Compte a rebours : 120

Fréquence de mesure : 15 Mins

Niveau Alarme Haute : 8,0°C
Temporisation Haute : 0

Niveau Alarme Basse : 0,0°C
Temporisation Basse : 0

!MicroVal Study 2015LR49 Methods Comparison Study Report, “1SO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli 0157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 25g
sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,
December 29, 2016. ADRIA DEVELOPPEMENT.



Table 9. Temperature Registered During Sample Storage and Enrichment Incubation-
Continued (Table obtained from original report by ADRIA Développement, Expert Lab)?!

Information sur la mission ; Mission Fenétre Zoom | (1352~ mcusaion
“Debut 2310512016 11:02.:0| 24/05/2016 10:17.0
31/05/2016 15:47:0| 25/05/2016 07:17:0.
422°C 422°C
12°C 257C
17.12°C 20.03°C
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Démarrage si Alarme : Non
Compte a rebours : 120 Niveau Alarme Haute : 8,0°C Niveau Alarme Basse : 0,0°C
Fréquence de mesure : 15 Mins Temporisation Haute : 0 Temporisation Basse : 0
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Démarrage sl Alarme : Non
Compte a rebours : 120 Niveau Alarme Haute : 8,0°C Niveau Alarme Basse : 0,0°C
Fréquence de mesure : 15 Mins Temporisation Haute : 0 Temporisation Basse : 0

!MicroVal Study 2015LR49 Methods Comparison Study Report, “1SO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli 0157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 25g

sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,
December 29, 2016. ADRIA DEVELOPPEMENT.



Table 9. Temperature Registered During Sample Storage and Enrichment Incubation-
Continued (Table obtained from original report by ADRIA Développement, Expert Lab)?*
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MicroVval Study 2015LR49 Methods Comparison Study Report, “I1SO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli O157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 25g
sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,

December 29, 2016. ADRIA DEVELOPPEMENT.



Table 9. Temperature Registered During Sample Storage and Enrichment Incubation-
Continued (Table obtained from original report by ADRIA Développement, Expert Lab)?!
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!MicroVal Study 2015LR49 Methods Comparison Study Report, “1SO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli O157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 25g

sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,
December 29, 2016. ADRIA DEVELOPPEMENT.



Table 9. Temperature Registered During Sample Storage and Enrichment Incubation-
Continued (Table obtained from original report by ADRIA Développement, Expert Lab)?!
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Démarrage si Alarme : Non
Compte & rebours : 120 Niveau Alarme Haute : 8,0°C Niveau Alarme Basse : 0,0°C
Fréquence de mesure: 15 Mins Temporisation Haute : 0 Temporisation Basse : 0

!MicroVal Study 2015LR49 Methods Comparison Study Report, “1SO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli O157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 25g
sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,
December 29, 2016. ADRIA DEVELOPPEMENT.



Table 9. Temperature Registered During Sample Storage and Enrichment Incubation-
Continued (Table obtained from original report by ADRIA Développement, Expert Lab)?!
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!MicroVal Study 2015LR49 Methods Comparison Study Report, “1SO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli 0157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 25g
sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,
December 29, 2016. ADRIA DEVELOPPEMENT.



Table 9. Temperature Registered During Sample Storage and Enrichment Incubation-
Continued (Table obtained from original report by ADRIA Développement, Expert Lab)?*

Dobut 23/05/2016 11:12:0| 25/05/2016 03:57:0
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MicroVval Study 2015LR49 Methods Comparison Study Report, “I1SO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli 0157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 25g
sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,
December 29, 2016. ADRIA DEVELOPPEMENT.



Table 10. Results Obtained by the Collaborators and the Expert Laboratory (Table obtained
from original report by ADRIA Développement, Expert Lab)*

Collaborator A1
Aergbic mesophilic flora:é,5.102 CFUg

Reference method: Alternative method:
IS0 16654 GDS E. coli O15T-HT Tq
N*Sample : — : Agreement
CT-SMAC | Chromagar | ©°0TF- | Final cR CT-SMAC | Latex | Findl
mation | result | Cq | Result result
A + +d + + - - = ND
AD - - - - - + - = NA
A12 - - - = - + - = NA
A1l + - - - - - ! - NA
A1l + - - = - + - = NA
AZ0 - - - - - + - - NA
A1 - - - = - + - = NA
AZ2 + + - - - + - - NA
AZ + + + + + + + + PA
A3 + + + + + + + + PA
AT + + + + + + + + PA
Add + + + + + + + + PA
Als + + + + + + + + PA
AT + + + + + + + + PA
A23 + + + + + + + + PA
A4 + + + + + + + + PA
Al + + + + + + + + PA
Ad + + + + + + + + PA
AL + + + + + + + + PA
AD + + + + + + + + PA
Al + + + + + + + + PA
Al4 + + + + + + + + PA
AlG + + + + + + + + PA
A19 + + + + + + + + PA

MicroVal Study 2015LR49 Methods Comparison Study Report, “1SO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli 0157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 259
sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,
December 29, 2016. ADRIA DEVELOPPEMENT.



Table 10. Results Obtained by the Collaborators and the Expert Laboratory- Continued (Table
obtained from original report by ADRIA Développement, Expert Lab)?

Collaborator

A2

Aerobic mesophilic flora: 6,5 102 CFUIg

Reference method: Alternative method:
150 16654 GDS E. coli 015T:HT Tq
-Samele Confir- | Final PCR Final Agreement
CT-3MAC | Chromagar mation | result Cq Result CT-SMAC | Latex result
A2T - - ! - - +{ - = MA
A29 - - ! - - + - = NA
A33 - - / = - - - = NA
A35 - - / = - - - = NA
AlB - - ! = +H- - / - NA
A4 - - ! - +- - / = NA
Ad5 - - / = - - / = NA
A4 - - ! - 5 - / - NA
A5 + + + + + + + + PA
AZB + + + + + + + + PA
A3 + + + + + + [x5) = ND
Ald + + + + + + + + PA
AT + + + + + + + + PA
Ad1 - - ! - + + + + PD
Add - - ! - + + + + PD
AAT + + + + + + + + PA
AZ6 + +d + + + + + + PA
A3l - + + + + + + + PA
Al2 + + + + + + + + PA
Al + + + + + + + + PA
A9 + + + + + + + + PA
Add + + + + + + + + PA
A4l + + + + + + + + PA
AdG + + + + + + + + PA

MicroVval Study 2015LR49 Methods Comparison Study Report, “ISO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli O157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 25¢g

sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,

December 29, 2016. ADRIA DEVELOPPEMENT.




Table 10. Results Obtained by the Collaborators and the Expert Laboratory- Continued (Table
obtained from original report by ADRIA Développement, Expert Lab)?

Collaborator
Aerobic mesophilic flora: £,4.102 CFUAg

Reference method: Alternative method:

. IS0 16654 GDS E. coli 015T:HT Tq Agreement
N®5ample : : Individual
CT-SMAC Chromagar | Confic | Final CT-SMAC | Latex | @l

mation | result [ Cq Result result
B / = - - / - NA
B2 + + - - f - ND
B12 / = - - / - NA
B13 i = - - / - NA
B1& ! - - - ! - NA
B20 + + + (late) - / - ND
B ! - - - ! - NA
B22 / - - i} f i} NA
B2 + + + + + + PA
B3 + + + + + + PA
BT + + + + + + PA
B10 + + - - I - ND
Bi5 + + + + + + PA
Bi7 + + + + + + PA
B23 + + - - f - ND
B4 + + + + + + PA
B4 + + + + + + PA
B4 + + + + + + PA
B5 + + + + + + PA
B9 + + + + + + PA
B11 + + + + + + PA
B14 + + + + + + PA
Bi6 + + + + + + PA
B1g + P + + + + Pﬁl.

MicroVval Study 2015LR49 Methods Comparison Study Report, “ISO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli O157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 259

sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,

December 29, 2016. ADRIA DEVELOPPEMENT.




Table 10. Results Obtained by the Collaborators and the Expert Laboratory- Continued (Table
obtained from original report by ADRIA Développement, Expert Lab)*

Collaborator

Aerobic mesophilic flora: 1,1. 108 CFLU/g

1

Reference method: Alternative method:
IS0 16654 GDS E. coli O15T:HT Tq
N°Sample Agreement
CT-SMAC | Chromagar | COnfr- | Final “CR CT-SMAC | Latex | Tnal
mation | result | Cq Result result
Ch + - I - 0 - - I - NA
c8 + - - - 0 - - I - NA
c12 + - - - 0 - - -' - NA
c13 + - + + 0 - - / - ND
c18 + - - - 0 - - -' - NA
c20 - - I - 0 - - I - NA
c2 + - - - 0 - - -' - NA
c22 + - - - 0 - - / - NA
c2 + + + + 1058 + + + + PA
c3 + + + + 10.24 + + + + PA
CT + + + + 11.48 + + + + PA
[ [1] + + + + 11,45 + + + + PA
C15 + + + + 1112 + + + + PA
c17 + + + + 1447 + + + + PA
C23 + + + + 1245 + + + + PA
c24 + + + + 11.63 + + + + PA
C1 + + + + 10.52 + + + + PA
[ + + + + 1153 + + + + PA
Ch + + + + 11.52 + + + + PA
(K] + + + + 11.16 + + + + PA
C11 + + + + 10.75 + + + + PA
c14 + + + + 1056 + + + + PA
C16 + + + + 13.07 + + + + PA
19 + + + + 13,94 + + + + PA

MicroVval Study 2015LR49 Methods Comparison Study Report, “ISO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli O157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 259

sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,

December 29, 2016. ADRIA DEVELOPPEMENT.




Table 10. Results Obtained by the Collaborators and the Expert Laboratory- Continued (Table
obtained from original report by ADRIA Développement, Expert Lab)*

Collaborator

G2

Aerobic mesophilic flora: 7,0, 102 CFU/g

Reference method: Alternative method:
IS0 16654 GDS E. cofi 0157T:HT Tq
N®Sample Agreement
CT-SMAC | Chromagar| Confi- | Final “CR CT-SMAC | Latex | Tl
mation | result | Cq Result result
c27 + + + + 0 - - i - ND
29 + + + + 0 - - i - ND
c33 - - / - 0 - - -' - NA
35 + + + + 0 - - i - ND
C3a + + + + 0 - - i - ND
c42 + - + + 0 - - ! - ND
C45 + + + + 0 - - i - ND
48 + + + + 0 - - i - ND
25 + + + + 11.487 + + + + PA
28 + + + + .49 + + + + PA
(et | + + + + 10.72 + + + + PA
34 + + + + 115 + + + + PA
a7 + + + + 11.89 + + + + PA
41 + + + + 10,36 + + + + PA
44 + - + + 12.08 + + + + PA
C47 * + + + 0 5 * 5 . ND
C26 + + + + 12.43 + + + + PA
Ca0 + + + + 10.03 + + + + PA
c32 + + + + 10.42 + + + + PA
C36 + + + + 103 + + + + PA
39 + + + + 11.25 + + + + PA
C40 + + + + 11.79 + + + + PA
43 + + + + o765 + + + + PA
C46 + + + + 11.74 + + + + PA

MicroVval Study 2015LR49 Methods Comparison Study Report, “I1SO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli O157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 25¢g

sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,

December 29, 2016. ADRIA DEVELOPPEMENT.




Table 10. Results Obtained by the Collaborators and the Expert Laboratory- Continued (Table
obtained from original report by ADRIA Développement, Expert Lab)*

Collaborator D
Aerobic mesophilic flora: 87102 CFUIg

Reference method: Alternative method:
150 16654 GDS E. coli 0157 HT Tg
N*Sample Agreement
CT-SMAC | Chromagar| Confir- | Final "CR CT-SMAC | Latex | M@l
mation | result | Cq Result result
Db - - I - 0 - - I - NA
D8 - - [ - 0 - - I - NA
D12 + + + + 0 - - / - ND
D13 - - I - 0 - - I - NA
D18 - - [ - 0 - - I - NA
D20 - - I - 0 - - f - NA
D21 - - I - 0 - - I - NA
D22 - - ! - 0 - - / - NA
D2 + + + + 11.63 + + + + PA
D3 + + + + 10.8 + + + + PA
DT + + + + 10,33 + + + + PA
D40 + + + + 1081 + + + + PA
D15 + + + + a7 + + + + PA
D47 + + + + 12.3 + + + + PA
D23 + + + + 0 - - | - ND
D24 + + + + 11.3 + + + + PA
D1 + + + + 11.07 + + + + PA
D4 + + + + 12.81 + + + + PA
D& + + + + 12.3 + + + + PA
Do + + + + 12.76 + + + + PA
D11 + + + + 11.09 + + + + PA
D414 + + + + 12.28 + + + + PA
D16 + + + + 151 + + + + PA
D449 + + + + 12.25 + + + + PA

MicroVval Study 2015LR49 Methods Comparison Study Report, “I1SO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli O157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 25¢g

sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,

December 29, 2016. ADRIA DEVELOPPEMENT.




Table 10. Results Obtained by the Collaborators and the Expert Laboratory- Continued (Table
obtained from original report by ADRIA Développement, Expert Lab)*

Collaborator E1
Aerobic mesophilic flora: <10 CFUIg

Reference method: Alternative method:
150 16654 GDS E. coli 015T:HT Tq
N*Sample : — : Agreement
CT-SMAC | Chromagar | SO | Final CR CT-SMAC | Latex | @l
mation | result Cq Result result
E6 - - I - 0 - + + - NA
ES - - ! - 0 - - I - NA
E12 - - [ - 0 - - ! - NA
E13 - - / L 0 - - / - NA
E18 - - [ L 0 - - I - NA
E20 - - [ L 0 - - I - NA
E21 - - I - 0 - - / - NA
EZ2 - - ! = 0 - - ! - NA
E2 + + + + 04 + + + + PA
E3 + + + + 054 + + + + PA
ET + + + + 099 + + + + PA
Ed0 + + + + 72 + + + + PA
E15 + + + * 0 - - / - ND
E17 + + + + | 1133 + + + + PA
E23 + + + + G149 + + + + PA
E24 + + + + 0BG + + + + PA
E1 + + + + 73 + + + + PA
E4 + + + + 023 + + + + PA
EA + + + + o7a + + + + PA
E9 + + + + | 1325 + + + + PA
Ei1 + + + + 10.8 + + + + PA
Ei4 + + + + 10031 + + + + PA
Ei6 + + + + 1047 + + + + PA
E19 + + + + 11.35 + + + + PA

MicroVal Study 2015LR49 Methods Comparison Study Report, “I1SO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli O157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 25g
sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,
December 29, 2016. ADRIA DEVELOPPEMENT.




Table 10. Results Obtained by the Collaborators and the Expert Laboratory- Continued (Table
obtained from original report by ADRIA Développement, Expert Lab)*

Collaborator

E2

Aerobic mesophilic flora: <10 CFU/g

Reference method:

Alternative method:

150 16634 GDS E. coli 0157:HT Tq
N°Sample : — : Agreement
CT-SMAC | Chromagar| Confir- | Final CR CT-SMAC | Latex | nal
mation | result | Cq Result result
E27 - - - - 0 - - .' - NA
E29 - - - - 0 - - / - NA
E33 + - + + 0 . - / - ND
E35 - - - - 0 - - / - NA
E38 - - - - 0 - - / - NA
E42 + + + + 0 - - | - ND
E45 - + - - 21.83 * - / - NA
E48 - - - - 0 - - / - NA
E25 + + + + 10,11 + + + + PA
E28 + - - - 10.64 + + + + PD
Ex + + + + 023 + + + + PA
E24 + + + + 1045 + + + + PA
E3T + + + + 10.06 + + + + PA
E41 + - + + 11.15 + + + + PA
E44 + - + + Q76 + + + + PA
E47 * + + * 0 5 5 - ND
E26 + + + + 10.72 + + + + PA
E20 + + + + 0a4 + + + + PA
E32 + + + + gaz + + + + PA
E26 + + + + g3 + + + + PA
E2o + + + + 815 + + + + PA
E40 + + + + 054 + + + + PA
E43 + - + + 10.99 ¥ + + + PA
E46 + + + + 10.88 + + + + PA

MicroVval Study 2015LR49 Methods Comparison Study Report, “ISO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli O157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 259

sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,

December 29, 2016. ADRIA DEVELOPPEMENT.




Table 10. Results Obtained by the Collaborators and the Expert Laboratory- Continued (Table
obtained from original report by ADRIA Développement, Expert Lab)*

Collaborator

Aerobic mesophilic flora: 7,2.102 CFLIg

F1

Reference method: Alternative method:
N°Sample 150 16654 GDS E. coli 0157:HT Tg Agreement
T-SMAC | Chromagar| Confr- | Final PeR CT-SMAC | Latex | nel
mation | result Cq Result result
Fé +{] - - - 1041 + + + + PD
F8 - - ! . 90300 | +- +d - + PD
F12 + - - - 2827 (0 -+ + + = MA
F13 +d - * + g.22/0 +/- - | + PA
F18 - +d - - 978 * +d * + PD
F20 +d - + + | oaosem| e + * - ND
F21 - - [ - 0 - + - - NA
F22 - - ! - G680 M +- +{ - + PD
F2 + + + + §.4ag + + + + PA
F3 + + + + g h5 + + + + PA
F7 + + + + | onzeom| 4+ + * - ND
F10 +d - - - 941 + + * + PD
Fi& + + + + 033 + + + + PA
F17 + + + + 24 41 * + * + PA
F23 + + + + 3058 + + + + PA
F24 + + + + 0 - +d - - ND
F1 + + + + 11.38 + + + + PA
F4 + + + + 10.19 + + + + PA
F5 + + + + | onzssmn| e + * - ND
F9 + + + + g2 + + + + PA
F11 + + + + |on3am| e + * - ND
F14 + + + + gaz + + + + PA
Fi6 + + + + 0.h5 + + + + PA
F19 + + + + | on3aam| e + * - ND

Second DMNA exiraction (26 May 2018)

MicroVal Study 2015LR49 Methods Comparison Study Report, “1SO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli 0157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 259
sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,
December 29, 2016. ADRIA DEVELOPPEMENT.




Table 10. Results Obtained by the Collaborators and the Expert Laboratory- Continued (Table
obtained from original report by ADRIA Développement, Expert Lab)*

Collaborator G
Aerobic mesophilic fliora: 1,5.102 CFU /g

Reference method: Alternative method:
IS0 16654 GDS E. coli 0157-HT Tq
N°Sample ; — _ Agreement
CT-SMAC Chromagar | Confir- | Final oR CT-SMAC | Latex | Final
mation | result | Cq Result resuit
G6 + + + + - | = HD
G2 + + + + - ! - ND
G512 + + + + - | = ND
G13 + + - = - Confimation f = NA
Gis + + + + - not (zalized / - ND
G20 + + + + - | = HD
G21 + + - L - I z NA
G22 + + + + - | = MHD
G2 + + + + + + + + PA
G3 + + + + + + + + PA
GT + + + + + + + + PA
G10 + + + + + + + + PA
G145 - + - = + + + + PD
G17 + + + + + + + + PA
G23 + + + + + + ! + PA
G24 + + + + + - | = HD
G531 + + + + + + + + PA
G4 + + + + + + + + PA
Gh + + + + + + + + PA
[ELY] + + + + + + + + PA
G11 + + + + + + + + PA
G14 + + + + + + + + PA
G16 + + + + + + + + PA
G109 + + + + + + + + PA

MicroVal Study 2015LR49 Methods Comparison Study Report, “I1SO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli O157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 25¢g
sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,
December 29, 2016. ADRIA DEVELOPPEMENT.



Table 10. Results Obtained by the Collaborators and the Expert Laboratory- Continued (Table
obtained from original report by ADRIA Développement, Expert Lab)*

Collaborator

Aerobic mesophilic flora: 1,1.102 CFUIg

H

Reference method: Alternative method:
150 16654 GDS E. cofi 0157:HT Tq
N°Sample — - Agreement
CT-SMAC Chromagar | Confr- (- Final “CR CT-SMAC | Latex | Final
mation | result| Cq Result result
H6 +d - - - 0 - - / - NA
H8 +d +d - - 0 - +d - - NA
H12 +d - - - 0 - +d - - NA
H13 - - [ - 0 - - / - NA
H18 - - [ E 0 - - f - NA
H20 - - ! . 0 - +d - - NA
H21 - - I - 0 - - - - NA
H22 - - [ E 0 - +d - L NA
H2 - - ! . 0 - - f - NA
H3 + + + + 848 + + + + PA
HT + + + + 0 - - | = ND
H10 + + + + 0 - - -' - ND
H15 + + + + 13.04 + + + + PA
H17 - - [ E 0 - - f - NA
H23 - - I - 76 + + + + PD
H24 + + + + 13.27 + + + + PA
H1 + + + + 10.72 + + + + PA
H4 + + + + 10231 + + + + PA
H5 + + + + BAT + + + + PA
H9 + + + + 025 + + + + PA
H11 + + + + 895 + + + + PA
H14 + - + + 03 + + + + PA
H16 + - + + 049 + + + + PA
H149 + + + + o7Ta + + + + PA

MicroVval Study 2015LR49 Methods Comparison Study Report, “I1SO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli O157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 259

sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,

December 29, 2016. ADRIA DEVELOPPEMENT.




Table 10. Results Obtained by the Collaborators and the Expert Laboratory- Continued (Table
obtained from original report by ADRIA Développement, Expert Lab)?

Collaborator

Aerobic mesophilic flora: 102 CFUfg

Reference method: Alternative method:
150 16654 GDS E. coli O15T:HT Tq
N°Sample Agreement
CT-SMAC | Chromagar | SO0 | Final °CR CT-SMAC | Latex | FN@
matian result Cq Result result
16 - - ! - - - / - NA
I8 - - ! - - - ! - NA
12 - +(2 + + - - / - ND
13 - - ! ] - - ! - NA
18 - - I - - - / - NA
120 - - / - - - / - NA
121 - - / - - - ! - NA
122 - - - - - / - NA
12 - - ! - + + + + PD
13 + - + + + + + + PA
7 - - ! - - - - - NA
110 + + + + + + + + PA
115 + + + + + + + + PA
"7 + + + + + + + + PA
123 + + + + + + + + PA
124 + + + + + + + + PA
I + + + + + + + + PA
4 + + + + + + + + PA
15 + + + + + + + + PA
19 + + + + + + -xd = ND
111 + + + + + + + + PA
114 + + + + + + + + PA
116 + + + + + + + + PA
119 + + + + + + + + PA

MicroVval Study 2015LR49 Methods Comparison Study Report, “ISO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli O157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 25¢g

sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,
December 29, 2016. ADRIA DEVELOPPEMENT.




Table 10. Results Obtained by the Collaborators and the Expert Laboratory- Continued (Table
obtained from original report by ADRIA Développement, Expert Lab)?

Collaborator

J1

Aerobic mesophilic flora: 2,1.102CFUG

Reference method: Alternative method:
150 16654 GDS E. coli 0157:HT Tq
N°Sample - — : Agreement
CT-SMAC | Chromagar| Cenmr- | Final CR CT-SMAC | Latex | FN@
mation | result | Cq Result result
Jb + + + + + - f = ND
J& + + + + - - f = ND
J2 - - I - - - I - NA
J3 - - I - - - I - NA
J18 - - I - - - I - NA
J20 - - i - - - / - NA
J21 - - I - - - I - NA
J22 + - - - - - / - NA
J2 + + + + - - f = ND
J3 + + + + + + + + PA
J7 + - - - + + + + PD
J10 + + + + + + + + PA
J15 + + + + + + + + PA
JIT + + + + + + + + PA
J23 + + + + + + + + PA
J24 + + + + + + + + PA
J1 + + + + + + + + PA
J4 + - + + + + + + PA
J5 + + + + + + + + PA
Ja + + + + + + + + PA
Ji1 - + + + + + + + PA
Ji4 + + + + + + + + PA
J16 + + + + + + + + PA
J19 + + + + + + + + PA

MicroVval Study 2015LR49 Methods Comparison Study Report, “ISO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli O157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 25¢g

sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,

December 29, 2016. ADRIA DEVELOPPEMENT.




Table 10. Results Obtained by the Collaborators and the Expert Laboratory- Continued (Table
obtained from original report by ADRIA Développement, Expert Lab)?

Collaborator

J2

Aerobic mesophilic flora: 7,0.102 CFUA

Reference method: Alternative method:
150 16654 GDS E. coli 0157:HT Tq
N°Sample . — : Agreement
CT-SMAC | Chromagar| Sonfr- | Final CR CT-SMAC | Latex | nal
mation | result | Cq Result result
J27 + + + 2 - - / - ND
J29 + + + + - - ! - ND
J33 + + + + - - / = ND
J35 + + + + - - ! - ND
J38 + + + + - - / = ND
J42 - + + + - - / - ND
J45 - - / - - - / - NA
J48 * + + i - - / - ND
J25 + + + + + + + + PA
J28 + - - s + * + + PD
J31 + + + + + + + + PA
Jid + + + + + + + + PA
J3T + + + + + + + + PA
Jd1 + + + + + + + + PA
Ja4 + - - - + + + + PD
JAT + + + + + + + + PA
J26 + + + + + + + + PA
J30 + + + + + + + + PA
J32 + + + + + + + + PA
JI6 + + + + + + + + PA
J3g + + + + + + + + PA
J40 + + + + + + + + PA
J43 + + + + + + + + PA
JA6 + + + + + + + + PA

MicroVal Study 2015LR49 Methods Comparison Study Report, “ISO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli O157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 25¢g

sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,

December 29, 2016. ADRIA DEVELOPPEMENT.




Table 10. Results Obtained by the Collaborators and the Expert Laboratory- Continued (Table
obtained from original report by ADRIA Développement, Expert Lab)*

Collaborator K{ADRIA)

Aerobic mesophilic flora: 4,5, 10% CFUIg

Reference method: Alternative method:
150 16654 * GDS E. coli 015T:HT Tq
N°Sample - — - Agreement
CT-SMAC | Chromagar | “O | FInet = T ] CTOMAC | Latex nel
K6 +d +d - - 0 - - ! - NA
Kg - - / - 0 - - ! - NA
K12 - - [ - 0 - - ! - NA
K13 - - [ L 0 - - ! - NA
K18 - - [ L 0 - - f - NA
K20 - - [ L 0 - - I - NA
K21 - - ! . 0 - - I - NA
K22 +d - - - 0 - - ! - NA
K2 + - + + + + + + PA
K3 - - i - 99 + + + + PD
KT + + + + 11.19 + + + + PA
K10 + + + + 034 + + + + PA
K15 - - / - 9.49 * + + + PD
K17 - - / - 9.54 * + + + PD
K23 + + + + 1061 + + + + PA
K24 - - ! - 11.66 + + + + FD
K1 + + + + 8.7 + + + + PA
K4 - - ! = 883 + + + i PD
K5 + + + + 8hR2 + + + + PA
Ko + + + + 12.89 + + + + PA
K11 + + + + OBa + + + + PA
K14 + + + + 0 &q + + + + PA
K16 +d - - - 584 + + ¥ + PD
K19 + + + + 11.72 + + + + PA

MicroVval Study 2015LR49 Methods Comparison Study Report, “ISO 16140-2 validation study of the GDS E. coli 0157:H7 Tq
detection Kit for the detection of E. coli O157:H7 in raw beef meats (with 25g and 375g sampling), fruits & vegetables (with 25¢g

sampling), dairy products (with 25g sampling), and environmental samples (with 25g sampling or surface)”, Revision1,

December 29, 2016. ADRIA DEVELOPPEMENT




ANNEX H: Alternative Confirmation: Sensitivity Raw Data

Table 11: Alternative Confirmation Sensitivity Raw Data

10 Hour 14 Hour 10 Hour 14 Hour
5 o |%E], 5 o |EE) 5 |o|¥8], 5 o |58 ,
Dl I |rB Abraxi Latex | OXOID Latex || . Il3 ke Abraxis Latex| OXODLatex | Del3 kg Abraxis Latex |OXOD Latex)| . Dl 3| KB Abraxis Latex | OXOD Latex|| .
302 |29 | aggitination | Aggltigtion Final |3 & 2|9 | Aggutnation | Aggutnator Final 135 2 29 | Aggitinaton | Agutnator Final | 315 2| 8% | Aggutnaton |Aggtrnaton Rt:nallt
go B‘ 8 E Resu Rt |0 0 EJI- 8 E Resut Resat | NEUl o EJI- 8 E Resu Resut | Neoul go EJI- 8 E Resut Resu .
0 WS ¥ ws ¥ 0§ 0 us
Raw Ground Beef (85% Lean) 07|+ [+ | ¢+ + + PA |+ |+ 4 + + PA |+ | 4]+ + + PA + + + + + PA
Raw Ground Beef (36% Lean) B2 | + [+ + + + PA |+ |+ 4+ + + PA |+ + ] ¢+ + + PA FI I + + PA
Fresh beef meats Raw Beef Tips W3+ |+ ¢ + + PA |+ |+ ¢+ + + S N S + + PA T T + + PA
Raw Shaved Beef WBTd | + |+ ] + + + PA |+ |+ 4 + + PA |+ |+ ] ¢ + + PA NN + + PA
Raw Besf Serloin BIE |+ [+ ] + + + PA |+ |+ ¢+ + + PA |+ |+ | ¢ + + PA + |+ + + + PA
Frozen Thawed Quarter Pound Beef Patties 0876 || + | + 4 + 4 pA [+ | + | 4 $ + PA + |+ 4 + + PA + + + 4 n PA
Frozen Thawed Angus Beef Check Brisket Blend Burgers | 0877 || + | + | + + + AL+ | +| 4 + + Ao+ |+ ]+ + + PA + + + 4 3 PA
t;;”\::} tg:; Frozen Thawed 80% Lean Ground Beef Burgers Big | + | + ] + + + AL+ |+ 4 + + Ao+ |+ ]+ + + PA + + + 4 n PA
Frozen Thawed 100% Angus Beef Patties Bis | + |+ ¢+ + + PAL + |+ ¢ + + A |+ |+ ]+ + + PA + + + + 1 PA
Frozen Thawed Bacon Cheddar Beef Patties DETA0 + |+ | 4 + + PA |+ | +] 4 + + [ I T + + PA + + + + + PA
Raw seasoned beef patfies B+ |+ + + + PA| £+ | +] ¢ + + PA |+ |+ ] ¢ + + PA T T + + PA
] Raw Angus Besf Steakhouse TriTip 0BTAZ) + |+ | + + + PA |+ | +] 4 + + [ I T + + PA + + + + + PA
ieait;n\;gi Raw Black Peppercorn Ribeye BTA| + | + | + + + PA |+ |+ 4+ + + A+ + ] ¢+ + + PA FI I + + PA
Raw Angus Sweet and Smokey Angus Deeftip Ty + |+ + + + A+ |+ 4 4 + B + |+ + + + A + + + 4 3 PA
Bacon and Black Peppercorn Wrapped Beef Tender ETI5) + | 4+ 4 + + A |+ | 4+ | 4 4 + PA +| 4 4 + + PA + + + 4 4 PA




Table 11: Alternative Confirmation Sensitivity Raw Data- Continued

10 Hour 14 Hour 10 Hour 14 Hour
5 | o B8], 5 | o [EE] i o |%E] 5 o 58],
g,\ TR Ahraxt; Lgtex OXOIDl Latlex Final gh I |nd Ahraxuf. Lgtex UXUIDl Latlex Final gh Ins Ahraxg L;tex UXUID Latlex Final gr\ |k Ahraxg Lgtex OXOIDlLatlex Final
30| 2 | 0% | Aggutngtion | Agghtinaton resultl 2 9| 2 |95 | Aggutigion | Aggltinaton Resut | 2 0| 2|5 | Aggitnaton |Agghtinaton Resutt |2 01 2 |03 | Aggutinaton |Agghtnaton -
0 5 0 E Resut Resut g0 k 0 E Resul Result 20 5 o E Restf | Resut g0 5 0 E Restt | Resut
17| L L SR RLE
Raw Ground Beef (35% Lean) WBLE| + | + | + + + PA L+ | 4+ |+ + + PA |+ |+ | 4 + + PA |+ |+ |t + + PA
Raw Ground Beef (56% Lean) BT + | + | + + + PA L+ | 4+ |+ + + PA |+ |+ | 4 + + PA |+ |+ |t + + PA
Fre;ga?:ef Raw Beef Tips WS | + | + | + + + PA|+ |+ ]+ + + I ENERE + 1 PA| o+ |+ | 4 + + PA
Raw Shaved Beef B8 + | + | + + + PA| o+ | 4|+ + + A+ |+t + + PA |+ |+ | 4 + + PA
Raw Beef Serloin BT + | + | + + + PAL 4| 4| 4 + + PA |+ 4] 4 + + PA L + + FA
Frozen Thawed Quarter Pound Beef Patties Bra| + | + + + + AL+ |+ | 4+ + + A + 0+ 4 + + PA +| 4+ n + + PA
Frozen Thawed Angus Beef Check Briske! Blend Burgers | 087.22 (| + | + + + + PAL + | + |+ + + PA 4|+ ] 4 + + PA 1| 4 4 + + PA
t;?;;g‘g::f Frozen Thawed 80% Lean Ground Beef Burgers DBT23 | + | + + + + PAL + | + |+ + + PA 4|+ ] 4 + + PA 1| 4 4 + + PA
Frozen Thawed 100% Angus Beef Patfies 0BTz + | + + + + PAL + | + |+ + + PA 4|+ ] 4 + + PA 1| 4 4 + + PA
Frozen Thawed Bacon Cheddar Beef Patties DBT25 | + | + + + + PAL + | + |+ + + PA 4|+ ] 4 + + PA 1| 4 4 + + PA




Table 11: Alternative Confirmation Sensitivity Raw Data- Continued

10 Hour

14 Hour

10 Hour

14 Hour

. [ t i [ t . I~ t; i [ t
8, | € |58 |Avaislaer| OODLsec | (5, | 8 (4 |Avacslsiex) 0ODLser | 19, |3 | £ | Avwislotec |0K0DLster| 9, | | £ 8 |abvasLater OXOD Ltex |
5% [wd . . Findl |35 | 5 |50 - - Final 5% |wd . . Final 5% | B0 L - Final
Ew | 7 | -9 | Asghtination | Agghtination Result v | & |- @ | Aggtnaton | Agglutiation Result e | & |9 | Agglutiaton |Agglutination Result Sw |5 | =8 |Aggutinaion | Agglutination Result
20 |0 E Resu Resu go\ |0 E Resut Resut 201410 E Resut Resul g0 10 E Resut Resut
G 10 s 0 |9 |ig |0 Bs 5|9 | gs
Chopped Chipotle Selad kit | 08741 | + | + | + + + PA+ |+ |4 + + PA |+ ||+ + + PA L4t + + PA
Fresh and fozen Chopped CeasarSalad Kit | 08742 + | + | + + 3 AL+ |+ ]+ + f oA S e . + : o 1 ; : B "
produces Garden Salad Kt BT43) + |+ | + 1 1 AL+ |+ ]+ t t A |+ [t ¢ 1 1 AL+t ot 1 + PA
FreshMied FrutBowl | 08744 | + | + | + + + AL+ |+ ]t + + PA |+ |+ ¢t + + PA 44 4 + + PA
Fresh Strawberry and KiwiBowl | 08745 | 4 | + | + + + PA| 4|+ ]+ + + AL+ ] 4 + + L AN + + PA
Baby Spnach WIde| + |+ | + + + PA |+ |+ ]|+ + + PA |+ |+ | ¢ + + I R A + + PA
Fresh and fiozen Baby Arugula WiaT) + |+ + 1 1 A+ |+ ] 4 } } PA |+ | 4| 4 1 1 T N R 1 } PA
sprouts or baby leafs Baby Kale W48 + |+ | + + + PA |+ |+ ]+ + + PA |+ | 4| 4 + + PA |+ ]+ 4 + + PA
Baby bean Sprouts 0748 + |+ | + + + PA )+ |+ ] ¢ + + PA |+ |+ |t + + PA |+ [+ 4 + + PA
Mung Sprauts W0 | + | + | ¢ + 1 PAL + |+ ]+ + + N ERERE 1 + PA|t |+ 4 + + PA
Grapes WSt | + |+ | + + + PA| 4|+ ]+ + + AL+ ] 4 + + AR + + PA
Pineapple 00782 | + |+ | + + + PA |+ |+ ]+ + + PA |+ | 4| 4 + + A |+ ]+ 4 + + PA
Fresh raw, frozen frut Apples T3] + |+ | + + + PR+ |+ ] ¢ + + PA |+ |+ | 4 + + PA |+ [+ ¢+ + + PA
Frozen Peaches WTsa| + | +| ¢ + + PA L+ |+ ] 4 + + PA | = |+ | ¢ + + PA |+t ¢ + + PA
Frozen Strawberries W75 | + | + | + + + PA+ |+ |4 + + PA |+ | 4|+ + + PA L+ |+t + + PA




Table 11: Alternative Confirmation Sensitivity Raw Data- Continued

10 Hour 14 Hour 10 Hour 14 Hour
G N [ N -G N [
$ |58 |avasloter| OXODLsex | 15, | 3 |% 8 |Abwdsisec| 0i0DLatx | 1B, | § |8 [Abvocsloex|00DUstex| |5, | § |8 |AtracsLaer| OXODLsex|
% 09 | Aggutinaton | Aggltinatn R:naln 30 % 'S | Aggltnaon | Agghutnation Rilnaln 3 % 03 | Aggutiraton | Aggltinaton RZlnaIn 30 % 0 | Aggutiation | Agghtnation Himaln
E’ 0 E Resul Rt 20 lfJI' 0 E Resul Resul M0 E’ 0 E Resut | Resst | |90 IEJ'- 0 E Resul | Resut | oo
w§ 0 W v w§ 0 w§
Swab (food industry) Location 1 W58 + | + | ¢ + + PA|+ |+ |4 + + PA| 4| 4] 4 + + PAO| o+ |+ 4 + + PA
Sponge (food industry) Location 1 BIST| + | + | + + + AL+ |+ | 4 + + Ao+ ]+ 4 + + P4 FR I It + + BA
Surfaces Swab (food industry) Location 2 0arsay| + | + | + + 4 1 I I (R 4 + A O (R + + PA PR I ; + P
Swab (food industry) Location 2 BIS9| + | 4| 4 } 1 PA L+ |+ |4 + + PA L+ | 4| 4 + + PA |+ |+ 4 + + PA
Spongs (food industry) Locatin 2 el + | + | ¢ + + PA|+ |+ |4 + + PA| 4| 4] 4 + + PAO| o+ |+ 4 + + PA
Processed Water (food industry) Location 1 0BTET | + | + | 4 + 4 AL+ ] 4|4 + + A+ ]+ 4 + + P4 PR I ; 1 PA
Processed Water (food industry) Location 2 0B762( + | + | + + 4 AL+ ] 4|4 + + A+ ]+ 4 + + P4 PR I ; 1 PA
PE:ES Processed Water (food industry) Location 3 0BTE3 | + | + | + + 4 PA | 4+ |+ | 4 + + AL+ |+ ] 4 + + PA PR A ; + A
Processed Water (food industry) Location 1 0aTed | + | + | + + 4 1 I I (R 4 + A O (R + + P PR I ; 1 P
Processed Water (food industry) Location 3 0BTES | + | + | + + 4 BAL 4+ ] 4|4 + + A+ 4] 4 ; + P FR IR ; : PA
Dust (food industry) Location 1 WIeE) + | + | + + + PA L+ 4+ |+ + + PA |+ | 4] 4 + + 7 I A + + PA
Dust (food industry) Location 2 W8T + | + | + + + PA|+ |+ |4 + + N T A + + PAO| o+ |+ 4 + + PA
Dusts Dust (food industry) Location 3 WBTes | + | + | + + + [ N I + + Ao+ ]+ 4 + + P4 PR I It + + A
Dust (food industry) Location 3 WBIg | + | + | +4 } 1 PAL+ |+ |4 + + PA L+ | 4| 4 + + PA |+ | ] ¢ + + PA
Dust (food industry) Location 1 wimn) o+ | 4| + + + PA L+ 4+ |+ + + PA |+ | 4] 4 + + PA| 4|+t + + PA




ANNEX [: Alternative Confirmation: Inclusivity and Exclusivity Raw Data

Table 12: Aleternative Confirmation Inclusivity Raw Data

Inclusvity
- [ .
Sample . . - '§ = § E § AIE:?;B OXOD. Latlex Final
No. Genus Species Subspecies/Serovar Source Reference No. Origin g 5 @ (= E Aqglutination Agglutination Result
S 5 by E Result H=
L¥]
1 Escherichia coli O15T:HT ATCC 43895 Ra ‘:e';fum”argg;rc”;ﬁﬁ; m't'}crg:{” S (R I + + Pos
2 Escherichia coli 015T:HT Q Labs 7811 Raw Chicken + + + + + Fos
3 Escherichia coli 015T:HT MSU TWoa118 Human + + + + + Pos
4 Escherichia coli 015T:HT MSU TW00s75 Human + + + + + Pos
5 Escherichia coli 015T:H7 MSU TWo2302 Hamburger + + + + + Pos
] Escherichia coli 0157:H7 Msu TW04863 Human + + + + + Pos
7 Escherichia coli 015T:HT MsU TW05356 Human + + + + + Pos
] Escherichia coli 015T:HT MsU TWo7s87 Human + + + + + Pos
9 Escherichia coli DASTHT ATCC BAA-480 l:;{:i:;;f;:bﬂfiaiﬁkj;ig PO I + + Pos
10 Escherichia coli 0157:H7 NCTC 12500 Not Available + + + + + Pos
1 Escherichia coli 0157:H7 NCTC 13128 Not Available + + + + + Pos
12 Escherichia coli 0157:H7 NCTC 13127 Not Available + + + - + Pos
13 Escherichia coli 0157:H7 NCTC 13128 Not Available + + + - + Pos
14 Escherichia coli 0157:H7 ATCC 35150 Human Feces + + + - + Pos.
15 Escherichia coli 015T:HT ATCC 43888 Human Feces + + + + + Fos
18 Escherichia coli 015T:HT ATCC 43388 Human Feces + + + + + Fos
17 Escherichia coli 015T:HT ATCC 43850 Human Feces + + + + + Pos
12 Escherichia coli 015T:HT ATCC 43854 Human Feces + + + + + Pos
15 Escherichia coli 0157:H7 Q Labs 7591.61 Environmental Isolate + + + + + Pos
20 Escherichia coli 0157:H7 ATCC 51657 Clinical Isolate + + + + + Pos
21 Escherichia coli 0157:H7 ATCC 51657 Clinical Isalate + + + + + Pos
22 Escherichia coli 0157:H7 ATCC 51658 Clinical Isalate + + + + + Pos
23 Escherichia coli 0157:H7 ATCC 51659 Clinical Isolate + + + + + Pos
24 Escherichia coli 0157:H7 ATCC 700531 Clinical Isolate + + + + + Pos
25 Escherichia coli 0157:H7 ATCC 700599 Salami + + + + + Pos
26 Escherichia coli 0157:H7 ATCC 700728 Not Available + + + + + Pos
2 Escherichia coli 0157:H7 ATCC 700827 Not Available + + + + + Pos
28 Escherichia coli 0157:H7 MSU DEC3A Human + + + - + Pos
28 Escherichia coli 0157:H7 MSU DEC3B Human + + + - + Pos
30 Escherichia coli 015T:HT M3U DEC3C Human + + + + + Fos
H Escherichia coli 015T:HT M3U DEC3D Human + + + + + Fos
32 Escherichia coli 015T:HT MSU DEC3E Human + + + + + Pos
33 Escherichia coli 015T:HT MSU DEC4A Human + + + + + Pos
34 Escherichia coli 0157:H7 Msu DEC4B Human + + + + + Pos
35 Escherichia coli 0157:H7 Msu DEC4C Buffalo + + + + + Pos
36 Escherichia coli 0157:H7 Msu DEC4D cow, calf + + + + + Pos
3r Escherichia coli 0157:H7 MSU DECAE Human + + + + + Pos
38 Escherichia coli 0157:H7 Q Labs QLs# 164673 Beef Trim + + + + + Pos
39 Escherichia coli 0157:H7 Q Labs 2-202 Meat + + + + + Pos
40 Escherichia coli 0157:H7 Q Labs 2-203 Meat + + + + + Pos
41 Escherichia coli 0157:H7 0 Labs 2-204 Meat + + + + + Pos
42 Escherichia coli 0157:H7 0 Labs 2-205 Meat + + + + + Pos
43 Escherichia coli 0157:H7 0 Labs 2-206 Meat + + + - + Pos
44 Escherichia coli 0157:H7 0 Labs 2207 Meat + + + - + Pos
45 Escherichia coli 0157:H7 0 Labs 2-214 Meat + + + - + Pos.
45 Escherichia coli 015T:HT Q Labs 2-370 Meat + + + + + Fos
a7 Escherichia coli 015T:HT Q Labs 2-T Beef + + + + + Pos
43 Escherichia coli 015T:HT Q Labs 2-T04 Beef + + + + + Pos
48 Escherichia coli 0157:H7 QLabs 2-705 Beef + + + + + Poz
50 Escherichia coli 0157:H7 Q Labs 2-706 Beef + + + + + Pos




Table 12: Aleternative Confirmation Inclusivity Raw Data-Continued

Inclusvity
b [ :

Sample . . - 5% § E § AIE:;E;S OXOIDl Latlex Final

No. Genus Species Subspecies/Serovar Source Reference No. Origin % 5 a2 E fap i Agglutination Result
& G 2 E| Resut =
[¥]

1 Escherichia coli 0157:H7 Q Labs 2707 Beef + + + + + Pos
52 Escherichia coli 0157:HT ( Labs 2-708 Beef + + + + + Pos
53 Escherichia coli 015T:H7 0 Labs 781.16 Meat + + + + + Pos
o4 Escherichia coli 0157:H7 Q Labs 2708 Beef + + + + + Pos
55 Escherichia coli 0157:H7 Q Labs 2710 Beef + + + + + Pos
56 Escherichia coli 015T:H7 0 Labs 140771 Meat + + + + + Pos
57 Escherichia coli 015T:HT Q Labs 14077.2 IMeat + + + + + Pos
8 Escherichia coli 0157:H7 Q Labs 14077.3 Salami + + + + + Pos
59 Escherichia coli 0157:HT 0 Labs 14077.4 Apple Cider + + + + + Pos
60 Escherichia coli 015T:H7 0 Labs 14077.5 Ground Beef + + + + + Pos
81 Escherichia coli 015THT ( Labs 140778 Envirenmental Sample + + + + + Pos
82 Escherichia coli O157:H7 0 Labs 14077.7 Ground Beef + + + + + Pos
63 Escherichia coli 015T:H7 0 Labs 140778 Ground Beef + + + + + Pos
g4 Escherichia coli 015T:HT Q Labs 629131 Chicken Breast + + + + + Pos
65 Escherichia coli 015THT ( Labs 82918.5 Envirenmental Sample + + + + + Pos
66 Escherichia coli 0157:HT 0 Labs 62918.11 Environmental Sample + + + + + Pos
&7 Escherichia coli 015T:H7 0 Labs 628181 Beef Trim + + + + + Pos
62 Escherichia coli 0157:H7 Q Labs 62018.36 Ground Beef + + + + + Pos
69 Escherichia coli O157:H7 0 Labs 62918.69 Spinach + + + + + Pos
70 Escherichia coli 0157:HT 0 Labs 6291874 Baby spinach leaf + + + + + Pos
71 Escherichia coli 015THT ( Labs 825918.95 Envirenmental Sample + + + + + Pos
72 Escherichia coli 015THT ( Labs 82918.42 Envirenmental Sample + + + + + Pos
73 Escherichia coli 0157:HT 0 Labs 629186 Environmental Sample + + + + + Pos
74 Escherichia coli 015T:H7 0 Labs 6291891 Chicken Breast + + + + + Pos
75 Escherichia coli 0157:H7 Q Labs 6201878 Beef Trim + + + + + Pos
76 Escherichia coli 0157:HT ( Labs 713181 Beef Trim + + + + + Pos
7 Escherichia coli 015T:H7 0 Labs 713185 Ground Beef + + + + + Pos
78 Escherichia coli 0157:H7 Q Labs 7131815 Chicken Feces + + + + + Pos
79 Escherichia coli 0157:H7 (1 Labs 713182 Environmental Sample + + + + + Pos
a0 Escherichia coli 0157:HT 0 Labs 7131826 Environmental Sample + + + + + Pos
a1 Escherichia coli 015T:HT Q Labs 7131832 Spinach + + + + + Pos
82 Escherichia coli 0157:H7 Q Labs 7131843 Chicken feces + + + + + Pos
83 Escherichia coli 015T:H7 0 Labs 7131845 Chicken feces + + + + + Pos
a4 Escherichia coli 0157:HT 0 Labs 7131865 Environmental Sample + + + + + Pos
85 Escherichia coli 0157:H7 Q Labs T38ar Ground Beef + + + + + Pos
36 Escherichia coli O157:H7 0 Labs 71318.54 Chicken Breast + + + + + Pos
a7 Escherichia coli 015THT ( Labs 7131875 Envirenmental Sample + + + + + Pos
&8 Escherichia coli 015THT ( Labs 7131882 Envirenmental Sample + + + + + Pos
a9 Escherichia coli 0157:HT 0 Labs 7131858 Spinach + + + + + Pos
S0 Escherichia coli 015T:H7 Q Labs 7131822 Ground Beef + + + + + Pos
1 Escherichia coli 0157:H7 Q Labs 528183 Chicken feces + + + + + Pos
82 Escherichia coli O157:H7 ( Labs 52818.4 Environmental Sample + + + + + Pos
93 Escherichia coli 015T:H7 0 Labs 528186 Chicken Breast + + + + + Pos
94 Escherichia coli 0157:H7 Q Labs 5231822 Beef Trim + + + + + Pos
95 Escherichia coli O157:H7 0 Labs 528188 Ground Beef + + + + + Pos
% Escherichia coli 0157:HT 0 Labs 5281829 Environmental Sample + + + + + Pos
a7 Escherichia coli 015T:HT Q Labs 528181 Chicken feces + + + + + Pos
98 Escherichia coli 0157:H7 Q Labs 52818.52 Chicken feces + + + + + Pos
59 Escherichia coli 0157:HT 0 Labs 5281818 Spinach + + + + + Pos
100 Escherichia coli 015T:H7 0 Labs 5281843 Ground Beef + + + + + Pos




Table 13: Alternative Confirmation Exclusivity Data

Exclusivity
e P O
Sample G . . Reference - 'Eyk § E § Abraxis Latex | OXOD Latex | - g
No. enus Species Subspecies/Serovar Source No. Origin g 5 o= E Agglutination | Agglutination Result
5 t H E Result Resuft
0
1 Escherichia coli 0111 WU TWOT926 Human - - - - - Neg
2 Escherichia coli o111 MU DECED Human Infant - - - - - Neg
3 Escherichia coli 0111 MSU TW14960 Human - - - - - Neg
4 Escherichia coli o111 MU TW06296 Human Child - - - - - Neg
5 Escherichia coli o111 MEU TW0E315 Hurman - - - - - Neg
3 Escherichia coli 0111 MSU DEC12A Human Infant - - - - - Neg
7 Escherichia coli o111 MU DEC15A Human - - - - - Neg
] Escherichia coli 0111 MSU TW05614 Human - - - - - Neg
9 Escherichia coli o111 MsU TWo0186 Human - - - - - Neg
10 Escherichia coli o111 MEU TW01387 Hurman - - - - - Neg
1 Escherichia coli 0111 MSU TW07502 Human - - - - - Neg
12 Escherichia coli 0103 NCTC 8196 Not Available - - - - - Neg
13 Escherichia coli O111:H12 MSU DECBA Human, Infant - - - - - Neg
14 Escherichia coli o111:H28 MU DECEC Human - - - - - Neg
15 Escherichia coli o113 NCTC 9113 Not Available - - - - - Neg
16 Escherichia coli ons NCTC 10444 Mammal, Calf - - - - - Neg
17 Escherichia coli o7 NCTC 9117 Not Available - - - - - Neg
18 Escherichia coli 0118 NCTC 9118 Not Available - - - - - Neg
18 Escherichia coli o121 NCTC 9121 Human - - - - - Neg
20 Escherichia coli 0142 NCTC 10083 Not Available - - - - - Neg
21 Escherichia coli 0143 NCTC 10278 Mot Available - - - - - Neg
22 Escherichia coli 0148 NCTC 10677 Not Available - - - - - Neg
23 Escherichia coli 0103 MSU TW0g101 Human - - - - - Neg
24 Escherichia coli 0103 MU TWO78T1 Human - - - - - Neg
25 Escherichia coli 0103 MSU TW11239 Human, Child - - - - - Neg
28 Escherichia coli o103 MU TWO7Teg7 Human - - - - - Neg
27 Escherichia coli 0103 MEU TW05997 Hurman - - - - - Neg
28 Escherichia coli 0145 MSU TW09153 Human - - - - - Neg
29 Escherichia coli 0145 MU TWO7596 Human - - - - - Neg
30 Escherichia coli 0145 MSU TW01664 Human - - - - - Neg
H Escherichia coli 0145 MU TW09356 Human - - - - - Neg
32 Escherichia coli 026 MsU TWOoTR14 Hurman - - - - - Neg
33 Escherichia coli 026 MSU TW00471 Feces, Human - - - - - Neg
4 Escherichia coli 026 MU TWO4270 Human - - - - - Neg
35 Escherichia coli 026 MU TWo4284 Human Child - - - - - Neg
B Escherichia coli 026 MsU DECSF Human - - - - - Neg
7 Escherichia coli 026 MU TWos9%92 Human - - - - - Neg
B Escherichia coli 026 MsU TW0a03 Human - - - - - Neg
39 Escherichia coli 026 MU DECEA Human - - - - - Neg
40 Escherichia coli 026 MsU DEC 10B Human - - - - - Neg
4 Escherichia coli 026 MU DEC 10C Human, Infant - - - - - Neg
42 Escherichia coli 055 MsU TWo0sas Feces, Human Infant - - - - - Neg
43 Escherichia coli 0103 MU TwWo4162 Human - - - - - Neg
&4 Escherichia coli 0103 MsU TWoa1M Human - - - - - Neg
45 Escherichia coli 0121 MU TWO7614 Human - - - - - Neg
45 Escherichia coli 0121 WMSU TW08023 Human - - - - - Neg
47 Escherichia coli 0121 MU TW0s038 Human - - - - - Neg
43 Escherichia coli 0121 WMSU TWO0T31 Human - - - - - Neg
48 Escherichia coli 0121 MU WT#2 Human - - - - - Neg
50 Escherichia coli 025 WMSU TW02295 Human, Infant - - - - - Neg




Table 13: Alternative Confirmation Exclusivity Data-Continued

Exclusivity
L [
Sample e . . Reference - 5% % E § Abraxis Latex | OXOD Latex | -~ g,y
No. enus Species Subspecies/Serovar Source No. Origin % 5 0|z E Agalutingtion | Agglutination Result
5 t fﬂ 4':? Resutt Resuft
0
& Escherichia coli 026 WU TWi7as2 Calf, Cow - - - - - Neg
52 Escherichia coli 045 WU TW09183 Human - - - - - Neg
53 Escherichia coli 045 ] W21 Human - - - - - Neg
54 Escherichia coli 045 ] TW14003 Human - - - - - Neg
55 Escherichia coli 045 ] TWOT947 Human - - - - - Neg
56 Escherichia coli 045 ] DEC 11C Human - - - - - Neg
57 Escherichia coli NBRC 13500 Not Available - - - - - Neg
58 Escherichia coli 0 Labs 030716-1A Ground Beef - - - - - Neg
58 Escherichia coli 0 Labs 17041-11 Raw ik lsolate - - - - - Neg
G0 Escherichia coli 0163 NCTC 11021 Feces - - - - - Neg
61 Escherichia coli 026H1 WSU DECAOE Calf, Cow - - - - - Neg
62 Escherichia coli 055:H6 WSU DEC1A Feces, Human Infant - - - - - Neg
63 Escherichia coli 081 NCTC 5091 Not Available - - - - - Neg
B4 Escherichia coli 0103 PsU 5.1658 Not Available - - - - - Neg
65 Escherichia coli 0103 PsU 7.1691 Not Available - - - - - Neg
66 Escherichia coli 0103 PsU 9.0036 Not Available - - - - - Neg
87 Escherichia coli 0111:H8 0 Labs 12289-3A Not Available - - - - - Neg
68 Escherichia coli 0121 PsU 5.0959 Not Available - - - - - Neg
69 Escherichia coli 0121 PsU 7.1686 Not Available - - - - - Neg
70 Escherichia coli 0121 PsU 71709 Not Available - - - - - Neg
71 Escherichia coli 0121 PsU 71732 Not Available - - - - - Neg
72 Escherichia coli 0121 PsU 10.0709 Not Available - - - - - Neg
73 Escherichia coli 0145 PsU 7171 Not Available - - - - - Neg
74 Escherichia coli 0145 PsU 10.0707 Not Available - - - - - Neg
75 Escherichia coli 0145 PsU 10.0708 Not Available - - - - - Neg
78 Escherichia coli 0145 =l] 101438 Not Available - - - - - Neg
i Escherichia coli 045 =l] 1.2622 Not Available - - - - - Neg
78 Escherichia coli 045 =l] 1.2635 Not Available - - - - - Neg
79 Escherichia coli 045 =l] 20164 Not Available - - - - - Neg
80 Escherichia coli 045 PsU 63127 Not Available - - - - - Neg
&1 Aeromonas hydraphila ATCC 49140 Clinical lsolate: - - - A, NiA, Neg
82 Alcaligenes faecalis ATCC &750 Not Available - - - A, NiA, Neg
83 Cronobacter sakazakii aL 17031.4 Infant Formula - - - - - Neg
24 Edwardsiella tarda ATCC 15047 feces, human - - - - - Neg
83 Escherichia blattae ATCC 29907 inzect (hindgut of cockroach) | - - - - - Neg
&6 Escherichia hermannii ATCC 33650 Wouse Brain - - - - - Neg
a7 Escherichia vulneris ATCC 29043 Human Wound - - - - - Neg
88 Haemophilus influenzae ATCC 19418 Not Available - - - A MiA Neg
89 Hafnia alvei ATCC 51815 milk, Minnesota - - - - - Neg
50 Klebsiella pneumoniae ATCC 4352 Not Available - - - - - Neg
4l Kluyvera intermedia ATCC 33110 surface water - - - - - Neg
92 Mycobacterium smegmatis ATCC 19420 Not Available - - - - - Neg
93 FPantosa agglomerans ATCC 19552 3Ewage - - - - - Neg
94 Froteus mirabilis ATCC o0z Uring - - - - - Neg
95 Frovidencia rettgeri ATCC 14505 Not Available - - - - - Neg
96 Serratia MAarcescens ATCC 13880 Not Available - - - - - Neg
87 Shigella boydii ATCC 9290 Pork Liver - - - - - Neg
98 Siccibacter turicensis CCUG 54045 Not Available - - - Ni& MiA, Neg
] Sphingomonas paucimobilis ATCC 29837 Hospital Respirator - - - A, MIA, Neg
100 Vibrio vunificus aL 0211114 Seafood Product - - - MIA MiA Meg




