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Quality Assurance documents related to this study can be consulted upon request from

HYGIENA LLC.

The technical protocol and the result interpretation were carried out according to the ISO
16140-2 (2016), ISO 16140-2/A1 (2024) and the AFNOR technical rules (Revision 12).

Validation protocols

Reference method*

Alternative method

Scope

Certification organism

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

ISO 16140-2 (2016) & ISO 16140-2/A1 (2024):
Microbiology of the food chain - Method validation —
Part 2: Protocol for the validation of alternative
(proprietary) methods against a reference method
AFNOR Technical Rules (Revision 12)

ISO 6579-1 (2017): Microbiology of the food chain -
Horizontal method for the detection, enumeration and
serotyping of Salmonella - Part 1. Detection of
Salmonella spp.

ISO 6579-1/A1 (March 2020): Microbiology of the food
chain - Horizontal method for the detection, enumeration
and serotyping of Salmonella spp. - Part 1: Detection of
Salmonella spp. Amendment 1: Broader range of
incubation temperatures, amendment to the status of
Annex D, and correction of the composition of MSRV and
SC

foodproof® Salmonella plus Cronobacter
Detection LyoKit for Salmonella spp. detection

Infant formula with or without probiotics and
related ingredients
Production environmental samples

AFNOR certification

* Analyses performed according to the COFRAC accreditation (Accreditation Testing n°1-0144, scope
available on www.cofrac.fr)
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INTRODUCTION

The foodproof® Salmonella plus Cronobacter Detection LyoKit for Salmonella spp.
detection was validated in December 2024 (certificate number: QUA 18/12-12/24) in
infant formula with or without probiotics, related ingredients and production
environmental samples.

An extension was performed in February 2025 following a modification of the software
to version 5.1. Data presented in this report were analysed using this software version.

A new version of the report (version 1) was published in December 2025 with minor
editorial corrections.

METHOD PROTOCOLS

2.1

2.1.1

2.1.2

ADRIA

Alternative method

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

Principle

The foodproof® Salmonella plus Cronobacter Detection LyoKit - is intended for the
rapid detection of Salmonella spp. and Cronobacter spp. from infant formula with or
without probiotics and related ingredients and production environmental samples.
The method is based on an enrichment step, DNA extraction and real-time PCR
detection with PCR instruments with a FAM (Salmonella detection), HEX
(Cronobacter detection) and a ROX (Internal Control - IC) detection channel.

Protocols

Different enrichment protocols are available depending on the products tested.
Detailed information is given in Appendix 1, and an overview of the protocols is given
in Table 1.
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Table 1 - Overview of the enrichment protocols

Test portion size Enrichment broth for Dilution | Enrichment  Enrichment Sample
foodproof the alternative method* factor time temperature preparation
Pre-warmed BPW ISO 6887-1-4-5
- Infant formula with ioti 7 11 16-24 h 7°C+1°
1- Infant formula a: Infant formula with probiotics Upto 3759 + vancomycin (10 mg/L) 1o 6 37°C c and ISO 27205
with or without . - ISO 6887-1
. _ " °C 4+ 1°
orobiotics and ¢: Infant formula without probiotics Upto375¢ Pre-warmed BPW 1/10 16-24 h 37°C+1°C SO 6887-5
lated ingredient I 7-1
related ingredients d: Related ingredients Upto375¢ Pre-warmed BPW 1110 16-24 h 37°Cx1°C S0 688
ISO 6887-5
10 ml or o o
2 Production | @ Surfaces Swabs or sponges BPW 100ml 16-24 h 37°C+1°C ISO 18593
environmental
b: Vacuum dusts from non- probiotic ISO 6887-1
| - _ ] i o
samples oroduction stes Upto 200 g Pre-warmed BPW 110 16-24 h 37°C+1°C SO 6887-4

*  Note: according to the ISO 6687 rules, for the usual 25 g test portion size for Salmonella screening and the usual 10 g test portion size for Cronobacter screening, no prewarming of
the enrichment is required.
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The extraction protocols are described in detail in Appendix 1 and summarized in

Table 2.
Table 2 - Extraction protocols
StarPrep Three
Prep Three Ki
Star reps 4 or:: 8 it (tube) 8-Strip Kit BAX Lysis protocol
S$40018 L
Enriched sample 100 L
Transfer in 8-tube | 100 L 20 uL
strips
, , 10 min at 5400 x g or
trif t
Centrifuge 5minat 8000 x g 25min at 2000 X g /
150 uL protease +
Lysis buffer 200 200 pl 12 mL lysis buffer:
200 pL/cluster tube
Heat treatment 10 min at 95-100°C 10 min at 95-100°C 20 mintes at 37°C
10 minutes at 95°C
1 min at 15-25°C at 3-5 min at 15-25°C at
Cooling min a al room min a 8 At least 5 minutes at 2-8°C
temperature room temperature
Mix vortex 2 sec / /
. . 5 minat 5400 x g
Centrifuge 2minat 13000 x g or 10 min at 2000 g /

The positive PCR results are confirmed by the tests described in the ISO method (ISO
6579-1 for Salmonella spp.). In addition to using biochemical galleries, the observed
characteristic colonies on the selective agar plates can be confirmed with any
appropriate ISO 16140-6:2019 validated method; any alternative method based on a
different measurement principle than the principle used in the detection or using
different markers (e.g., different antibodies, primers) if properly validated (e.g., ISO
16140 validation) according to the ISO 7218:2024 standard.

Two thermocyclers and software are in the scope of the validation:

- The BAX Q7 from Hygiena with BAX software 5.1 or higher.
- The LightCycler 480 Il (LC 480 II) from Roche Diagnostics with LightCycler 480
version: 1.5.1.62 SP3 or higher.

Results are interpretated following guidelines described in the kit IFU. While software
automatically gives a Ct value in each channel, additional manual interpretation is
required by the end users to finalize the analysis.

- For BAX Q7: The PCR results are provided by the BAX® software, version 5.1 or
later.
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- For LC 480ll: If a Ct value is given by the software, it is recommended to look at
the raw data and consider negative in case no exponential curve is observed (no
amp).

The data should be then interpretated as follow by the end-user:

FAM HEX ‘ 1{0)¢ Result interpretation
Positive Positive Positive or Negative Positive for Salmonella spp. and Cronobacter spp.

Positive Negative | Positive or Negative Positive for Salmonella spp. and Negative for
Cronobacter spp.

Negative | Positive Positive or Negative Positive for Cronobacter spp. and Negative for
Salmonella spp.

Negative | Negative | Positive Negative for Salmonella spp. and Cronobacter spp;

Negative | Negative | Negative Invalid

Each target is independently detected by PCR without interference from the other.

In case of PCR inhibition, the DNA extract can be tested again diluted 1/5 in sterile
water for the StarPrep Three kits and 1/3 for BAX lysis.

It is possible to store the enriched samples for 72 h at 5°C + 3°C.

2.1.3 Restriction

There is no restriction.

2.2 Reference method*

The reference method used is the ISO 6579-1 (2017): Microbiology of the food chain
- Horizontal method for the detection, enumeration and serotyping of Salmonella -
Part 1: Detection of Salmonella spp. and the ISO 6579-1/A1 (March 2020):
Microbiology of the food chain - Horizontal method for the detection, enumeration and
serotyping of Salmonella spp. - Part 1: Detection of Salmonella spp. Amendment 1:
Broader range of incubation temperatures, amendment to the status of Annex D, and
correction of the composition of MSRV and SC (see Appendix 2).

The 1ISO 6579-1 was validated using 25 g test portions. ADRIA has proven using
internal data than higher test portion size can be used for the categories evaluated in
this validation study. It was therefore decided, in agreement with the technical
committee, to use high test portion size during the method comparison study (MCS),
similarly to the test portion used by the alternative method (375 g or 200 g).

* Analyses performed according to the COFRAC accreditation (Accreditation Testing n°1-0144, scope
available on www.cofrac.fr)
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The ISO 6887-4: 2017 is allowing the addition of antibiotic when testing samples
containing probiotics and refers in section 9.8. to ISO 27205 which specifically
describes the use of vancomycin but also offers the possibility to use double strength
BPW (BPW 2 T). For the reference method, the expert lab used BPW 2 T according
to their internal procedure.

Study design

In the presence of probiotics, an unpaired study design was chosen due to the use of
BPW 2T. For all other tested categories/types, a paired study design was selected,
as similar test portions and enrichment protocols were applied.

This design was maintained for both the MCS and ILS studies to ensure consistency.

However, BPW + vancomycin could have been used during the ILS to simplify study
organization.

METHOD COMPARISON STUDY

3.1

3.1.1

ADRIA

The method comparison study is a study performed by the expert laboratory to compare the

alternative method with the reference method.

The study was carried out on a variety of samples and strains representative of the
most frequently encountered products. This does not constitute an exhaustive list of
the different matrices in the scope.

For any comment on the alternative method, please contact AFNOR Certification by
logging on to the web page http://nf-validation.afnor.org/contact-2/.

Sensitivity study

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

Number and nature of samples

141 samples were analysed. The distribution per tested category and type is given in
the following table. For all the tested extraction protocols (foodproof and BAX) and
thermocycler (BAXQ7 and LC 480 Il), the same repartition is obtained with 70 positive
results and 71 negative results.
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Table 3 — Distribution per tested category and type
All protocols

Positive Negative

Category Type samples samples Total
Infant formula (IF) | @ | IF with probiotics 15 11 26
1 with or without b | IF without probiotics 13 9 22
probiotics and | ¢ | Related ingredients 12 10 22
related ingredients Total 40 30 70
Production a | Surfaces 15 15 30
2 environmental b | Vacuum dusts from non-probiotic production sites 15 26 41
samples Total| 30 # 4
All categories 70 71 141

3.1.2 Artificial contamination of samples

Due to the type of product evaluated, no natural contamination was found. Artificial
contaminations were done by seeding with lyophilized strains or spiking protocol after
heat treatment. The artificial contaminations are presented in Appendix 3.

83 samples were artificially contaminated using 22 different Salmonella spp strains.
70 gave a positive result. Among those positives, 25.7 % of samples were spiked after
heat treatment at level < 5 CFU and 62.9 % were inoculated by seeding at level
<3 CFU.

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

Table 4 - Repartition of the positive samples
per inoculation protocol and inoculation level

Category Natur_ally Spiking protocol Seeding protocol \ Total positive
IIEINEICE < 5CFU | 3<x<10CFU [ <3CFU | 3<x<10CFU samples
1 0 5 0 29 6 40
2 0 13 0 15 2 30
Number of
samples 0 18 0 44 8 70
% 0.0 25.7 0.0 62.9 1.4 100.0

Among those positive results, 39 positives results came from Salmonella spp. strains
inoculated alone and 31 for Salmonella spp. strains co-inoculated with Cronobacter
spp. The repartition of the inoculation scheme per category is given in Table 5.
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Table 5 - Repartition of the positive samples
per inoculation protocol and inoculation level

Salmonella spp +

Salmonella spp (A
iw Total positive samples
Number of samples Number of samples
1 23 17 40
9 16 14 30
Total 39 31 70

0 % of the samples were naturally contaminated. This low percentage is linked
to the categories tested with a low prevalence of Salmonella spp. (heat treated
products).

3.1.3 Protocols applied during the validation study

> Enrichment step

Higher test portion with the minimum incubation time was applied for the enrichment
step: 16 h at 37°C.

> Lactic bacteria enumeration

For the category 1, for probiotics containing products, lactic bacteria enumeration was
carried out using MRS pH 5.7 incubated in anaerobic conditions for 72 h at 30°C +
1°C (1SO 15214).

> Extraction

Two types of extraction were evaluated on each sample:

- foodproof® StarPrep: Three Kit or Three 8-Strip Kit with each sample tested by
one of the kit formats. The 10 min 5400 g centrifugation protocol was used during
the validation.

- BAX Real-Time Lysis procedure for all sample tested.

The repartition of the samples tested with each protocol is shown in the table below.
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Table 6 - Distribution of the number of samples per tested category and

extraction protocols

: StarPrep Three :
y StarPrep Three Kit 8-Stri$) Kit BAX Lysis Total number of

Number of samples Number of samples Number of samples LN

36 34 70 70

38 33 4l 71

74 (52.5%) 67 (47.5%) 141 (100%) 141

ADRIA

> PC

Two thermocyclers were included in the validation:

- The BAX Q7 from Hygiena with BAX software 5.1
- The LightCycler 480 Il (LC 480 Il) from Roche Diagnostics with LightCycler 480 Il
version: 1.5.1.62 SP3.

Analyses of the PCR results were carried out following guidelines given in the IFU.

> Confirmations

The positive PCR tests were confirmed by the tests described in the ISO methods:

- Subculture of the enriched sample in RVS broth (0.1 ml + 10 ml) incubated for 24 h
£ 3hor48h £ 3 h (low moisture products) at 41.5°C £ 1°C and in MKTTn broth
(1 ml + 10 ml) incubated for 24 h + 3 h or 48 h + 3 h (low moisture products) at 34-
38°C.

- Streaking (10 ul) onto XLD and a second selective agar plate (ASAP) incubated
for 24 h+ 2h at 34-38°C.

- The typical colonies are confirmed by biochemical gallery (APl 20E) (without
purification step) and serological tests (after purification step).

»  Enrichment broths storage for 72 h at 5 °C + 3 °C

The enrichment broths from positive and discordant samples were stored for 72 h at
5°C £ 3 °C and the PCR was tested again. Storage for 72h at 5°C + 3 °C is a possibility
offered in the ISO 6579-1 method. As the alternative method uses similar enrichment
broth than the reference, the confirmatory tests were thus not tested again except in
case of change is observed between both PCR results (before / after storage).
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>  Inhibition

In case of inhibition, the DNA extract was tested diluted 1/5 for the StarPrep Three kit
following IFU guidelines. No inhibition was found for the BAX lysis.

Test results

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

Table 7 — Summary of results obtained with the reference and alternative
methods (after confirmation) of all samples for each category -
foodproof® Extraction - BAX Q7

Categories

Portion Types

Study

Design

PA PD TND

TNA

Infant formula (IF) |_3759 IF with probiotics Unpaired | 10 | 3 2 11
1 with or without 375¢ b IF without probiotics Paired 1310 0 9
probiotics and 3759 | c | Related ingredients Paired [ 12| 0 | O 10
related ingredients Total|l 35 | 3 2 30
Swab/
Production sr;fl)igge/ a | Surfaces Paired 1510 0 15
2 environmental
Vacuum dusts from non- .
samples 2009 |b probiotic production sites Paired 1510 0 2
Total | 30 | O 0 41
All categories 65 | 3 2 71

Table 8 — Summary of results obtained with the reference and alternative

methods (after confirmation) of all samples for each category -
foodproof® Extraction - LightCycler 480 Il

Categories Portion Types PA PD TND TNA
Infant formula (IF) | 3759 |a | IF with probiotics Unpaired | 10 | 3 2 11
’ with or without 375g | b| IF without probiotics Paired 1310 0 9
probiotics and 3759 |c |Related ingredients Paired 1210 0 10
related ingredients Total 35 3] 2 30
Swab/
Production sp‘fir;ge/ a | Surfaces Paired 151 0 0 15
2 environmental
Vacuum dusts from non- .
samples 2009 |b probiotic production sites Paired 1510 0 2%
Total 30 | 0 0 41
All categories 65 | 3 2 71
ADRIA 14/104 December 17, 2025
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Table 9 Summary of results obtained with the reference and alternative
methods (after confirmation) of all samples for each category -
BAX lysis - BAX Q7

Categories PA PD TND TNA
Infant formula (IF) |_375g |a|IF with probiotics Unpaired | 10 | 3 2 11
1 with or without 375g | b| IF without probiotics Paired 1310 0 9
probiotics and 3759 | c|Related ingredients Paired [12 ] 0 | 0 10
related ingredients Total 35| 3 2 30
Swab/

Production sr\);i:ge/ a | Surfaces Paired 1510 0 15

2 environmental

Vacuum dusts from non- .

samples 200g |b probiotic production sites Paired B0 0 2
Total 30| 0 0 41
All categories 65 | 3 2 71

Table 10 — Summary of results obtained with the reference and alternative
methods (after confirmation) of all samples for each category -
BAX lysis - LightCycler 480 Il

Categories Portion PA PD TND TNA
Infant formula (IF) | 3759 |a | IF with probiotics Unpaired | 10 | 3 | 2 11
1 with or without 375g | b| IF without probiotics Paired 131 0 0 9
probiotics and 375g | c | Related ingredients Paired 121 0 0 10
related ingredients Total 35 | 3 2 30
Swab/
sponge/ |a | Surfaces Paired 151 0 0 15
) Environmental wipe
samples 200g || Yacuum dusts from non- Pared | 15| 0 | 0 | 26
probiotic production sites
Total 30| 0 0 41
All categories 65 | 3 2 71
With, for Paired evaluation: TND = NDenan TNA = NA + PDrppany

And for Unpair ed evaluation: TND = ND + NDFN(a/t) +PAFP(a/t) TNA = NA + NAFN(a/t) + PDFP(a/t)

3.1.5 Calculation of relative trueness (RT), sensitivity (SE) and false positive
ratio (FPR) and false negative ratio (FNR) for the alternative method

The calculations are presented in the following tables.
A summary of the results is given in Table 15.

ADRIA 15/104 December 17, 2025
Summary report (Version 1)
Foodproof Salmonella



HYGIENA LLC

Table 11 Calculation of relative trueness (RT), sensitivity (SE), false positive ratio (FPR) and false negative ratio (FNR) for the
alternative method - foodproof® Extraction - BAX Q7

Categories Portion Types DS;::% PA PArpaty NA NAfnay PD ND NDengayy PDepay TND TNA SEA)a" SEAref I}’/;I’ F;R FEZR
. 375g |a | IF with probiotics Unpaired [10| 0 [11| 0 [3[2] 0 0 2 | 11| 8.7 | 8.0 |88 ]| 00 | 00
1 o'r"\‘:;m;ﬁ{fgf;glgtfg;v:: | 375_|b|IF without probiofics | Paired 13| 0 [9 [ 0 [o0[0] 0 0 | 0| 9 |1000 | 1000 [1000] 00 | 0.0
related ingredients 3759 | c | Related ingredients Paired | 12 0 10 0 010 0 0 0 | 10 | 100.0 | 100.0 |100.0| 0.0 | 0.0
Total[35) O (30| O |[3[2] 0O 0 2 130 950 | 925 [929 | 00 | 00

Swab/
sponge/ | a | Surfaces Paired | 15 0 15 0 0]0 0 0 0 | 15 | 100.0 | 100.0 {100.0| 0.0 | 0.0

. wipe

2 . Production - Vacuum dusts from
environmental samples | 5004 | b | non-probiotic Pared |15] 0 |25] 0 |0 |0 | O 1 0 | 26 | 100.0 | 100.0 |100.0| 3.8 | 0.0
production sites

Total (30| O |40 0 |[0[O0O| 0 1 0 | 41 [100.0 | 1000 {100.0| 24 | 0.0
All categories 65 0 70 0 3|2 0 1 2 | 71| 971 95.7 | 965 | 14 | 0.0

Table 12 — Calculation of relative trueness (RT), sensitivity (SE), false positive ratio (FPR) and false negative ratio (FNR) for the
alternative method) - foodproof® Extraction - LightCycler 480 I

] ] Stud SE RT FPR FNR
Categorles Portion Types Desigyn PA PAFp(an) NA NAm(au) PD ND NDFN(au) PDFp(an) TND TNA % ait SE ref % % % %
_ 375g |a | IF with probiotics Unpaired (10| 0 [ 11| 0 [3]2] 0 0 2 | 11| 8.7 | 800 |80.8]| 00 | 00
1 o';‘jz;‘r:gg;”g;‘;zlgtfgs""::d 3759 | b | IF without probiotics | Paired 13| 0 | 9| 0 |0|0]| 0 0 | 0] 9 | 1000/ 1000 [1000] 0.0 | 0.0
related ingredients 3759 |c|Relatedingredients | Paired [12| 0 [10] 0 [O0|O0| O 0 0 | 10 | 100.0 | 100.0 |100.0( 0.0 | 0.0
Total[35] 0 [30| 0 [3|2]| 0O 0 2 30| 950 | 925 [929| 00 | 00
Swab/
sponge/ | a | Surfaces Paired | 15 0 15 0 00 0 0 0 | 15 |100.0 | 100.0 [100.0{ 0.0 | 0.0
. wipe
2 . Produtctllon | Vacuum dusts from
environmental SAMPIES | 2009 | b | non-probiotic Pared |15 0 |26| 0 |0]|0]| 0O 0 0 | 26 | 1000 | 100.0 |1000| 0.0 | 0.0
production sites
Total|[30] 0 |41 0 |[o|lo0o| o© 0 0 | 41 [1000 | 100.0 [1000| 0.0 | 00
All categories 65| 0 |71| o [3]2] o 0 2 | 71| 971 | 957 [965| 00 | 0.0
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Table 13 — Calculation of relative trueness (RT), sensitivity (SE), false positive ratio (FPR) and false negative ratio (FNR) for the
alternative method - BAX lysis - BAX Q7

SE alt SE ref RT FPR FNR
% % % % %

Categories Portion PA | PArpay NA NAgfnay PD ND NDenary PDrp@ay TND  TNA

| 3759 |a|IF with probiotics Unpaired | 10 | 0 |10 0 |[3]2] 0 1 2 | 11| 867 | 800 |808| 91 | 00
1 '”;fcvtltfﬁg'l‘;tur')?o(ggtggh 3759 | b | IF without probiotics | Paired | 13| 0 | 9| 0 |0|0| 0 0 | o | 9 [1000 | 1000 [1000] 0.0 | 00
and related ingredients |__3759_|¢ | Related ingredients | Paed | 12 | 0 |10 0 [0 /0| 0 0 0 | 10 | 100.0 | 100.0 [100.0| 0.0 | 0.0
Total| 35| 0 |29 0 |3 [2]| 0 1 2 |30 ] 950 | 925 |929| 33 | 00

Swab/
sponge/ | a | Surfaces Paired | 15 0 15 0 010 0 0 0 15 | 100.0 | 100.0 [100.0| 0.0 | 0.0

. wipe

2 . Production 3 Vacuum dusts from
environmental samples | - 5404 | b | non-probiotic Pared | 15| 0 [26] 0 |0]|0]| 0 0 0 | 26 | 100.0 | 100.0 [100.0| 0.0 | 0.0
production sites

Total| 30| 0 |41 0 |0[O0| 0 0 0 | 41 | 1000 | 100.0 |100.0| 0.0 | 0.0
All categories 65 0 70 0 3|2 0 1 2 | 971 957 | 965 | 14 | 0.0

Table 14 — Calculation of relative trueness (RT), sensitivity (SE), false positive ratio (FPR) and false negative ratio (FNR) for the
alternative method - BAX lysis - LightCycler 480 Il

) ) Stud SEat SEnr RT FP FNR
Categories Portion Types Desig{] PA PArpay NA NAgnay PD ND NDenary PDrpayy TND TNA %a" ”" e w % %
. 375g | a|IF with probiotics Unpaired [ 10| 1 |[11] 0 [3[1] o0 0 2 | 11 {867 | 800 |808] 91 | 00
1 O'Pﬁ?;gﬁingf;ilgtfgf:: | 375_[b]IF without probiofics | Paired (18] 0 |9 0 [0]0[ o 0 | o | 9 [1000] 1000 [1000] 0.0 | 00
related ingredients 375g |c|Relatedingredients | Paired |12 0 [10| 0 [0 |O0] 0 0 0 | 10 |100.0 | 100.0 [100.0| 0.0 | 0.0
Total| 35| 1 [30] o0 [3[1] o 0 2 | 30]950 | 925 [ 929 33 | 00

Swab/
sponge/ | a | Surfaces Paired | 15 0 14 0 00 0 1 0 | 15 |{100.0 | 100.0 |100.0| 6.7 | 0.0

. wipe

2 . Produtctllon | Vacuum dusts from
environmental SAMPIES | 500g | b | non-probiotic Pared |15| 0 |26 0 |0]|0]| © 0 0 | 26 |100.0 | 1000 [100.0] 0.0 | 0.0
production sites

Total|30| O |40 0 [0]|0]| O 1 0 | 41 [100.0 | 100.0 [100.0| 2.4 | 0.0
All categories 65 1 70 0 3 |1 0 1 2 | 71| 971 | 9.7 |95 | 28 | 0.0
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Table 15 - Summary of results

foodproof® Extraction BAX lysis
BAX Q7 LC 480 Il BAX Q7 LC 480 i
Sensitivity for the (PA+ PD)
SE ;; = x 100 % 0 0 0 0
o PA +TND)
Sensitivity for the — (
referenceymethod SErer = (PA+TND + PD) x 100 % 95.7 % 95.7 % 95.7 % 95.7 %
. (PA+TNA)
Relative trueness T = T?ClOO % 96.5 % 96.5 % 96.5 % 96.5 %
False positive ratio for the alternative PA + PD
. ':I FPR = F”(““)TN y FP@t) 100 % 14 % 0.0 % 14 % 2.8 %
metho
False negative ratio for the alternative NApn(aiy+ NDEn(a
o g FNR = ZEN@l)? JOmen) 4000 0.0 % 0.0 % 0.0 % 0.0 %
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3.1.6 Analysis of discordant results

The negative deviations are given in Table 16 and the positive deviations in Table 17.

> Negative deviations

Two negative deviations were observed for infant formula with probiotics with identical
results for all protocols evaluated. The presence of Salmonella spp was not confirmed
in the enrichment broth of those samples nor in any of the samples in negative
agreement (NA).

> Positive deviations

Three positive deviations were observed with identical results obtained for all
protocols evaluated. They all concern the infant formula with probiotics (unpaired
design)

The analyses of discordant results according to the ISO 16140-2 is showed in tables
18 to 21.

ADRIA 19/104 December 17, 2025
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Table 16 - Negative deviations
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PCR result Agreement
p . foodproof® extraction BAX lysis S foodpropf® BAX Lysis > X
! 00 . ] s extraction d
T BAX Q7 BAX Q7 E 5
Ct S BAX LC BAX LC
CtPAM | CtROX | Resuit CtFAM | Rox | Result S | ar |4s0n| a7 | 4800
(target) | (IC) (target) (IC)
Infant milk powder. 6-12 months. S. Norwich
3562 | with probiotics (B. Infantis A 41172 0.3 0.0 37.6 - 0.0 38.6 - ND ND ND ND 11 a
3.2 x 107 CFU/g) (23%MG)
Infant milk powder. babies. with S, Norwich
3565 | probiotics (B. lactis 3.5 x 107 CFU/g) A 41172 0.3 0.0 37.7 - 0.0 38.4 - ND ND ND | PArp@ay | 1 | @
(23.6% fat)
Table 17 - Positive deviations
oodproof® Sa onelia P onona Dete 0
e-Wa ed bP 0 | or B
0 PCR result - Agreement
p . . . 2 foodproof® . > 8
0 0d ) : foodproof® extraction BAX lysis 5 extraction BAX Lysis @
portio BAX Q7 BAX Q7 =
CtFAM | CtROX | o | CtFAM | CtROX CtFAM | GtROX | o | CtFAM | CtROX R I ol
(target) (IC) (target) | (IC) (target) (IC) (target) (IC)
Infant milk powder. from 6 months. .
3564 | with probiotics (B. lactis SA':;’;‘%"“ 0.3 199 | 379 * 1651 | 33.20 20.2 37.3 o 1724 | 37.04 * 1| a
3.5 x 107 CFU/g) (26% fat)
Infant milk powder. 1st age. with S. Ohio Ad2213
3801 | probiotics (B. lactis (+ C. sakazakii 0.312.4 175 0.0 + 15.32 0.0 20.1 0.0 + 17.67 0.0 + 1] a
8.6 x 105 CFU/g) (26% fat) Ad935)
Infant milk powder with pr_oblotlcs. S Anatum
764 | after 10 months (L. reuteri DSM Ad1166 1.0 291 36.4 + 26.23 30.2 28.8 37.7 + 27.02 31.1 i 1] a
17938 1.55 x 105 CFU/g) (23% fat)

* Analyses performed according to the COFRAC accreditation (Accreditation Testing n°1-0144, scope available on www.cofrac.fr)
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alyses of discordant results - foodproof® Extraction - BAX Q7

- An

18

Table

n/

0

30 0 0

Total /

All categories

of discordant results - foodproof® Extraction - LightCycler 480 I

19 - Analyses

Table

30 0 0

Total /

All categories




Table 20 - Analyses of discordant results - BAX Real-Time lysis procedure - BAX Q7

S
IF with probiotics

L. johnsonii, S. thermophilus .
Infant formula (IF) 375 a gnci each species of thep Unpaired | 15 2 3 -
1 with or without genus Bifidobacterium)
Iprtoz"i’r:"’rs 3indnt 3759 | b | IF without probiotics Paired | 13 | 0 | O 0 0 0
claled IngredieN’s ™375q | ¢ | Related ingredients Paired | 12 | 0 | 0 0 0 0
Total / 40 2 3 0 0 -1 3
Swab/
Product sr;(;irrl)ge/ a | Surfac Paired 15 0 0 0 0 0
2 environmen tal Vacuum dusts from non-
samples 200g b oro b t ¢ produ t ts Paired 15 0 0 0 0 0
Total / 30 0 0 0 5 0 6 3 0 3
All categori / 70 2 3 / / / / / -1 4

Table 21 - Analyses of discordant results - BAX Real-Time lysis procedure - LightCycler 480 I

ies es
(L. johnsonii, S. thermophilus i
ntiormu 3 | and each species of the Unpaired | 15 2 |3
1 with or without genus Bifidobacterium)
rel‘;;gk(;"i’;'cfeggdnts 3759 | b | IF without probiotics Pared | 13 | 0 | O 0 0 0
g 375¢ ¢ | Related ingredients Paired 12 0 0 0 0 0
Total / 40 2 3 0 0 -1 3
Swab/
Product F\)Acl)ir;%e/ a | Surfac Paired 15 0 0 0 0 0
2 environmen tal Vacuum dusts from non-
ampl 200g | b oro b t ¢ production t es Paired 15 0 0 0 0 0
Total / 30 0 0 0 3 0 6 0 3
All categori / 70 2 3 / / / / -1 4

22222222222222222222222222
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The observed values for TND - PD meet the acceptability limit for each
individual category and for the two combined categories whatever the
extraction kits and thermocycler used (calculated values < AL).

3.1.7 Enrichment broth storage at5+ 3 °Cfor72h

3.1.8

ADRIA

No modification of the discordant results is observed after 72 h storage. Analyses
from Tables 19 to 22 are therefore also applicable after storage 72h at 5 + 3°C.

The observed values for TND - PD meet the acceptability limit for each
individual category and for the two combined categories whatever the
extraction kits and thermocycler used (calculated values < AL). It is possible to
store the enrichment broth for 72h at 5 * 3°C.

Confirmation

Four samples with positive PCR results in one of the protocols evaluated were not
confirmed by cultural methods. For all these samples, replicates of the PCR test were
carried on. Negative results were found after repetition for three samples. For all, very
late positives results were obtained. Only one of them were spiked with a Salmonella
spp strain. The presence of free DNA in the sample could be the cause of these false
positive results.

23/104 December 17, 2025
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Table 22 - Positive PCR results not confirmed by cultural methods

oodproof® Salmonella P onobacter Detectio 0 Pre-wa ed BPW or Prewa ed BP anco Img or BP b

PCR result Agreement S S
foodproof® extraction BAX lysis foodprgof BAX Lysis >
U extraction
A TpIe Prod i 6579 BAX Q7 LC480 CC BAX Q7 LC480 I Confirma
S tion L L
CtFAM | CtROX | 5 | CtFAM | CtROX | 5 | CtFAM | CtROX | 5 | CtFAM | CtROX | 3 BAXQ7 | o0y | BAXQT | o)
(target) (IC) 4 (target) (IC) 4 (target) (IC) & (target) (IC) &
Infant milk pOWder, 38 28 33.13 +
babies, with probiotics S. Norwich ' '
3565 (B. lactis 3.5 x 107 CFUlg) Ad1172 + 0.0 37.7 - 0.0 33.53 0.0 38.4 - 0.0 32.77 - - ND ND ND PAFp iy 1 a
(23.6% fat) 0.0 32.87 -
L’lianrlﬂ? "flc(ﬂﬁfv\\l/vgirm?u: 2with p 00 1+
3566 orobiotics (B. infantis 2.5 x / - 0.0 0.0 - 0.0 0.0 gg 88 - 0.0 0.0 - NA NA PDrp(ar) NA 1 a
108 CFU/g) (26% fat) ] ' i
Swab before cleaning e 0.0
3639 - / - 0.0 0.0 - 0.0 0.0 0.0 0.0 - 0.0 0.0 - NA NA NA PDrp(att) 2 | a
(dairy industry) 0.0 0.0
Vacuum cleaner dust n°7 39.8 36.4 +
556 (non-probiotic dairy / - 42.2 36.7 + 0.0 30.71 0.0 37.6 - 0.0 32.94 - PDrp(atty NA NA NA 2 b
industry) 41.6 36.8 +
* Analyses performed according to the COFRAC accreditation (Accreditation Testing n°1-0144, scope available on www.cofrac.fr)
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3.1.9 PCRinhibition

261 PCR was performed per extraction protocol and thermocycler. 5 PCR inhibitions
were observed with the foodproof extraction and the BAX Q7 (1.9 % of the PCR) and
3 inhibitions with the foodproof extraction and the LC 480 Il (1.5% of the PCR). A
repetition of the testing or a 1:5 dilution of the DNA extracts was sufficient to obtain a
result, and the result obtained where consistent with the other PCR condition and
confirmation result (no false negative).

No inhibition was observed with the BAX lysis (0% of the PCR) and therefore, the
1/3 dilution was not evaluated.

ADRIA 25/104 17 December 2025
Summary report (Version 1)

Foodproof Salmonelia



HYGIENA LLC

Table 23 - Samples with PCR inhibitions

foodproof extraction BAX Lysis
Incubation LC480 1l LC480 1l
Product "
time Ct FAM CtFAM | CtROX Ct FAM CtFAM | CtROX
arget arge arge arge
(target) (target) (IC) (target) (target) | (IC)
Infant milk powder. babies. 0.0 0.0 i
3570 | With probiotics (B. lactis 16h 00 00 : 00 00 : 00 00 : 00 00 - 1] a
3.5x 107 CFU/g) (23.6% . . . ' : : ' ' '
0.0 0.0 -
fat)
Infant milk powder. 6-12 0.0 0.0 i
3563 | months. with probiotics 1 16+ 72h | 5y 0 1 g5 £ | 2933 | 00 + | 230 | 383 + | 2060 | 325 | + | 1| a
(B. lactis 1.8 x 108 CFU/g) storage 20.66* 40 34% +
(26%MG) ' '
Floor surface swabs before 0.0 0.0 i 22.50
3407 . S 16 h 0.0 0.0 - 0.0 ) - 0.0 0.0 - 0.0 0.0 - 2 a
cleaning (dairy industry) 0.0° 0.0° * (no amp)
Vacuum nozzle swab. 16h + 72h 0.0 0.0 i
3638 | before cleaning (dairy storaae 21.3 37.3 + 18.75 33.18 + 26.0 384 + 20.44 37.11 + 2 a
industry) 9 4.2 | 450 *
) 0.0 0.0 i 41.95 0.0 +
3639 | Swab before cleaning 16h+72h | ) 00 : 00 00 : 00 00 - | 4023 | 00 + | 2] a
(dairy industry) storage 0.0° 0.0° * 0.0 0.0 i
Swab after cleaning teh+72n | 90 00 '
3640 M 0.0 0.0 - 0.0 0.0 - 0.0 0.0 - 0.0 0.0 - 2 a
(dairy industry) storage 0.0° 0.0° *
Vacuum cleaner dust n°8 0.0 0.0 i 35.95
557 | (non-probiotic dairy 16h 0.0 0.1 - 0.0 0.0 - 0.0 0.0 - 0.0 (unce. ai) - 2 b
industry) 0.0* 26.43* -*
Vacuum cleaner dust 0.0 0.0 i
561 | n°13-14 (non-probiotic 16h 23.2 37.6 + 20.9 0.0 + 22.9 36.8 + 21.69 32.2 + 2 b
dairy industry) 25.27* 40.68* +*
*1:5 dilution of the extract
ADRIA 26/104 17 December 2025
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Relative level of detection

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

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

LODyy.

RLOD =
LODgey.

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

Experimental design

Two (matrix/strain) pairs were analysed by the reference method and by the
alternative method (See Table 24).

The following protocol was applied:
- A negative control: 5 samples,
- Allow contamination level providing fractional recovery data, with 20 replicates,

- A high contamination level, with 5 replicates.

A total plate count determination on each matrix was performed to estimate the total
microbial load on the day of analysis.

For category 1, the inoculation level was determined by MPN and enumeration of the

inoculum. Close results were obtained by both methods. LODs, was determined using
the MPN results.
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Table 24 - Defined (matrix/strain) pairs for the RLOD determination

Inoculated
strain

Test portion for
the reference

Test portion for
the alternative

Origin

Inoculating

Stabilization

HYGIENA LLC

Protocol applied
for Ref and Alt

method

method

cells

conditions

methods
. Storage
Infant formula with or . Pre-warmed BPW
1 | without probiotics and | Maltodextrin Salmonella 3759 375¢ Whey Lyophilized for 2 weeks +d1/10 Paired
. . Cerro Ad2152 culture at room o o
related ingredients " 16hat37°C+1°C
emperature
Salmonella
. . Anatum Ad2718 Surface '
Pr_o duction Stainless + co-inoculation 4’54 Surface 4’x4” Dairy Liquid Overmght at BPW 16 h .
2 environmental steel surface . . . ambient o o Paired
with 10 x (sponge) (sponge) industry inoculum at37°C+1°C
samples Q) ) temperature
Citrobacter
freundii 39

(: For this matrix, it was not possible to calculate the LOD50 as the contamination level was not taken into account the die off of the inoculated strain during the overnight storage.
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3.2.2 Calculation and interpretation of the RLOD
The raw data are given in Appendix 5.
The RLOD calculations were performed using the Excel spreadsheet available at

http://standards.iso.org/iso/16140 - RLOD version 4 (2024-01-10). The RLOD are
given in Table 25.

Identical results were obtained between the reference and alternative method for all
matrix / strain pairs tested and all protocols after confirmations.

ADRIA 29/104 17 December 2025
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Table 25 — Presentation of RLOD before and after confirmation of the alternative method results

foodproof® Extraction BAX Lysis
Category Matrix / strain BAX Q7 Lightcycler 480 Il BAX Q7 Lightcycler 480 Il
AL RII.OD [95‘_%. AL RI..OD [95‘_%. AL RITOD [95% AL RLIOD [95% .

confidence limit] confidence limit] confidence limit] confidence limit]

1 Maltodextrin / Salmonella Cerro Ad2152 1.000 [0.442-2.262] 1.000 [0.442-2.262] 1.000 [0.442-2.262] 1.000 [0.442-2.262]
Stainless steel surface"/

2 Salmonella Anatum Ad2718 1.5 | 1.000[0.454-2.202] | 1.5 | 1.000 [0.454-2.202] | 1.5 | 1.000 [0.454-2.202] | 1.5 | 1.000 [0.454-2.202]

+ Citrobacter freundii 39
Combined 1.000 [0.567-1.764] 1.000 [0.567-1.764] 1.000 [0.567-1.764] 1.000 [0.567-1.764]

(: For this matrix, it was not possible to calculate the LOD50 as the contamination level was not taken into account the die off of the inoculated strain during the overnight storage.
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The LODso calculations were done using the Excel spreadsheet available at
http://standards.iso.org/iso/16140 POD-LOD calculation program - version 12, 2024-
03-05. The tests are given in Table 26.

Table 26 - LODs, results

Level of detection at 50% (CFU / test portion)

(Strain / matrix) pair according to Wilrich & Wilrich'
Reference method Alternative method

Maltodextrin (375g) / S. Cerro Ad2152 0.5[0.3-0.9] 0.5[0.3-0.9]

Combined results 0.5[0.3-0.9] 0.5[0.3-0.9]

3.2.3 Conclusion

3.3

3.3.1

The RLOD values (using the confirmed alternative method results) meet the
acceptability limit of 1.5 for paired studies for the two matrix/strain pairs tested.

The LODs, for category 1 was calculated and is at 0.5 CFU/test portion for the
reference method and the alternative method.

Inclusivity / exclusivity

The inclusivity is the ability of the alternative method to detect the target analyte from a wide range of
strains. The exclusivity is the lack of interference from a relevant range of non-target strains of the
alternative method.

Test protocols

> Inclusivity

100 target strains were freshly cultured in BHI medium at 37°C. Dilutions were made
in order to inoculate 10 -100 CFU/225 ml BPW supplemented with vancomycin broth
(10 mg/L) as most stringent enrichment. The alternative method protocol was then
performed.

The broths were incubated for 16 h at 37°C £ 1°C; the protocol of the alternative
method was then applied using the foodproof® StarPrep (Three 8-Strip Kit or Three
Kit) and BAX lysis. PCR were performed with the BAX® System Q7 and the
LightCycler 480 Il. Confirmatory tests were also carried on.

1 Wilrich, C., and P.-Th. Wilrich: Estimation of the POD function and the LOD of a qualitative
microbiological measurement method. AOAC International 92 (2009) 1763 - 1772.
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> Exclusivity

30 non-target strains were freshly cultured in BHI medium at 37°C. Dilutions were
made in order to inoculate about 105 CFU/mlI BPW broth. The BPW broth was
incubated for 24 h at 37°C £ 1°C. The alternative method was then performed using
the foodproof® StarPrep (Three kit or Three 8-Strip Kit) and the BAX lysis protocol for
extraction before performing the PCR using BAX® System Q7 and the LightCycler
480 II.

3.3.2 Results

Raw data are given in Appendix 6.

> Inclusivity

All the 100 targets strains gave positive results by PCR for all extraction protocols and
thermocyclers.

Two strains were not able to grow on ASAP selective agar plates but were able to
grow on XLD: S. Abortusovis Ad2320, S. Abortusequi Ad2321.

Some strains grown but giving non-characteristic blue colonies on ASAP plates:
S. Adelaide Ad2319, S. Luciana CIP 105626, S. Strasbourg CIP105632.

> Exclusivity

None of the 30 non-target strains was detected by the PCR in any of tested protocols
(extraction protocol and thermocycler).
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The alternative method practicability was evaluated according to the AFNOR criteria

relative to method comparison study.

Storage conditions,
shelf-life and modalities of
utilisation after first use
Time to result

Common step with the
reference method

Summary report (Version 1)
Foodproof Salmonella

The storage temperature is 2 - 8°C. The shelf-life is given on the
package. All the reagents shall be stored at the temperature mentioned
on the package.

Steps ‘ Reference method ‘ Alternative method

Negative samples

Sampling enrichment Day 0 Day 0
Subculture in RVS and Day 1 |
MKTTn

Lysate / Day 1
PCR test / Day 1
Streaking onto plates Day 2 /
Reading plate Day 3 /
Results Day 3 Day 1
Presumptive positive or positive results

hSﬂl:(b_lilL_J:lture in RVS and Day 1 Day 1
Streaking onto plates Day 2 Day 2
Reading plate Day 3 Day 3
Confirmatory tests Day 4 or Day 5 Day 4 or Day 5
Results Day 4 or Day 5 Day 4 or Day 5

Sampling enrichment for BPW protocol

The negative results are available in 1 day and the positive results in 3 days.
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INTER-LABORATORY STUDY

4.1

4.2

ADRIA

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

Study Design

The inter-laboratory study was performed in April 2024. In agreement with the
technical committee a 25 g test portion was selected to allow a direct comparison with
the reference method and simplify the organisation of the ILS study.

As stated in 2.2 and 2.3, BPW 2 T was kept for the reference method during the ILS
study, resulting in an unpaired study design. However, a paired design could have
been achieved if BPW supplemented with vancomycin had been used in both
screening methods.

Study organisation

> Collaborators number

Samples were sent to 16 participants from 14 laboratories and from 6 different
countries.

The different extraction methods and instruments were tested by the participants as
shown in the table below.

Instrument
LC480 | BAXQ7
S StarPrep Three 4 3

BAX lysis 3 6
Total 7 9 16

Total

method

> Matrix and strain used

259 test portion of Infant formula with probiotics (Lactobacillus reuteri) was inoculated
with a lyophilised strain of Salmonella Anatum Ad2706 strain isolated from milk
powder.

The samples were co-inoculated with a Cronobacter spp. strain.
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> Samples

Samples were prepared and inoculated on Tuesday 2" April 2024, as described
below:

- 24 blind coded samples (25 g) for Salmonella spp. detection by the ISO 6579-1
reference method.

- 24 blind coded samples (25 g) for Salmonella spp. and Cronobacter spp. detection
by the foodproof® Salmonella plus Cronobacter Detection LyoKit.

- 1 sample (labelled “Sample for lactic acid bacteria enumeration”) for mesophilic
lactic acid bacteria enumeration in MRS agar (pH 5.1).

1 water flask labelled “Temperature Control”.

1 probe which follows the temperature during shipping and sample storage.

> Inoculation

The targeted inoculation levels were the following:

- Level: 0 CFU/25 g,
- Level 1: 2 CFU/25 g, inoculation level providing fractional positive recovery data,
- Level 2: 8 CFU/25 g.

Each level was inoculated in bulk and thoroughly mixed prior to repartition in sterile
flasks (5g per sample). An additional amount of uninoculated matrix were then added
to the flask (20 g for the reference and the alternative) The samples were then stored
at room temperature for two weeks prior to testing.

The contamination level was determined by enumeration of the inoculum the day of
the analysis using VRBG and by MPN enumeration of the inoculated bulk using ISO
6579-1 as described in the table below.

Inoculum level Large test Medium test Low test
Portion size Portion size Portion size
Infant formula Low 5x10¢g 8x5¢g 5x2g
with probiotics High 8x5¢g 5x2g 5x1g

> Labelling and shipping

Blind coded samples were express shipped to the different laboratories.
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A temperature control flask and a sensor were added to the package to register the
temperature profiles of the shipment during the transport, at reception and during the
storage until analyses.

Samples were shipped to the involved laboratories. The temperature conditions had
to stay between 18°C to 27°C (ambient temperature) during transport, and during the
storage.

> Analyses

Collaborative study laboratories and the expert laboratory carried out the analyses on
April 15" or 17" 2024 at the latest. The analyses by the reference method and the
alternative method were performed on the same day.

Experimental parameters controls

Strain stability and background microflora stability

Strain stability was checked by the evaluating the bulk inoculated with Salmonella spp
at the low level at different time point. Eight test portion per method (reference and
alternative) were tested the day of inoculation, after 7 days and 14 days storage at
ambient temperature. The lactic acid bacteria enumeration was also carried out, the
results are given in Table 27.

Table 27 - Sample stability

Date of analysis

Foodproof® Sal/Cro

1ISO 6579-1 Lactic Flora

(Salmonella)
Nb of positives Nb of positives
D+0 5/8 4/8 5.6 x 108
D+7 3/8 6/8 6.7 x 108
D+14 (April 15t) 4/8 3/8 7.7 x108

No evolution was observed during storage at 18 - 27°C.

Contamination levels

The contamination levels and the sample codification were the following (see
Table 28). The contamination was determined by MPN and enumeration of the
inoculum (lyophilized strain) the day of the analysis.
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Table 28 - Contamination levels

Samples

target level

MPN

HYGIENA LLC

VRBG enumeration

(CFU/25)

(CFU/25)

Theoretical

(CFU/259)

14-7-8-13-16-21-24

° 27-29-30-36-37-42-44-48 ° ° °
2-3-6-10-14-15-19-23

1 268-30-33-34-38-43-45-46 : oL 13 "
5-9-11-12-17-18-20-22

: 25-26-31-35-39-40-41-47 | 2011245 33

The measurement of the inoculum (lyophilized strain) is consistent with the measured
MPN values, indicating a correct homogeneity of the bulk. Note that the observed
inoculation levels comply with the SO 16140-2: 2016 requirement.

4.3.3 Logistic conditions

Temperature conditions are given in Table 29.

Table 29 - Sample temperatures at receipt

Maximum temperature measured Receipt date .
Collaborators g T : Analysis date
by the probe (°C) | at receipt (°C) and time
A 19.9°C 20.2°C 11/04/2024  11h00 | 16/04/2024
B 20.5°C 19.8°C 11/04/2024  13h00 | 16/04/2024
c 18.1°C 15.0°C 12/04/2024  11h00 | 16/04/2024
D1 19.8°C 17.1°C 11/04/2024  11h10 | 16/04/2024
D2 20.0°C 17.7°C 11/04/2024  11h10 | 16/04/2024
E 20.3°C 16.9°C 11/04/2024  12h00 | 16/04/2024
F 21.8°C 19.7°C 11/04/2024  12h15 | 16/04/2024
G 19.5°C 19.9°C 11/04/2024  13h30 | 15/04/2024
H 20.3°C 17.2°C 11/04/2024  13h51 16/04/2024
| 21.6°C 22.1°C 11/04/2024  14h30 | 16/04/2024
J1 14.8°C 13.3°C 11/04/2024  10h00 | 16/04/2024
J2 15.9°C 13.9°C 11/04/2024  10h00 | 16/04/2024
K 22.0°C 20.6°C 15/04/2024 9h35 16/04/2024
L 15.7°C 16.3°C 11/04/2024  14h12 | 16/04/2024
M 20.5°C 20.9°C 11/04/2024  13h30 | 17/04/2024
N Out of order 17.8°C 12/04/2024 9h46 15/04/2024

No problem was encountered during the transport or receipt of samples for the
16 collaborators. All the samples were delivered on time and in appropriate
conditions. All temperatures maintained during shipment and receipt were correct.
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For one collaborator (lab C), while samples were delivered in good condition, the
samples were stored at 5°C instead of room temperature before analysis. This lab will
be therefore removed from the analysis.

For another participant (lab N), the probe was out of order, and it was not possible to
obtain a record, but the flask showed appropriate temperature at reception and

samples were received on time.

Results analysis

The raw data are given in Appendix 7.

Expert laboratory results

The results obtained by the expert laboratory are given in Table 30.

Table 30 — Results obtained by the expert Lab.

Alternative method

Level R:;f:trﬁzge Foodproof StarPrep Three kit BAX Lysis
BAX Q7 LC480 BAX Q7 LC480
LO 0/8 0/8 0/8 0/8 0/8
L1 4/8 2/8 2/8 2/8 2/8
L2 8/8 6/8 6/8 6/8 6/8

Results were consistent between the PCR and confirmation results as well as
between sample preparation kits and instruments. Fractional recovery is fulfilled at
both inoculation levels, confirming the study was properly managed to comply with
the 1ISO 16140-2 requirements.

Results observed by the collaborative laboratories

> Lactic flora enumeration

Depending on the Lab results, the enumeration levels varied from > 3 x 10° to
1.7 x 10" CFU/g.
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Table 31 — Lactic flora enumeration
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Collaborator Lactic flora CFU/g Analysis date
A >3x10°CFU /g 16/04/2024
B 1.33x10"CFU g 16/04/2024
c 6.6 x 106 CFU /g 16/04/2024
D1 8.7 x 106 CFU /g 16/04/2024
D2 9.5x 108 CFU /g 16/04/2024
E 1.3x 107 CFU /g 16/04/2024
F 1.09 x 107 CFU /g 16/04/2024
G 1.7x 107 CFU /g 15/04/2024
H 1.0x 107 CFU /g 16/04/2024
I 1.34 x 107 CFU /g 16/04/2024
J1 48x105CFU /g 16/04/2024
J2 4.7 x 105 CFU/g 16/04/2024
K 1.2 x 107 CFU/g 16/04/2024
L 9.2 x 108 CFU/g 16/04/2024
M 1.04 x 107 CFU/g 17104/2024
N 9.0 x 106 CFU/g 15/04/2024

> Salmonella spp. detection

16 collaborators participated to the study. The results obtained are provided in

Table 32 (reference method) and Table 33 (alternative method).

Table 32 - Positive results by the reference method

Collaborator

(All collaborators)

Contamination level
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Table 33 - Positive results (before and after confirmation)
by the alternative method (All collaborators)

Contamination level

Collabo- L0 L1 L2
rators Before N Final Before — Final Before o Final
confirmation Confirmation result | confirmation Confirmation result | confirmation Confirmation result

A 1 1 1 6 6 6 7 7 7

B 0 0 0 3 3 3 6 6 6

C 0 1 0 5 5 5 8 8 8
D1 1 0 0 4 4 4 8 8 8
D2 0 0 0 4 4 4 5 5 5

E 0 0 0 1 1 1 8 8 8

F 0 0 0 4 4 4 6 6 6
G 4 6 3 6 8 6 8 8 8

H 0 6 0 1 5 1 7 8 7

| 0 0 0 3 3 3 8 8 8
J1 0 0 0 3 3 3 5 4 4
J2 7 0 0 7 4 4 8 7 7
K 0 0 0 5 5 5 8 8 8

L 0 0 0 5 5 5 5 5 5
M 0 0 0 4 4 4 6 6 6

N 2 0 0 3 3 3 8 7 7

TOTAL Po=15 Co=14 CPy=4 P1=64 Ci1=67 CP1=61| P,=111 C,=109 | CP,=108

For some participants, contamination was observed at level 0, either in PCR or during
the confirmation step indicating an issue during the handling of the samples. These
cross-contaminations are not correlated with a particular extraction method.
According to the AFNOR technical rules, it is possible to include the results from a
collaborator with maximum one cross contamination at Level 0 per method. For this
study, this rule was applied and collaborator G, H, J2 and N were removed.

Interestingly, applying the same rules also led to the removal of laboratories in the
Cronobacter spp. study (except for lab N), which may suggest the likelihood of cross-
contaminations. As described in paragraph 3.2.3, Lab C will be also removed due to
wrong storage condition prior to analysis.

4.4.3 Results of the collaborators retained for interpretation

The results obtained with the 11 labs kept for interpretation are presented in Table 34
(reference method) and Table 35 (alternative method).
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Table 34 - Positive results by the reference method
(Without Labs C, G, H, J2, N)

Contamination level
Collaborators

L0 L1 L2

A 0 5 5
B 0 3 8
D1 0 6 6
D2 1 1 6
E 0 3 6
F 0 3 7

I 0 3 6

J1 0 1 5
K 0 4 6
L 0 1 7

M 0 1 7

TOTAL Po=1 Pi=31 P2=69

Table 35 - Positive results (before and after confirmation)
by the alternative method (Without Labs C, G, H, J2, N)

Contamination level

Collabo- L0 L1 L2
rators Before , . Final Before , , Final Before , . Final
) . | Confirmation ) ) Confirmation ) . | Confirmation
confirmation result | confirmation result | confirmation result
A 1 1 1 6 6 6 7 7 7
B 0 0 0 3 3 3 6 6 6
D1 1 0 0 4 4 4 8 8 8
D2 0 0 0 4 4 4 5 5 5
E 0 0 0 1 1 1 8 8 8
F 0 0 0 4 4 4 6 6 6
| 0 0 0 3 3 3 8 8 8
J1 0 0 0 3 3 3 5 4 4
K 0 0 0 5 5 5 8 8 8
L 0 0 0 5 5 5 5 5 5
M 0 0 0 4 4 4 6 6 6
TOTAL Po=1 Co=1 CPo=1 P1=42 Ci=42 CP1=42 P,=T72 C=T1 CP,=T71
Most of the results were consistent between the PCR and confirmation.
Only two presumptive positive results were found for D1 at level 0 and for J1 at level
2 with very late positive Cq values. After repetition of the PCR twice for J1, no positive
was found, suggesting possible cross contamination or interference during the initial
test.
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Calculation and interpretation
Calculation of the specificity percentage (SP)

The Specificity percentage (SP) of the reference method and of the alternative
method, using the data after confirmation, based on the results of level LO are
presented in Table 36.

Table 36 - Specificity percentage (Without Labs C, G, H, J2, N)

e P
Specificity for the SPrer = <1 - (_0>> x 100 % = 98.9 %
_reference method N-

CP
Specificity forthe RN (1 _ (N—°)> %100 % =
alternative method B

98.9 %

N: number of all LO tests
Py = total number of false-positive results obtained with the blank samples before confirmation
CPq = total number of false-positive results obtained with blank samples

Calculation of the sensitivity of the alternative method (SE..), the
sensitivity for the reference method (SE.s), the relative trueness (RT)
and the false positive ratio for the alternative method (FPR)

Fractional positive results were obtained for the low inoculation levels (L1) with
respectively 35 % for the reference method and 48 % for the alternative method. Only
one inoculation level was retained for calculation.

A summary of the results of the collaborators retained for interpretation, obtained with
the reference and the alternative methods for Level 1 is provided in Table 37.

Table 37 - Summary of the obtained results with the reference method
and the alternative method for Level 1
(Without Labs C, G, H, J2, N)

Reference method

Reference method

positive (R+) negative (R-)

UCTHETER GG BLE Positive agreement (A+/R+) Positive deviation (R-/A+)
positive (A+) PA=14 PD =28

UCTHETER GBI Total Negative deviation (A-/R+) | Total Negative agreement (A-/R-)
negative (A-) TND =17 (0 NDFN(au)) TNA =29 (0 NAFN(an))

Response

Based on the data summarized in Table 37, the calculated values of the sensitivity of

the alternative and reference methods, as well as the relative trueness and false
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positive ratio and false negative ratio for the alternative method (taking account the

confirmations) are presented in Table 38.

Table 38 - Sensitivity, relative trueness, false positive

and false negative ratio percentages (Without Labs C, G, H, J2, N)

Level 1
Sensitivity for the (PA+ PD)
SEqi = x 100 % 71.2%
alternative method ¢ (PA+TND + PD) ’
e PA+TND)
Sensitivity for the SE. .= ( x 100 %
reference method "/ (PA+TND + PD) 52.5%
. (PA +TNA)
Relative trueness RT = Txloo % 48.9 %
False positive ratio for the PAppiaty + PDrpcauty
alternative method FPR = x 100 % 0.0%
TNA
False negative ratio for the
NA + ND
alternative method FNR = Fi(alt) FN(alt) x 100 % 0.0%

PA+TND + PD

4.5.3

Interpretation of data

The negative deviations are listed in Table 39 for Level 1 and in Table 40 for Level 2.
The positive deviations are listed in Table 41 for Level 1 and in Table 42 for Level 2.
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Table 39 - Negative deviations for Level 1 (Without Labs C, G, H, J2, N)

Results foodproof®
Salmonella plus Cronobacter
Detection LyoKit - Confirmation Extraction kit Thermocycler
5'Nuclease -
A 6 - - BAX Lysis Lightcycler480
A 23 - - BAX Lysis Lightcycler480
B 3 - - BAX Lysis BAX Q7
D1 6 - - BAX Lysis BAX Q7
D1 10 - - BAX Lysis BAX Q7
D1 15 - - BAX Lysis BAX Q7
D1 19 - - BAX Lysis BAX Q7
foodproof® .
E| M ) ) StarPrep Three Kit | -9ntcycler480
foodproof® .
E 15 i i StarPrep Three Kit Lightcycler480
foodproof® .
E | B ) ) StarPrep Three Kit | -igntcycler480
foodproof® .
F 6 - ] StarPrep Three Kit | -9ntcycler480
foodproof® .
Fl 10 ) ) StarPrep Three Kit | -intcycler480
foodproof® .
! 3 i i StarPrep Three Kit Lightcycler480
foodproof®
J1 10 i i StarPrep Three Kit BAX Q7
foodproof®
K 23 i i StarPrep Three Kit BAX Q7
L 6 - - BAX Lysis Lightcycler480
M 23 - - BAX Lysis Lightcycler480

The observed negative deviations are not associated with any specific laboratory,
extraction protocol, or thermocycler.
No false negative results were observed.
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Table 40 - Positive deviations for Level 1 (Without Labs C, G, H, J2, N)

Results foodproof®
Salmonella plus

Cronobacter Detection Confirmation Extraction kit Thermocycler
LyoKit - 5’Nuclease -

Salmonella

A 2 +(20.44) + BAX Lysis Lightcycler480

A 15 +(28.60) + BAX Lysis Lightcycler480

A 19 +(19.51) + BAX Lysis Lightcycler480

B 23 +(24.2) + BAX Lysis BAX Q7

D1 2 +(31.0) + BAX Lysis BAX Q7

D1 23 +(30.0) + BAX Lysis BAX Q7

D2 32 +(30.9) + BAX Lysis BAX Q7

D2 33 +(32.1) + BAX Lysis BAX Q7

D2 38 +(30.8) + BAX Lysis BAX Q7
foodproof® .

E 19 +(25.98) + StarPrep Three Kit Lightcycler480
foodproof® .

F 2 +(25.84) + StarPrep Three Kit Lightcycler480
foodproof® .

F 15 +(32.94) + StarPrep Three Kit Lightcycler480
foodproof® .

F 19 +(37.77) + StarPrep Three Kit Lightcycler480
foodproof® .

I 19 +(26.01) + StarPrep Three Kit Lightcycler480
foodproof®

. 2 +(314) ¥ StarPrep Three Kit BAX Q7
foodproof®

J1 3 +(233) ¥ StarPrep Three Kit | /X Q7
foodproof®

J1 14 +(230) * StarPrep Three Kit BAX Q7
foodproof®

K 6 +(26.4) ¥ StarPrep Three Kit | /X Q7
foodproof®

K 1 +(21.2) * StarPrep Three Kit BAX Q7

L 2 + + BAX Lysis Lightcycler480

L 3 + + BAX Lysis Lightcycler480

L 14 + + BAX Lysis Lightcycler480

L 19 + + BAX Lysis Lightcycler480

L 23 + + BAX Lysis Lightcycler480

M 2 +(19.85) + BAX Lysis Lightcycler480

M 3 +(23.52) + BAX Lysis Lightcycler480

M 6 +(19.05) + BAX Lysis Lightcycler480

M 10 +(19.37) + BAX Lysis Lightcycler480

The observed positive detections are not associated with any specific laboratory,
extraction protocol, or thermocycler.

For an unpaired study design, the difference between (TND — PD) is calculated for
the level(s) where fractional recovery is obtained (so L1 and possibly L;). The
observed value found for (TND — PD) shall not be higher than the Acceptability Limit,
AL. The AL is defined as [(TND — PD)max] and calculated per level where fractional
recovery is obtained as described below using the following three parameters:
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P
(p+)ref = Nx ref)
x (ref)
where
Pxren= is number of samples with a positive result obtained with the reference
method at level x (L1 or L) for all laboratories
Nyren = is number of samples tested at level x (L1 or L») with the reference method
by all laboratories
CPy (it
@Har = Nx(a )
x (alt)
where

CPyay = is number of samples with a confirmed positive result obtained with the
alternative method at level x (L1 or L>) for all laboratories
Nyay = is number of samples tested at level x (L1 or L2) with the alternative method

by all laboratories

(TND — PD)ppax = J3Nx (ref) X ((p'l')ref + @D — 2((p+)ref x (@ Bar))

where
Nyrenn = is number of samples tested for level x (L1 or L) with the reference method

by all laboratories.

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

In this study, fractional recovery was observed at Level. The calculations are the
following, according to the ISO 16140-2 (See Table 41).

Table 41 — Calculations (Without Labs C, G, H, J2, N)

Level 1
Nx 88
(e 0.35
(p)ai 0.48
AL = (TND - PD) max 11.41
TND-PD 11
Conclusion PASS

The ISO 16140-2 requirements are fulfilled as (TND - PD) meet the AL.
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Evaluation of the LODso and RLOD between laboratories

The LOD 509 was calculated using the ISO 16140-2 Excel spreadsheet available at
https://standards.iso.org/iso/16140/-2/ed-1/en/amd/1/PODLOD-interlab_ver2.xlsm.

The RLOD is defined as the ratio of the LODs of the alternative method and the
reference method: RLOD = LOD./LOD,e. The results are given in Table 42.

The calculation does not take into account laboratories A and D2 as positive results
were obtained at level 0 for those participants.

Table 42 - LOD 5%, and RLOD (Without Labs A, C, D2, G, H, J2, N)

Method LOD 50%

Reference | 0.891[0.693 - 1.146]
Alternative | 0.794 [0.620 - 1.017]

0.891

CONCLUSION

ADRIA

The method comparison study conclusions are:

- The method comparison study scheme corresponds to a paired study design as
the alternative and reference methods have a common enrichment procedure
except for infant formula with probiotics for which an unpaired study design was
used (addition of vancomycin in the alternative method and BPW2x for the
reference method were used).

- In the sensitivity study, 2 categories were tested: Infant formula with or without
probiotics and related ingredients and the production environmental samples.

- The alternative method shows 3 positive deviations (PD) and 2 negative
deviations (ND) for all combined categories and protocols. The TND - PD meet
the acceptability limits (AL) for each individual categories as well as for the two
combined categories.

- The Relative Levels of Detection (RLOD) meet the AL fixed at 1.5 for the paired
study and 2.5 for the unpaired study.

- The inclusivity and exclusivity testing gave the expected results for the 100 target
strains and the 30 non-target strains.

- ltis possible to store the primary enrichment broth for 72 h at 5 + 3°C.

- The alternative method allows a one-day screening of the negative samples.
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- The results of the method comparison study fulfil all the ISO 16140-2, IOS 16140-
2/A1 and AFNOR technical rules (Revision 12).

The inter-laboratory study conclusions are:

- Theinterlaboratory study on Salmonella spp. was performed as an unpaired study
design on 25 g Infant formula with probiotics including a co-inoculation with
Cronobacter spp.

- Five laboratories were removed from the analysis due to cross-contamination at
level 0 or inadequate storage temperature of the samples.

- The TND-PD results meet the AL calculated for the retained laboratories.

These data and interpretations comply with the ISO 16140-2 requirements. The
foodproof® Salmonella plus Cronobacter Detection LyoKit is considered
equivalent to the ISO standard method for SalImonella spp detection.

During method development, the manufacturer assessed whether a high level of one
target would interfere with the accurate and reliable detection of the other, even at low
levels, and confirmed that no interference occurred.

Quimper, 17 December 2025

Florian QUERO Astrid CARIOU e
"\
Technical Study Manager Manager = ;fi_";_ ol
Method pe% ce in food_r'nicrobiology Method performance,in-food microbiology

| hereby attest to the validation of the results of the | hereby attest to the validation of the verification of the
analyses carried out under the COFRAC accreditation.  conformity of the report (opinion and interpretation).
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Appendix 1 — Flow diagrams of the alternative method:
foodproof® Salmonella plus Cronobacter Detection LyoKit

foodproof® StarPrep Three kit

Xg+9Xmlpre-warmed BPW or
BPW + vancomycin (10 mg/L) for samples containing probiotics.

1 swab + 10 ml2
1 sponge + 100 ml

1 wipe + 225 ml
%

16-24 h at 37°C + 1°C

It is possible to store the enrichment broth for 72 h at 5°C + 3°C
%

Shake the enrichment gently and let settle 5 - 10 min

Transfer 100 pl of enrichment supernatant to the reaction tube

%
Centrifuge 5 min at 8 000 g
%
Remove supernatant carefully with a pipette immediately after centrifugation

Add 200 pl lysis Buffer

Mix by pipetting up and down until pellet has completely resuspended
%

Incubate 10 min at 95-100°C in the Heating Block
%

Let cool at 15 - 25°C for 1 min

Mix for 2 sec
N

Centrifuge 2 min at 13 000 g
%

PCR on 25 pl supernatant with foodproof® Salmonella plus Cronobacter Detection LyoKit

or store DNA at -15 to -25°C
N

Confirmation using the protocol described
in the ISO 6579-1 (Salmonella spp. detection) reference method

2 For sampling after cleaning process, premoisten:
- 1 swab + 1 ml broth universal neutralizing (+ 9 ml BPW broth)
- 1 sponge + 10 ml broth universal neutralizing (+ 90 ml BPW broth)
- 1 wipe + BPW + 10 % neutralizing agent (+ 225 ml BPW broth)
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foodproof® StarPrep Three 8-Strip Kit

Xg+9Xmlpre-warmed BPW or
BPW + vancomycin (10 mg/L) for samples containing probiotics

1 swab + 10 ml3
1 sponge + 100 ml
1 wipe + 225 ml
%

16-24hat37°C+ 1°C
It is possible to store the enrich\rBent broth for 72 h at 5°C £3°C

Shake enrichment culture geEEIy and let settle for 5 - 10 min

Transfer 100 ul of enrichment cult\ijlre supernatant to the 8-tube strips

Seal the tubes wiID sterile cap strips

Centrifuge 10 min at 5 403/x gor25minat2000xg
Remove and discard the 8-039 strips from the 8-tube strips
Remove supernatant carefulhl with a multichannel pipette

Transfer required Lysis Buffer to a sterile reservoir, 200 uL per sample and 1 mL lysis buffer as dead volume.
Add 200 pl Lysis Buffer with a multichannel pipette to each 8-tube strip
Resuspend pellet by pipettir:g up and down 5 to 10 times

Seal tubes tightly with new sterile cap stripes
Remove the bottom of the tube rack, install incubation frame and incubate the rack with the tube strips 10-15 min
at 95-100°C in the TH21 Heating Block Weig\lllt the caps down with the stainless-steel plate

Remove the rack with the tube strips together with the stainless-steel plate
Let cool at 15 - i5°C for 3-5 min

Reinstall the bottom of the tube rack and centrifugi the rack 5minat5400x gor 10 minat2 000 x g

PCR on 25 pl supernatant with foodproof® Salmonella plus Cronobacter Detection LyoKit
or store DNA it -15t0-25°C

Confirmation using the protocol described
in the ISO 6579-1 (Salmonella spp. detection) reference method

3 For sampling after cleaning process, premoisten:
- 1 swab + 1 ml broth universal neutralizing (+ 9 ml BPW broth)
- 1 sponge + 10 ml broth universal neutralizing (+ 90 ml BPW broth)
- 1 wipe + BPW + 10 % neutralizing agent (+ 225 ml BPW broth)
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BAX Lysis

Xg+9Xmlpre-warmed BPW or
BPW + vancomycin (10 mg/L) for samples containing probiotics

1 swab + 10 mi*
1 sponge + 100 ml
1 wipe + 225 ml
%

16-24 hat37°C+1°C

Itis possible to store the enrichment broth for 72 h at 5°C +3°C
v
Shake enrichment culture gently and let settle for 5 - 10 min

Prepare lysis reagent by adding 150 L protease to one 12 mL bottle of lysis buffer
v
Transfer 200 uL lysis reagent to each cluster tube
Transfer 20 pL enrichment culture supernatant to the corresponding cluster tube

Heat at 37°C for 20 minutes
J

Heat at 95°C for 10 minutes
N

Cool at 2-8°C eﬁ/ least 5 minutes

PCR on 30 pl supernatant with foodproof® Salmonella plus Cronobacter Detection LyoKit
or store DNA it -151t0-25°C

Confirmation using the protocol described
in the 1ISO 6579-1 (Salmonella spp. detection) reference method

4 For sampling after cleaning process, premoisten:
- 1 swab + 1 ml broth universal neutralizing (+ 9 ml BPW broth)
- 1 sponge + 10 ml broth universal neutralizing (+ 90 ml BPW broth)
- 1 wipe + BPW + 10 % neutralizing agent (+ 225 ml BPW broth)

ADRIA 51/104 December 17, 2025
Summary report (Version 1)

Foodproof Salmonella



HYGIENA LLC

Appendix 2 — Flow diagram of the reference method:

= IS0 6579-1:2017: Microbiology of the food chain — Horizontal method for the detection,
enumeration and serotyping of Salmonella — Part 1: detection of Salmonella spp.

= 1SO 6579-1/A1:2020: Microbiology of the food chain - Horizontal method for the detection,
enumeration and serotyping of Salmonella spp. - Part 1: detection of Salmonella spp.
Amendment 1: Broader range of incubation temperatures, amendment to the status of
Annex D, and correction of the composition of MSRV and SC

Food, and environmental samples:

25 g of sample +225 ml BPW or specific protocol according to ISO 6887-1, - 4 and -5
1 swab + 10 ml BPW?® according to ISO 18593
1 sponge + 100 ml BPW
1 wipe + 225 ml BPW

v
Incubation
/ f0r18hi2hat34-38°Ci1°C\
0.1 ml BPW 1 ml BPW
+ +
10 ml RVS 10 mI MKTTn

Incubation for24 h+ 3 hat41.5°C +1°C Incubation for 24 h £ 3 h at 34-38°C + 1°C
Incubation for48 h £+ 3 h at 41.5°C £ 1°C Incubation for 48 h £ 3 h at 34-38°C £ 1°C
for low moisture dairy products for low moisture dairy products

and cheeses and cheeses
a Streak on XLD and ASAP
Incubation for 24 h + 3 h at 34-38°C + 1°C

Test one characteristic colony
(Take 4 other colonies if the first one is negative)

Non-selective agar plate
Incubation for24 h £ 3 hat 34 - 38°C £ 1°C \

Biochemical test Serological test

\ Result /

5 For sampling after cleaning process pre-moisten
1 swab + 1 ml broth universal neutralizing (+ 9 ml BPW)
1 sponge + 10 ml broth universal neutralizing (+ 90 ml BPW)
1 wipe + BPW + 10 % neutralizing agent (+ 225 ml BPW)
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Appendix 3 — Artificial contamination of samples

Artificial contamination

Global
LR Sample N° Product (french name) Product _ Inoculation L
analysis , , Injury level/sample Salmonella
Strain Injury protocol measurement spp
Enumeration | Mean
Poudre de lait infantile, 6-12 mois, lait | Infant milk powder, 6-12 months, Seeding protocol with lyophilised
2022 3561 de suite, avec probiotiques (B. with probiotics (B. infantis 2.5 x106 | S. Norwich Ad1172 Dairy product strain 2 weeks at ambient / / 0.3 + 11 a
infantis 2,5.10% UFC/g) (26%MG) CFU/g) (26% fat) temperature
Poudre de lait infantile, 6-12 mois, Infant milk powder, 6-12 months, Seeding protocol with lyophilised
2022 3562 avec probiotiques (B. infantis 3,2.107 | with probiotics (B. infantis 3.2 x 107 | S. Norwich Ad1172 Dairy product strain 2 weeks at ambient / / 0.3 + 11 a
UFC/g) (23%MG) CFU/g) (23%MG) temperature
Poudre de lait infantile, 6-12 mois, Infant milk powder, 6-12 months, Seeding protocol with lyophilised
2022 3563 avec probiotiques (B. lactis 1,8.106 with probiotics (B. lactis 1.8 x 106 S. Norwich Ad1172 Dairy product strain 2 weeks at ambient / / 0.3 + 11 a
UFClg) (26%MG) CFU/g) (26%MG) temperature
Poudre de lait infantile, dés 6 mois, Infant milk powder, from 6 months, Seeding protocol with lyophilised
2022 3564 avec probiotiques (B. lactis 3,5.107 with probiotics (B. lactis 3.5 x 107 S. Norwich Ad1172 Dairy product strain 2 weeks at ambient / / 0.3 + 1] a
UFClg) (26%MG) CFU/qg) (26% fat) temperature
Poudre de lait infantile, bébés Infant milk powder, babies, with Seeding protocol with lyophilised
2022 3565 gourmands, avec probiotiques (B. probiotics (B. lactis 3.5 x 107 CFU/g) | S. Norwich Ad1172 Dairy product strain 2 weeks at ambient / / 0.3 + 1] a
lactis 3,5.107 UFC/g) (23,6%MG) (23.6% fat) temperature
Poudre de lait infantile, 6-12 mois, lait de | Infant milk powder, 6-12 months, follow- Seeding protocol with lyophilised
2022 3566 suite, avec probiotiques (B. infantis on milk, with probiotics (B. infantis 2.5 x | C. sakazakii 95 Dairy product strain 2 weeks at ambient / / 1.8 - 1] a
2,5.106 UFC/g) (26%MG) 108 CFU/g) (26% fat) temperature
Poudre de lait infantile, 6-12 mois, avec | Infant milk powder, 6-12 months, with Seeding protocol with lyophilised
2022 3567 probiotiques (B. infantis 3,2.107 UFC/g) | probiotics (B. infantis 3.2 x 107 CFU/g) | C. sakazakii 95 Dairy product strain 2 weeks at ambient / / 1.8 - 11 a
(23%MG) (23%MG) temperature
Poudre de lait infantile, 6-12 mois, avec | Infant milk powder, 6-12 months, with Seeding protocol with lyophilised
2022 3568 probiotiques (B. lactis 1,8.106 UFC/g) probiotics (B. lactis 1.8 x 106 CFU/q) C. sakazakii 95 Dairy product strain 2 weeks at ambient / / 1.8 - 11 a
(26%MG) (26%MG) temperature
Poudre de lait infantile, des 6 mois, avec | Infant milk powder, from 6 months, with Seeding protocol with lyophilised
2022 3569 probiotiques (B. lactis 3,5.107 UFC/g) probiotics (B. lactis 3.5 x 107 CFU/q) C. sakazakii 95 Dairy product strain 2 weeks at ambient / / 1.8 - 11 a
(26%MG) (26% fat) temperature
Poudre de lait infantile, bébés Infant milk powder, babies, with Seeding protocol with lyophilised
2022 3570 gourmands, avec probiotiques (B. lactis | probiotics (B. lactis 3.5 x 107 CFU/g) C. sakazakii 95 Dairy product strain 2 weeks at ambient / / 1.8 - 11 a
3,5.107 UFC/g) (23,6%MG) (23.6% fat) temperature
Poudre de lait infantile, 3éme age, Infant milk powder, 3rd age, with Seeding protocol with lyophilised
avec probiotiques (B. lactis + S. probiotics (B. lactis + S. S. Ohio Ad2213 + . . . .
2022 3197 | thermophilus 1,5.106 UFCIg) (30% | thermophilus 1.5 x 105CFU/g) (30% | C. sakazakii Ad935 Dairy product/Dairy product oraln 2 ‘;Veeks at ambient / / 03/24 * 1] a
MG) fat) emperature
Poudre de lait infantile, 3éme age, Infant milk powder, 3rd age, with . , "
" , . . ’ . Seeding protocol with lyophilised
avec probiotiques (B. lactis + S. probiotics (B. lactis + S. S. Duisburg Ad1812 + . . . .
2022 3798 | thermophilus 1,5.106 UFCIg) (30% | thermophilus 1.5 x 106 CFUIg) (30% | C. sakazakil Ad2407 Dairy product/Dairy product oraln 2 ‘;Veeks at ambient / / <0.5/3.0 * 1] a
MG) fat) emperature
Poudre de lait infantile, 2éme age, Infant milk powder, 2nd age, with . . "
L , . . . Seeding protocol with lyophilised
avec probiotiques (B. lactis + S. probiotics (B. lactis + S. S. Ohio Ad2213 + . . . .
2022 3199 | thermophilus 3,1.107 UFCIg) (23% | thermophilus 3.1 x 107 CFUIg) (23% | C. sakazakii Ad935 Dairy product/Dairy product oraln 2 ‘;Veeks at ambient / / 03/24 * 1] a
MG) fat) emperature
Poudre de lait infantile, 2éme age, Infant milk powder, 2nd age, with . . "
L , . . . Seeding protocol with lyophilised
avec probiotiques (B. lactis + S. probiotics (B. lactis + S. S. Duisburg Ad1812 + . . . .
2022 3800 | thermophilus 3,1.107 UFCIg) (23% | thermophilus 3.1 x 107 CFUIg) (23% | C. sakazakii Ad2382 Dairy product/Dairy product strain 2 weeks at ambient / / <0.5/05 * 1] a
temperature
MG) fat)
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Artificial contamination

Global
LR Sample N° Product (french name) Product _ Inoculation L
analysis - . - Injury level/sample Salmonella
fain njury profoco measurement spp
Enumeration | Mean
Poudre de lait infantile, 1er &ge, avec | Infant milk powder, 1st age, with S Ohio Ad2213 + Seeding protocol with lyophilised
2022 3801 probiotiques (B. lactis 8,6.10° UFC/g) | probiotics (B. lactis 8.6 x 105 CFU/g) C. sakazakii Ad935 Dairy product/Dairy product strain 2 weeks at ambient / / 0.312.4 + 1] a
(26% MG) (26% fat) ) temperature
Poudre de lait infantile avec Infant milk powder with probiotics
2023 762 rpgzzf,tg'gm ;;ggszas';cﬁoﬂ'ﬁ%f") (L | 3rq age (L. reuteri DSM 17938 8.55x | S. Montevideo 604 Dairy product gg"‘(':”g protocol, heat reatment 098 20240 | 10 s 1] a
(26% MG) o g 104 CFU/g) (26% fat)
Er%l:)?cl;?ic?tfe?ltclrgﬁzztalfczvdegs 1an(L e 1 BRIl SIS, S Spiking protocol, heat treatment
2023 763 reuteri DSM’1 7038 8.55.10% UFC/ )' age (L. reuteriDSM 17938 8.55 x 104 | C. malonaticus DSM18702 Dairy product 56°C 8 min ' 1.13 1-1-3-2-2 1.8 - 1] a
(26 NG) 9. g CFUIg) (26% fat)
Poudre de lait infantile avec . . o
probiotiques, systéme immunitaire [Tl [l ol [T, Spiking protocol, heat treatment
2023 764 dés 10 mois E L reuteri DSM 17938 after 10 months (L. reuteri DSM S. Anatum Ad1166 Dairy product 56°C 8 min ' 117 0-2-2-0-1 1.0 i 11 a
. 0
1,55.105 UFClg) (23% MG) 17938 1.55 x 105 CFU/qg) (23% fat)
Poudre de lait infantile avec . . -
probiotiques, systéme immunitaire des Uit 1 o i i) ool o Spiking protocol, heat treatment
2023 765 10 mois (L. ' teri DSM 17938 1 55.105 10 months (L. reuteri DSM 17938 1.55 | C. sakazakii Ad898 Dairy product 56°C 8 mi ' 0.95 3-1-2-2-0 1.6 - 11 a
mois (L. reuteri ,95. x 105 CFUIg) (23% fat) min
UFC/g) (23% MG)
Poudre de lait infantile avec . . o
probiotiques, 3éme age dés 1 an (L T LSO TR o) [R5, Spiking protocol, heat treatment
2023 766 , . " | 3rd age (L. reuteri DSM 17938 8.24 x | S. Ohio Ad2213 Dairy product o : ’ 113 2-0-1-0-1 0.8 + 11 a
reuteri DSM 17938 8,24.104 UFC/g) o 56°C 8 min
(23,4% MG) 104 CFU/g) (23.4% fat)
Eﬁ)li)?;(tai(?feflggﬁgtggea\ézg 1an (L i PRI L SIS, it Spiking protocol, heat treatment
2023 767 . ' ‘ age from 1 year (L. reuteriDSM 17938 | C. sakazakii Ad897 Dairy product o : ’ 1.98 1-1-4-0-1 14 - 11 a
reuteri DSM 17938 8,24.104 UFC/g) 8.24 x 104 CFUIg) (23.4% fat) 56°C 8 min
(23,4% MG) ' '
Poudre de lait infantile avec Infant milk powder with probiotics,
probiotiques, bio dés 6 mois (L. organic from 6 months (L. reuteri , Spiking protocol, heat treatment PYYY i
reuteri ,45. g A5 x g o ' min ' '
2023 768 i DSM 17938 2,45.106 UFC/g) DSM 17938 2.45 x 106 CFUIg) (26% S. Anatum Ad1166 Dairy product 56°C 8 mi 117 0-2-2-0-1 1.0 11 a
(26% MG) fat)
Poudre de lait infantile avec Infant milk powder with probiotics, Spiking protocol. heat treatment
2023 769 probiotiques, bio dés 6 mois (L. reuteri | organic from 6 months (L. reuteriDSM | C. malonaticus DSM18702 Dairy product Sg°C gr?win ' 113 1-1-3-2-2 1.8 - 11 a
DSM 17938 2,45.106 UFC/g) (26% MG) | 17938 2.45 x 108 CFU/g) (26% fat)
Poudre de lait infantile avec Infant milk powder with probiotics,
probiotiques,1er age pour nourrisson | 1st age for infant 0-6 months (L. . : Spiking protocol, heat treatment Ty
2023 v 0-6 mois (L. fermentum hereditum fermentum hereditum 5.09 x 106 S. Ohio Ad2213 Dairy product 56°C 8 min 113 2:0-1-0-1 08 ¥ 1]a
5,09.106 UFC/g) (24% MG) CFU/g) (24% fat)
Poudre de lait infantile avec , , -
. . . _~ | Infant milk powder with probiotics, 1st o4
2023 771 ﬂgg?ﬂq;‘;; L%;;ffﬁf:&:;;@?;: é’e 6 | age for infant 0-6 months (L. fermentum | C. sakazakii Ad898 Dairy product gg'kc'”g r‘;riﬁmm" heat treatment 0.95 3-1-22-0 16 - 1| a
UFC /g)'(2 4% MG) T hereditum 5.09 x 106 CFU/g) (24% fat)
Poudre de lait infantile avec Infant milk powder with probiotics,
wm || roblties formue o e | ol iconed o S (L | onkeosnsDay s spibgrosleaieanen | ogp | aozr0 | 10 |+ 1)
3,09.108 UFC/g) (26% MG) CFU/qg) (26% fat)
. . . Seeding protocol with lyophilised
- H 0
2022 2903 fz‘;“:.;emdg)'a“ infantile, 0-6 mois :,';:;‘"‘ formula. 0-6 months (23.5% | 5 G 4coast Ad3006 Milk powder strain 2 weeks at ambient / / <04 + 1] b
= temperature
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Global
Year of ° Inoculation result
analysis Sample N° Product (french name) Product | i level/samole Salmonella
Strain Injury protocol L P
jury p measurement Spp
Enumeration | Mean
. . . Seeding protocol with lyophilised
. L 0,
2022 2904 fz‘;“g,;)emdg)'a“ infantile, 6-12 mois :‘;:;‘"‘ formula. 612 months (22.6% | ¢ 1.4t Ad3006 Milk powder strain 2 weeks at ambient / / <04 + 1
’ temperature
. T, . - i Seeding protocol with lyophilised
2022 2905 (Pz‘;“ﬂ,;emdg)'a“ infantile bio, 6-12 mos 8;9';‘;'?;:‘)”“‘ formula. 6-12months | o 104t Ad3006 Milk powder strain 2 weeks at ambient / / <04 + 1
e s temperature
. S ] ) Seeding protocol with lyophilised
2022 2906 :’;‘ggg?ggg‘%’;t"e’ 2eme age, 6 :ggagy‘f’a’g‘”'a' stage 2. 6-12months | o ) c0act AG3006 Milk powder strain 2 weeks at ambient / / <04 + 1
e o temperature
. S a R Seeding protocol with lyophilised
2022 2907 :z:‘girse(gg :Jao}:“'n'g?nt"e’ 26me age, des ::?&L‘;o{gu;?/; s;;?)ge ZHEniE S. Enteritidis Ad3880 Dairy product strain 2 weeks at ambient / / 0.2 + 1
’ ) temperature
. g a i ) Seeding protocol with lyophilised
2022 2908 :’g ﬁ;?s(:gzla&z;&fgr)\tne, 2eme age, 6 ;;;agt;fcf);gnula. SRt ATt S. Enteritidis Ad3880 Dairy product strain 2 weeks at ambient / / 0.2 - 1
ne e temperature
. g ) Seeding protocol with lyophilised
2022 2909 ;‘;‘fgfaﬁe(g'%mgt)"e 2eme age, 6 '1'3::: (fg"g;:af'af)tage 2.6months- | o £ teritiis Ad3880 Dairy product strain 2 weeks at ambient / / 02 + 1
’ ) temperature
. S a ) X Seeding protocol with lyophilised
2022 2910 ?g l;:i;esc:<2e1la1|‘ty|&fgr)1tlle, 2éme age, 6 :2:?;?;3‘““ SRR 2 B Tl S. Enteritidis Ad3880 Dairy product strain 2 weeks at ambient / / 0.2 + 1
e e temperature
. . . ) ) Seeding protocol with lyophilised
2022 2963 zz?gzgz"gtf/a&ga”t”e' fer age, 6-12 zg‘;agf,;"fg?)“'a stage 1.6-12months | -\ ozakii Ad2413 Milk powder strain 2 weeks at ambient / / 21 : 1
e 0 temperature
o R LR e L _ Seeding protocol with lyophilised
2022 2964 Eﬂ”gﬂfag)‘a't infantile bio, 0-6 mois 8293’(]/"’]‘;‘;6‘” formula. 0-Bmontls | o oo akii Ad2413 Milk powder strain 2 weeks at ambient / / 21 : 1
e e temperature
. R LR e " _ Seeding protocol with lyophilised
2022 2965 éﬂ“gﬂzag)‘a't infantile bio, 0-6 mois 8?3’;)0]‘;'1‘;3“‘ formula. 0-6 months | ¢ 4+ iconsis Ad1445 Milk powder strain 2 weeks at ambient / / 20 : 1
' ' temperature
. LR e Seeding protocol with lyophilised
2022 2966 (onzugg/(: ,\:g)la't infantile, 0-6 mois Infant formula. 0-6 months (22.0% fat) | C. turicensis Ad1445 Milk powder strain 2 weeks at ambient / / 2.0 - 1
' temperature
o LR e Seeding protocol with lyophilised
2022 2067 Zﬂ”gﬂ;@g)‘a't infantile, 0-6 mois Infant formula. 0-6 months (21.0% fat) | C. turicensis Ad1445 Milk powder strain 2 weeks at ambient / / 20 : 1
' temperature
L A i ' Seeding protocol with lyophilised
2022 2968 zz?gzggg;a&gantne, 2éme age, 6-12 g‘;agf,;‘};r{‘)“'a stage 2. 6-12months | ¢ <y azakil Ad2413 Milk powder strain 2 weeks at ambient / / 21 : 1
o 0 temperature
L I . . o Seeding protocol with lyophilised
2022 2969 (F;%”gﬂ/el\jg)'a't infantile bio, aprés 6 mois 8’593[]/"’]:;’1‘;3“‘ formula. from 6 months | ¢ ..k Ad2413 Milk powder strain 2 weeks at ambient / / 21 : 1
e e temperature
. . . ) Seeding protocol with lyophilised
2022 2970 (F’zf;“ggfhjg)'a“ infantile bio, 6-12mois gzggf,pcfgl‘;a”t formula. 6-12months | ¢ 4 iconsis Ad1445 Milk powder strain 2 weeks at ambient / / 20 : 1
e e temperature
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Global
LR Sample N° Product (french name) Product _ Inoculation L
analysis - . - Injury level/sample Salmonella
fain njury profoco measurement Spp
Enumeration | Mean
2022 3023 Poudre de lait infantile anti- Infant formula anti regurgitation. 0-6 | S. Anatum Ad2718 + Dairy oroduct/Milk powder gt?aeiiizgvferg;[(oscgl \;vri:;)ilggtp hilised / / <1005 + 1
régurgitations, 0-6 mois (25% MG) | months (25.0% fat) C. muytjensii E888 yP P temperature A0
2022 3024 Poudre de lait infantile bio, 2éme age, | Organic infant formula. stage 2. 6-12 | S. Anatum Ad2718 + Dairv oroduct/Milk powder gt?:iiiggvfe:giosc:’l \;v:;gilggf hilised / / <1005 + 1
6-12 mois (25%MG) months (25.0% fat) C. muytjensii E888 vp P A0
temperature
2022 3025 Poudre de lait infantile, bébés Infant milk powder. gourmet babies. |S. Anatum Ad2718 + Dairv product/Milk powder gt?:i?]iggvfé:};cg{ \;vri:;)ilgﬁf hilised / / <10/05 N 1
gourmands, 6-12 mois (26%MG) 6-12 months (26% fat) C. muytiensii E888 yP P temperature R
2022 3026 Poudre de lait infantile, 6-12 mois Infant milk powder. 6-12 months S. Cerro Ad2707 + Dairy product/Milk powder gtfsﬂigg\,fégtgﬂ \;vri;rt])ilgrc:tp hilised / / 36/3.0 N 1
(25,5%MG) (25.5% fat) C. sakazakii Ad935 yP P 019
temperature
Poudre de lait infantile bio, 2éme age | Organic infant milk powder. 2nd age | S. Cerro Ad2707 + Seeding protocol with lyophilised
2022 3027 0 ’ o ' ' . Dairy product/Milk powder strain 2 weeks at ambient / / 3.6/3.0 + 1
(25%MG) (25%fat) C. sakazakii Ad935 i
emperature
2022 3028 Poudre de lait infantile premium, 0-6 | Premium infant milk powder. 0-6 S. Cerro Ad2707 + Dairy product/Milk powder gt?;iiggvfégzcgi ‘;Vri:;)ilgﬁtp hilised / / 36/3.0 + 1
mois (24,7%MG) months (24.7% fat) C. sakazakil Ad935 yP P 019
temperature
Seeding protocol with lyophilised
2022 3083 Amidon de riz Rice starch S. Kasenyii Ad2921 Vegetable product strain 2 weeks at ambient / / 0.9 + 1
temperature
Seeding protocol with lyophilised
2022 3084 Amidon de mais Corn starch S. Kasenyii Ad2921 Vegetable product strain 2 weeks at ambient / / 0.9 + 1
temperature
Seeding protocol with lyophilised
2022 3085 Maltodextrine Maltodextrin S. Livingstone Ad2705 Milk powder strain 2 weeks at ambient / / 2.1 i 1
temperature
Seeding protocol with lyophilised
2022 3086 Lactoserum Whey S. Livingstone Ad2705 Milk powder strain 2 weeks at ambient / / 21 i 1
temperature
Seeding protocol with lyophilised
2022 3087 Lactoserum Whey S. Livingstone Ad2705 Milk powder strain 2 weeks at ambient / / 2.1 + 1
temperature
Seeding protocol with lyophilised
2022 3088 Maltodextrine Maltodextrin S. Kasenyii Ad2921 Vegetable product strain 2 weeks at ambient / / 0.9 i 1
temperature
Seeding protocol with lyophilised
2022 3089 Amidon de riz Rice starch C. sakazakii Ad2341 Vegetable product strain 2 weeks at ambient / / <0.5 - 1
temperature
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Seeding protocol with lyophilised
2022 3090 Amidon de mais Corn starch C. sakazakii Ad2341 Vegetable product strain 2 weeks at ambient / / <0.5 - 1
temperature
Seeding protocol with lyophilised
2022 3091 Maltodextrine Maltodextrin C. muytjensii E888 Milk powder strain 2 weeks at ambient / / 1.2 - 1
temperature
Seeding protocol with lyophilised
2022 3092 Lactoserum Whey C. muytjensii E888 Milk powder strain 2 weeks at ambient / / 1.2 - 1
temperature
Seeding protocol with lyophilised
2022 3093 Lactoserum Whey C. muytjensii E888 Milk powder strain 2 weeks at ambient / / 1.2 - 1
temperature
Seeding protocol with lyophilised
2022 3094 Maltodextrine Maltodextrin C. sakazakii Ad2341 Vegetable product strain 2 weeks at ambient / / <0.5 - 1
temperature
Seeding protocol with lyophilised
2022 3175 Lactose Lactose S. Anatum Ad2718 N Dairy product/Milk powder strain 2 weeks at ambient / / 3.9 + 1
C. sakazakii Ad2413
temperature
Seeding protocol with lyophilised
2022 3176 Lactose Lactose S. Angtum .Ad2718 ! Dairy Product/milk powder strain 2 weeks at ambient / / 3.9 + 1
C. turicensis Ad1445
temperature
Seeding protocol with lyophilised
S. Cerro Ad2707 + . . . .
2022 3177 Lactoserum Whey C sakazakii Ad2413 Dairy Product/milk powder strain 2 weeks at ambient / / 1.8 + 1
temperature
Seeding protocol with lyophilised
: < S. Anatum Ad2718 + . . . .
2022 3178 Amidon de blé Wheat starch C sakazakii Ad2848 Dairy product / infant cereals strain 2 weeks at ambient / / 3.9 + 1
temperature
Seeding protocol with lyophilised
2022 3179 | Maltodextrine Maltodextrin S. Cerro Ad2707 + Dairy Productimilk powder strain 2 weeks at ambient / / 18 + 1
C. turicensis Ad1445
temperature
S Cerro Ad2707 + Seeding protocol with lyophilised
2022 3180 Protéines concentrées de lactosérum | Whey Protein Concentrate ey Dairy Product/milk powder strain 2 weeks at ambient / / 1.8 + 1
C. turicensis Ad1445
temperature
Ecouvillons surface sol avant Floor surface swabs before cleanin Environmental sample (dai
2022 3396 nettoyage (industrie de produits dairy indust 91s Livingstone Ad2702 indust P "y Seeding protocol 48h at 3+2°C / 2-2-1-1-2 1.6 - 2
laitiers) (dairy industry) industry)
Ecouvillons surface sol avant Floor surface swabs before cleaning . Environmental sample (dairy .
2022 3397 nettoyage (industrie de produits dairy indust S. Livingstone Ad2702 indust Seeding protocol 48h at 3+2°C / 2-2-1-1-2 1.6 + 2
laitiers) (dairy industry) industry)
Ecouvillons surface sol avant Floor surface swabs before cleaning Environmental sample (dairy
2022 3398 nettoyage (industrie de produits dairv indust S. Livingstone Ad2702 indust Seeding protocol 48h at 3+2°C / 2-2-1-1-2 1.6 + 2
laitiers) (dairy industry) industry)
2022 3399 Ecouvillons surface sol avant nettoyage | Floor surface swabs before cleaning C. sakazakii Ad2409 Environmental sample (dairy Seeding protocol 48h at 342°C / 1-4-3-0-0 16 i 9
(industrie de produits laitiers) (dairy industry) ) industry) 9p B '
2022 3400 E'couwll'ons surfaceT sol gyant nettoyage Flogr gurface swabs before cleaning C. sakazakii Ad2409 !EnV|ronmentaI sample (dairy Seeding protocol 48h at 3+2°C / 1-4-3-0-0 16 i 2
(industrie de produits laitiers) (dairy industry) industry)
Ecouvillons surface sol avant nettoyage | Floor surface swabs before cleaning . Environmental sample (dairy . o L. )
2022 3401 (industrie de produits laitiers) (dairy industry) C. sakazakii Ad2409 industry) Seeding protocol 48h at 3+2°C / 1-4-3-0-0 1.6 2
2022 3402 E'couwll'ons surfacg sol gyant nettoyage Flogr gurface swabs before cleaning C. sakazakii Ad2409 !EnV|ronmentaI sample (dairy Seeding protocol 48h at 3+2°C / 1-4-3-0-0 16 i 2
(industrie de produits laitiers) (dairy industry) industry)
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Ecouwllons_ surfac_e sol avant_ Floor surface swabs before cleaning Environmental sample (dairy . o

2022 3403 nettoyage (industrie de produits dairy indust S. Derby AOOE084 indust Seeding protocol 48h at 3+2°C / 3-2-0-2-0 1.4 + 2
laitiers) (dairy industry) industry)
Ecouwllons_ surfac_e sol avant_ Floor surface swabs before cleaning Environmental sample (dairy . o

2022 3404 nettoyage (industrie de produits dairy indust S. Derby AOOE084 indust Seeding protocol 48h at 3+2°C / 3-2-0-2-0 1.4 - 2
laitiers) (dairy industry) industry)
Ecouvillons surface sol avant . . .

2022 3405 | nettoyage (industrie de produits e s.”:acte swabs before cleaning | ¢ o1, Ao0E084 crronmental sample (dairy Seeding protocol 48h at 3+2°C / 32020 | 14 : 2
laitiers) (dairy industry) industry)
Ecouwllonsf surfac_e sol avant_ Floor surface swabs before cleaning Environmental sample (dairy . o

2022 3406 nettoyage (industrie de produits dairv indust S. Derby AOOE084 indust Seeding protocol 48h at 3+2°C / 3-2-0-2-0 14 - 2
laitiers) (dairy industry) industry)

2022 3407 E_couwll_ons surfaceT sol gyant nettoyage Flopr §urface swabs before cleaning C. sakazakii Ad2342 !Enwronmental sample (dairy Seeding protocol 48h at 3+2°C / 0-5-4-0-4 26 _ 2
(industrie de produits laitiers) (dairy industry) industry)

2022 3408 E'COUVI||.0nS surfac<=T sol gyant nettoyage Flogr gurface swabs before cleaning C. sakazakii Ad2342 !EnV|ronmentaI sample (dairy Seeding protocol 48h at 3+2°C / 0-5-4-0-4 26 ) )
(industrie de produits laitiers) (dairy industry) industry)

2022 3409 E_couwll_ons surfaceT sol gyant nettoyage Flopr §urface swabs before cleaning C. sakazakii Ad2342 !Enwronmental sample (dairy Seeding protocol 48h at 3+2°C / 0-5-4-0-4 26 _ 2
(industrie de produits laitiers) (dairy industry) industry)

2022 3410 E'COUVI||.0nS surfac<=T sol gyant nettoyage Flogr gurface swabs before cleaning C. sakazakii Ad2342 !EnV|ronmentaI sample (dairy Seeding protocol 48h at 3+2°C / 0-5-4-0-4 26 ) )
(industrie de produits laitiers) (dairy industry) industry)
Chiffonnette avant nettoyage sceau . _— Environmental sample (dairy 22210,

2022 3475 créme glacée (production créme S:Iggscl:it;fg)re BEEDTE 3 EEET g 3{27":222;5 I'_Al\jgz?gzﬂ industry) / Environmental sample | Seeding protocol 48h at 3+2°C / 50 %_2_3;/1 2 2.8/1.2 + 2
glacée) P ) (dairy industry)
Chiffonnette avant nettoyage sceau . _— Environmental sample (dairy 2502090

2022 3476 créme glacée (production créme S'\'Nolgscl:it;fg)re AT i (s CS: i:;;f:gﬁ&%ggﬂ 49+ industry) / Environmental sample Seeding protocol 48h at 3+2°C / -3 2221 _3;/2 0 2.211.2 + 2
glacée) P ) (dairy industry)
Chiffonnette aprés nettoyage homo . N Environmental sample (dairy naa a0,

2022 3477 ADV créme glacée (production créme S:\‘I’lgsca;if:;r)cleanlng \E2ETEAT g 3{27’:22275 If\l\jgz?ggﬂ industry) / Environmental sample | Seeding protocol 48h at 3+2°C / 50 %33;/ 12 2.8/1.2 + 2
glacée) P ) (dairy industry)
Chiffonnette avant nettoyage pompe . . Environmental sample (dairy 2502090

2022 3478 créme glacée (production creme s::gz(ggz)re GEENTIE] {23 (et g ?:2;?:;2?;%92}; 49+ industry) / Environmental sample | Seeding protocol 48h at 3+2°C / -3 2221 _3;/2 0 2.211.2 + 2
glacée) ) (dairy industry)
Chiffonnette aprés nettoyage . . . Environmental sample (dairy 22210,

2022 3479 ouverture tuyau machine (industrie ﬁ:;r; A;ter lEanIg ([2E CS: 3{’%7’:2%272 I'_Al\jé125318;3T industry) / Environmental sample Seeding protocol 48h at 3+2°C / 50 %_2_3;/1 2 2.8/1.2 + 2
de produits laitiers) Y ) (dairy industry)
Chiffonnette aprés nettoyage . . . Environmental sample (dairy 29020901

2022 3480 remplissage dessus container ﬁ]vdv'l?; A;ter el (el g i:;;f:ﬁf;%égﬂ 49+ industry) / Environmental sample | Seeding protocol 48h at 3+2°C / 1-3 2221 _::/2 0 2.211.2 + 2
(industrie de produits laitiers) Y ) (dairy industry)
Chiffonnette aprés nettoyage sol . : | Environmental sample (dairy 29020901

2022 3481 ascenseur tour 3 (industrie de ﬁ:;ﬁ’; A;ter el (e g ?:;;tze:lsfg%g‘gﬂ 49+ industry) / Environmental sample | Seeding protocol 48h at 3+2°C / 1-3 2221 _12/2 0 2.211.2 + 2
produits laitiers) Y ' (dairy industry)
Ecouvillon paillasse inox, aprés . . .

: : L Stainless steel bench swab. after . Environmental sample (dairy , o L oa
2022 3637 :::it:rysa;ge (industrie de produits cleaning (dairy industry) S. Heidelberg AOOEQ05 oroduct industry) Seeding protocol 48h at 3+2°C / 3-1-2-3-3 24 + 2
222 | 33 | avant netoyage (ndudriede | Vacuum nozzle swab, before S. Tennessee AQOEQ0G | Cvironmental sample (dairy Seeding protocol 48h at 3:2°C / 02654 | 34 + |2
netoyag cleaning (dairy industry) ' product industry) 9p - ‘

produits laitiers)
Ecouvillon raclette plastique 1er étage, Environmental sample (dai

2022 3639 avant nettoyage (industrie de produits | Swab before cleaning (dairy industry) | C. sakazakii Ad2364 oroduct industry) P y Seeding protocol 48h at 3+2°C / 2-1-2-2-1 1.6 - 2
laitiers)
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Global
;121;;1 Sample N° Product (french name) Product " |Lr:/(;(ffs|:21°p'}e Salr;ilr'rl:ella
: . njury
Strain Injury protocol measurement spp
Enumeration | Mean
Ecouvillon main courante remplissage, Environmental sample (dai
2022 3640 apres nettoyage (industrie de produits | Swab after cleaning (dairy industry) C. sakazakii Ad2364 oroduct industry) P y Seeding protocol 48h at 3+2°C / 2-1-2-2-1 1.6 - 2
laitiers)
Chiffonnette ouverture vibro, avant Swipe. before cleaning (dairy Environmental sample (dairy
2022 3641 nettoyage (industrie de produits ind t. S. Heidelberg AOOEQ05 duct indust Seeding protocol 48h at 3+2°C / 3-1-2-3-3 24 + 2
laitiers) industry) product industry)
Chiffonnetts SAS carrelage, avant Swipe. before cleaning (dairy Environmental sample (dairy
2022 3642 nettoyage (industrie de produits ind t. S. Tennessee AOOE00G duct indust Seeding protocol 48h at 3+2°C / 0-2-6-5-4 34 + 2
laitiers) industry) product industry)
Chiffonnette créme glacée, avant Swipe before cleaning (ice cream Environmental sample (dairy
2022 3643 nettoyage (production de creme ducti S. Heidelberg AOOEQ05 duct indust Seeding protocol 48h at 3+2°C / 3-1-2-3-3 24 + 2
glacée) production) product industry)
2022 3644 Chiffonnette pompe creme glacee, apres Swipe qfter cleaning (ice cream C. sakazakii Ad2364 Enwronmental sample (dairy Seeding protocol 48h at 3+2°C / 9-1-9-9-1 16 i 9
nettoyage (production de créme glacée) | production) product industry)
" s Seeding protocol with lyophilised
2022 a7y | Poussieres daspirateur PG2E1E2 | Vacuum cleaner dustP2ZE1E2 | 1o iiaq 604 Dairy product strain 2 weeks at ambient / / 14 : 2
(industrie de produits laitiers) (dairy industry) temperature
" s . Seeding protocol with lyophilised
2022 3738 P_oussw_r es d asplra_teur_P_43 A32 Yacuum ABETET TR L AT S. Montevideo 604 Dairy product strain 2 weeks at ambient / / 14 + 2
(industrie de produits laitiers) industry) temperature
" s Seeding protocol with lyophilised
2022 3739 | Poussieres daspirateur A2 E241  cCiRIIECAIECReeedect S. Anatum Ad1166 Dairy product strain 2 weeks at ambient / / 20 + 2
(industrie de produits laitiers) (dairy industry) temperature
. s Seeding protocol with lyophilised
2022 3740 | Poussieres daspirateur A32 ESS3 A31 | Vacuum cleaner dust AS2ES53A31 | o ook Adpag7 Dairy product strain 2 weeks at ambient / / 15 : 2
(industrie de produits laitiers) (dairy industry) temperature
. s Seeding protocol with lyophilised
2022 a741 | Poussieres daspirateur P51 2889 A12 | Vacuum cleaner dust P51 2889 A12 | o ooy adoag7 Dairy product strain 2 weeks at ambient / / 15 i 2
(industrie de produits laitiers) (dairy industry) temperature
. s . Seeding protocol with lyophilised
2022 3742 F_’ousme_res d aspwgteuri I.D51 E2E2 yacuum el ol (700 [EAZ2 (T C. sakazakii Ad2382 Dairy product strain 2 weeks at ambient / / 05 - 2
(industrie de produits laitiers) industry) temperature
. s . Seeding protocol with lyophilised
2022 3743 | Poussieres daspirateur P32 P4t Vacuum cleaner dust P32 P41 (dairy | o o7y Ad2382 Dairy product strain 2 weeks at ambient / / 05 : 2
(industrie de produits laitiers) industry) temperature
2023 550 Poussiert'as d'gs?pirateur n°1 (infiustrie Vacu.un] cleallne.r dust n°1 (non- S Anatum AOOE007 !Environmental sample (dairy Splking prptocol, heat treatment 0.90 4-1-2-0-1 16 + 9
de produits laitiers non probiotiques) | probiotic dairy industry) industry) 56°C 8 min
2023 551 Poussiert'as d'gs?pirateur n°2 (infiustrie Vacu.un] cleallne.r dust n°2 (non- S Anatum AOOE007 !Environmental sample (dairy Splking prptocol, heat treatment 0.90 4-1-2-0-1 16 i 9
de produits laitiers non probiotiques) | probiotic dairy industry) industry) 56°C 8 min
Poussiéres d'aspirateur n°3 (industrie | Vacuum cleaner dust n°3 (non- . Environmental sample (dairy Spiking protocol, heat treatment EYE
2023 gz de produits laitiers non probiotiques) | probiotic dairy industry) S. Livingstone AOOE058 industry) 56°C 8 min 0.60 2-1-2-1 14 ¥ 2
2023 553 Pousmergs d gs?plrateur n°4 (mfiustrle Vacu.un] cleallne.r dust n°4 (non- S. Livingstone AODE058 !EnV|ronmentaI sample (dairy Splklng pr.otocol, heat treatment 0.60 9-4-91-1 14 + 9
de produits laitiers non probiotiques) | probiotic dairy industry) industry) 56°C 8 min
Poussiéres d'aspirateur n°5 (industrie | Vacuum cleaner dust n°5 (non- Environmental sample (dairy Spiking protocol, heat treatment ey
2023 o de produits laitiers non probiotiques) | probiotic dairy industry) S. Derby AOOE084 industry) 56°C 8 min 110 0-0-2-2-3 14 * 2
2023 555 Pousspres_ _d asplrateurr] §(|ndustr|e de Valcugm cleaner dust n°6 (non-probiotic C. sakazakii Ad2360 !EnV|ronmentaI sample (dairy Splklng pr_otocol, heat treatment 19 1-0-0-0-0 0.2 i 9
produits laitiers non probiotiques) dairy industry) industry) 56°C 8 min
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Global
result

Salmonella

Spp

2023 556 Pousglere§ _d aspirateur n Z(lndustrle de Valcugm cleaner dust n°7 (non-probiotic C. sakazakii Ad2360 !Enwronmental sample (dairy Spcl,klng pr_otocol, heat treatment 12 1-0-0-0-0 0.2 i 2
produits laitiers non probiotiques) dairy industry) industry) 56°C 8 min
2023 557 Pousglereg 'd aspwateurq §(|ndustr|e de Valcugm cleaner dust n°8 (non-probiotic C. sakazakii Ad2386 !EnV|ronmentaI sample (dairy Splkmg pr'otocol, heat treatment 160 0-1-1-1-2 10 i 9
produits laitiers non probiotiques) dairy industry) industry) 56°C 8 min
2023 558 Pousglere§ _d aspirateur n Q(mdustrle de Valcugm cleaner dust n°9 (non-probiotic C. sakazakii Ad2386 !Enwronmental sample (dairy Spcl,klng pr_otocol, heat treatment 160 0-1-1-1-2 10 i 2
produits laitiers non probiotiques) dairy industry) industry) 56°C 8 min
2023 559 Poussmrgs d g§p|rateur n 19 (]ndustrle Vacgum clegngr dust n°10 (non- C. sakazakii Ad2387 !EnV|ronmentaI sample (dairy Splkmg prptocol, heat treatment 120 0-4-3-5-2 28 i 9
de produits laitiers non probiotiques) probiotic dairy industry) industry) 56°C 8 min
Poussiéres d'aspirateur n°11-12 044, ) Environmental sample (dairy - A L
2023 560 (industrie de produits laitiers non Vacu_un_1 clez_me_r dust n°11-12 (non- | S. Anatum AOOEOO? + industry)/ Environmental sample Splklng pr_otocol, heat treatment 0.9/1.2 4-1-2-0-1/1-0 16/0.2 + 9
o probiotic dairy industry) C. sakazakii Ad2360 o 56°C 8 min 0-0-0
probiotiques) (dairy industry)
Poussiéres d'aspirateur n°13-14 oqa. ) - Environmental sample (dairy o4 194/
2023 561 (industrie de produits laitiers non Vacu_un_I clegne_r e R S lemgstope AOOE058 + industry)/ Environmental sample Splkmg pr_otocol, heat treatment 0,60/1,60 2-1-2-1-1/0-1 1.4/1.0 + 2
o probiotic dairy industry) C. sakazakii Ad2386 o 56°C 8 min 1-1-2
probiotiques) (dairy industry)
Poussiéres d'aspirateur n°15-16 e ) Environmental sample (dairy o4 199200
2023 562 (industrie de produits laitiers non Vacu.unII clegne.r e SO 5. Derby AQ.0E084 : industry)/ Environmental sample Splkmg prptocol, heat treatment 1,10/1,20 0-0-2-2-3/0-4 1.4/2.8 + 2
e probiotic dairy industry) C. sakazakii Ad2387 o 56°C 8 min 3-5-2
probiotiques) (dairy industry)
2023 1363 Poussiéres d'aspirateur 24 (industrie | Vacuum cleaner dust 24 (dairy S. Brandenburg Ad2151 + Environmental sample (dairy Spiking protocol, heat treatment 150125 2-2-1-0-1/2-0- 1918 i 9
de produits laitiers) industry) C. sakazakii Ad2408 industry) 56°C 8 min e 3-1-3 U
2023 1364 Poussiéres d'aspirateur 22 (industrie | Vacuum cleaner dust 22 (dairy S. Brandenburg Ad2151 + Environmental sample (dairy Spiking protocol, heat treatment 150125 2-2-1-0-1/2-0- 19118 + 9
de produits laitiers) industry) C. sakazakii Ad2408 product industry) 56°C 8 min e 3-1-3 o
2023 1365 Poussiéres d'aspirateur A32 A32 Vacuum Cleaner Dust (Dairy S. Brandenburg Ad2151 + Environmental sample (dairy Spiking protocol, heat treatment 150125 2-2-1-0-1/2-0- 1918 + 9
(industrie de produits laitiers) Industry) C. sakazakii Ad2408 product industry) 56°C 8 min T 3-1-3 T
2023 1366 Poussiéres d'aspirateur 29 (industrie | Vacuum cleaner dust 29 (dairy S. Manhattan 900 + Environmental sample (dairy Spiking protocol, heat treatment 190/1.30 2-1-3-1-1/4-2- 16/2.6 + 2
de produits laitiers) industry) C. sakazakii Ad2401 product industry) 56°C 8 min e 4-2-1 T
2023 1367 Poussiéres d'aspirateur 12 (industrie | Vacuum cleaner dust 12 (dairy S. Manhattan 900 + Environmental sample (dairy Spiking protocol, heat treatment 190/1.30 2-1-3-1-1/4-2- 16/2.6 + 9
de produits laitiers) industry) C. sakazakii Ad2401 product industry) 56°C 8 min e 4-2-1 o
2023 1368 Poussmrgs d .as.)plrateur 20 (industrie Yacuum cleaner dust 20 (dairy . Heidelberg AOOEQ05 Enwronmental sample (dairy Splkmg prptocol, heat treatment 150 2.3.1.9.3 29 i 9
de produits laitiers) industry) product industry) 56°C 8 min
2023 1369 F?oussw'res d asplra.teur'2'6+P41 Yacuum cleaner dust 26+P41 (dairy . Heidelberg AOOE005 Enwronmental sample (dairy Splklng pr_otocol, heat treatment 150 9.3.1-2-3 99 + 9
(industrie de produits laitiers) industry) product industry) 56°C 8 min
2023 1370 P.oussm.res d asplrgteurll'-‘.102+16 Yacuum cleaner dust P102+16 (dairy C. sakazakii Ad2391 Enwronmental sample (dairy Splkmg prptocol, heat treatment 180 0-3-1-1-4 18 i 2
(industrie de produits laitiers) industry) product industry) 56°C 8 min
2023 1371 Pousswrgs d ?§plrateur 27 (industrie Yacuum cleaner dust 27 (dairy C. sakazakii Ad2391 Enwronmental sample (dairy Splklng pr'otocol, heat treatment 180 0-3-1-1-4 18 i 2
de produits laitiers) industry) product industry) 56°C 8 min
Poussiéres d'aspirateur de poudre de | Milk Powder Vacuum Cleaner Dusts Environmental sample (dairy Spiking protocol, heat treatment 4. i
2023 1788 | \ait (industrie de produits laitiers) | (Dairy Industry) S. Manhattan 900 oroduct industry) 56°C 8 min 0.90 21140 ) 1.0 2
2023 1789 P9u§S|eres 'd asplrateur de pgudre de Mlllf Powder Vacuum Cleaner Dusts S. Infantis AOOEQ57 Enwronmental sample (dairy Splklng pr'otocol, heat treatment 105 1-1-1-0-0 06 i 9
lait (industrie de produits laitiers) (Dairy Industry) product industry) 56°C 8 min
Poussiéres d'aspirateur de poudre de | Milk Powder Vacuum Cleaner Dusts Environmental sample (dairy Spiking protocol, heat treatment ey i
2023 1898 | \3it (industrie de produits laitiers) | (Dairy Industry) S. Manhattan 900 oroduct industry) 56°C 8 min 110 41021 ) 14 2
2023 1899 P9u§S|eres 'd asplrateur de pgudre de Mlllf Powder Vacuum Cleaner Dusts S Infantis AOOEO57 Enwronmental sample (dairy Splklng pr'otocol, heat treatment 150 9:1-1-2-0 19 + 9
lait (industrie de produits laitiers) (Dairy Industry) product industry) 56°C 8 min
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Appendix 4 — Sensitivity study: raw data

ne: new extraction
no amp: no amplification curves. To be considered as negative results
uncertain: interpretation given by the LC 480 Il software. To be considered as negative results

Legend for column “Sample N°”
Foodproof StarPrep Three Kitr
Foodproof StarPrep Three 8-Strip Kit

Legend for column “Product”

BPW

BPW + vancomycin + Tween 80 (Alt) or prewarmed BPW 2T + Tween 80 (ref)
BPW (37°C) + Tween 80 (10g/L)

BPW (37°C) + a-amylase (1%)
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INFANT FORMULA WITH OR WITHOUT PROBIOTICS AND RELATED INGREDIENTS

Reference method: Alternative method: foodproof® Salmonella Plus Cronobacter Detection LyoKit - 5'Nuclease-

ISO 6579-1*
200 or 3759

PCR result Confirmation
RVS MKTTn foodproof® extraction BAX lysis RVS MKTTn

Agreement

Product

Category
Type

foodproof® foodproof®

BAX Q7 BAX Q7

extraction LAt extraction

BAX lysis

Year of analysis
Sample N°

Result

XLD | ASAP | XLD | ASAP XLD | ASAP | XLD | ASAP
CtFAM | CtROX

(target) (IC)

CtFAM | CtROX
(target) (IC)

CtFAM | CtROX
(target) (IC)

CtFAM | CtROX
(target) (IC)

ISO 6579-1
All confirmation tests

Result
Result

BAX Q7
BAX Q7
BAX Q7
BAX Q7

Infant milk powder,
6-12 months, with
probiotics

(B. infantis 2.5 x
108 CFU/g) (26%
fat)

Infant milk powder,
6-12 months, with
probiotics
(B.infantis32x | P | P [P P
107 CFU/g) (23%
fat)

Infant milk powder,
6-12 months, with
2022 | 3563 | probiotics +p +p +p +p + 29.7 38.9 + 26.21 0.0
(B. lactis 1.8 x 108
CFU/qg) (26% fat
Infant milk powder,
from 6 months,
2022 | 3564 | with probiotics (B. | st st st st - 19.9 37.9 + 16.51 33.20
lactis 3.5 x 107
CFU/qg) (26% fat)
Infant milk powder,
babies, with

2022 | 3565 | probiotics (B. +p +p +p +p i 0.0 3r.7 - 0.0 33.53
lactis 3.5 x 107
CFU/qg) (23.6% fat)
Infant milk powder,
6-12 months, follow-
on milk, with
probiotics (B.
infantis 2.5 x 108
CFU/lg) (26% fat)
Infant milk powder,
6-12 months, with
2022 | 3567 | probiotics (B. st st st st - 0.0 0.0 - 0.0 0.0
infantis 3.2 x 107
CFUIlg) (23% fat)

2022 | 3561 sp | 4p | 4p | +p |+ | 234 | 384 | + | 1802 | 3465 197 | 379 |+| 1674 | 0 | o | p | 4 | ]+

2022 | 3562 + 0.0 37.6 - 0.0 32.99 0.0 386 | - 0 33.02 st st st st - - ND | ND ND ND 1 |a

31.4 381 |+ | 315 32.15 +p +p +p +p + o+ | 4 PA | PA PA PA 1 ]a

202 | 373 |+ | 1724 | 37.04 | 4p || owp | H || #

38.28/ | 33.13/
0.0 384 | - | 00/ 32.77/
0.0 32.87

st st st st / - - ND | ND ND |PArr@y| 1 |a

41.3/ 0.0
0.0/ 10.0/
0.0 0.0

2022 | 3566 st st st st = 0.0 0.0 - 0.0 0.0 NA | NA |PDrr@ay| NA 1 ]a

0.0 0.0 - 0 0 NA | NA NA NA 1 ]a

* Analyses performed according to the COFRAC accreditation (Accreditation Testing n°1-0144, scope available on www.cofrac.fr)
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INFANT FORMULA WITH OR WITHOUT PROBIOTICS AND RELATED INGREDIENTS

Reference method: Alternative method: foodproof® Salmonella Plus Cronobacter Detection LyoKit - 5'Nuclease-

ISO 6579-1*
200 or 3759

PCR result Confirmation
RVS MKTTn foodproof® extraction BAX lysis RVS MKTTn

Agreement

Product

foodproof®
extraction

foodproof®

BAX Q7 extraction

BAX Q7

Category
Type

BAX lysis BAX lysis

Year of analysis
Sample N°

Result

XLD | ASAP | XLD | ASAP XLD | ASAP | XLD | ASAP

CtFAM | CtROX
(target) (IC)

CtFAM | CtROX
(target) (IC)

CtFAM | CtROX
(target) (IC)

CtFAM | CtROX
(target) (IC)

ISO 6579-1
All confirmation tests

Result
Result
BAX Q7
BAX Q7
BAX Q7
BAX Q7

Infant milk powder,
6-12 months, with
2022 | 3568 | probiotics (B. lactis - - - - - 0.0 37.3 - 0.0 3343
1.8 x 108 CFU/q)
(26% fat)

Infant milk powder,
from 6 months, with
2022 | 3569 | probiotics (B. lactis - - - - - 0.0 0.0 - 0.0 0.0
3.5x 107 CFU/g)
(26% fat)

Infant milk powder,
babies, with 0.0/ 0.0/
2022 | 3570 | probiotics (B. lactis - - - - - 0.0/ 0.0/ il-* 0.0 0.0
3.5x 107 CFU/g) 0.0* 0.0*
(23.6% fat)

Infant milk powder,
3rd age, with
probiotics (B.

2022 | 3797 | lactis + S. +M +p +M +p + 20.8 0.0 + 17.84 0.0
thermophilus 1.5 x
106 CFU/g) (30%
fat)

Infant milk powder,
3rd age, with
probiotics (B.

2022 | 3798 | lactis + S. +md | 122 | +1/2 +M + 323 0.0 + 32.28 0.0
thermophilus

1.5 x 108 CFU/qg)
(30% fat)

Infant milk powder,
2nd age, with
probiotics (B.

2022 | 3799 | lactis + S. +M +M +M +M + 225 0.0 + 19.71 0.0
thermophilus

3.1 x 107 CFU/g)
(23% fat)

Infant milk powder,
2nd age, with
probiotics (B.

2022 | 3800 | lactis + S. +1/2 | +1/2 +M +M i 19.0 0.0 + 16.23 0.0
thermophilus 3.1 x
107 CFU/g) (23%
fat)

0.0 379 | - 0.0 32.89 st st st st - -

0.0 0.0 - 0 0 NA | NA NA NA 1 ]a

0.0 0.0 - 0 0 NA | NA NA NA 1 ]a

236 0.0 + | 21.01 0 +M +p +M +p |+ |4 PA | PA PA PA 1 ]a

34.3 0.0 + | 33.20 0 M | +12 | +M +M |+ |4 PA | PA PA PA 1 ]a

249 0.0 + | 2211 0 +M +p +M +p o+ |t PA | PA PA PA 1 ]a

19.4 0.0 + | 16.92 0 +M +M +M +p o+ |t PA | PA PA PA 1 ]a
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INFANT FORMULA WITH OR WITHOUT PROBIOTICS AND RELATED INGREDIENTS

Reference method: Alternative method: foodproof® Salmonella Plus Cronobacter Detection LyoKit - 5'Nuclease-

ISO 6579-1*
200 or 3759

PCR result Confirmation
RVS MKTTn foodproof® extraction BAX lysis RVS MKTTn

Agreement

Product foodproof®

extraction

foodproof®
extraction

BAX Q7 BAX Q7

Category
Type

BAX lysis

BAX lysis

Year of analysis
Sample N°

Result

XLD | ASAP | XLD | ASAP XLD | ASAP | XLD | ASAP
CtFAM | CtROX

(target) (IC)

CtFAM | CtROX
(target) (IC)

CtFAM | CtROX
(target) (IC)

CtFAM | CtROX
(target) (IC)

ISO 6579-1
All confirmation tests

Result
Result
BAX Q7
BAX Q7

Infant milk powder,
1st age, with

2022 | 3801 | probiotics (B. - - - - - 17.5 0.0 + 15.32 0.0
lactis 8.6 x 105
CFU/qg) (26% fat)
Infant milk powder
with probiotics,
3rd age (L. reuteri
DSM 17938 8.55 x
104 CFU/g) (26%
fat)

Infant milk powder
with probiotics, 3rd
2023 | 763 |age (L. reuteriDSM - - st st - 0.0 0.0 - 0.0 0.0
17938 8.55 x 10*
CFU/g) (26% fat)
Infant milk powder
with probiotics,
after 10 months
(L. reuteri DSM
17938 1.55.105
CFUlg) (23% fat)
Infant milk powder
with probiotics, from
10 months

2023 | 765 (L. reuteri DSM - - - - - 0.0 36.1 - 0.0 3242
17938 1.55 x 10°
CFU/g) (23% fat)
Infant milk powder
with probiotics,
3rd age (L. reuteri
DSM 17938 8.24 x
104 CFU/g) (23.4%
fat)

Infant milk powder
with probiotics, 3rd
age from 1 year (L.
2023 | 767 reuteri DSM 17938 - - st st - 0.0 37.1 - 0.0 0.0
8.24 x 104 CFU/q)
(23.4% fat)

20.1 00 |+ | 1767 0 M| 4p [ M| e || |+

2023 | 762 25.6 383 |+ | 2281 32.67

+p +p +p +p + 22.3 38.3 + 19.99 45 +p +p +p +p + + +

0.0 0.0 - 0 0

2023 | 764 28.8 377 |+ | 27.02 311

st st st st - 291 36.4 + | 26.23 30.2 +p +p +p Y L A

0.0 376 | - 0 32.82

2023 | 766 +p +p +p +p + 33.5 37.3 + | 3093 | 31.82 38.4 380 |+ | 3438 | 3273 +D +p +D +p i

0.0 0.0 - 0 0
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HYGIENA LLC

INFANT FORMULA WITH OR WITHOUT PROBIOTICS AND RELATED INGREDIENTS

Reference method: Alternative method: foodproof® Salmonella Plus Cronobacter Detection LyoKit - 5'Nuclease-

ISO 6579-1*
200 or 3759

PCR result Confirmation
RVS MKTTn foodproof® extraction BAX lysis RVS MKTTn

Agreement

Product foodproof®

extraction

foodproof®

BAX Q7 extraction

BAX Q7

Category
Type

BAX lysis

BAX lysis

Year of analysis
Sample N°

Result

XLD | ASAP | XLD | ASAP XLD | ASAP | XLD | ASAP

CtFAM | CtROX
(target) (IC)

CtFAM | CtROX
(target) (IC)

CtFAM | CtROX
(target) (IC)

CtFAM | CtROX
(target) (IC)

ISO 6579-1
All confirmation tests

Result
Result
BAX Q7
BAX Q7
BAX Q7
BAX Q7

Infant milk powder
with probiotics,
organic from 6
2023 | 768 | months (L. reuteri st st st st - 0.0 0.0 - 0.0 33.05
DSM 17938 2.45 x
108 CFU/g) (26%
fat)
Infant milk powder
with probiotics,
organic from 6
2023 | 769 | months (L. reuteri - - st st - 0.0 0.0 - 0.0 31.55
DSM 17938 2.45 x
108 CFU/g) (26%
fat)
Infant milk powder
with probiotics, 1st
age for infant 0-6
months
(L. fermentum
hereditum 5.09 x
108 CFU/g) (24%
fat)
Infant milk powder
with probiotics, 1st
age for infant 0-6
2023| 771 | ™Months . - | st | st | -] 00 | 32 |-] 00 |3012
(L. fermentum
hereditum 5.09 x
108 CFU/g) (24%
fat)
Infant milk powder
with probiotics,
formula thickened
2023| 77z |from@months oyl | w4 | 249 | 368 | + | 3217 | 3262
(L. fermentum
hereditum 3.09 x
106 CFU/g) (26%
fat)

0.0 377 - 0 33.08 st st st st / - -

0.0 3563 | - 0 33.19 NA | NA NA NA 1 ]a

2023 | 770 | 4 | wp |+ | 379 | 377 | + | 3633 | 32.86 383 | 384 |+ 3622 | 3285 | 4p || o || 4|+ PA | PA| PA | PA | 1 ]a

0.0 37 | - 0 32.41 NA | NA NA NA 1 ]a

328 | 383 |+ 3100 | 3223 T S T T T A PA|PA| PA | PA |1 |a

Infant formula, 0-6
2022 | 2903 months (23,5% fat) +p +p +p +p + 24.6 37.2 + 21.89 | 33.11
Infant formula, 6-
2022 | 2904 | 12 months (22,6% +p +p +p +p + 21.9 37.6 + 18.87 | 33.08
fat)

251 | 383 |+ | 2128 | 3535 T S T T R A PA|PA| PA | PA |1 |b

228 | 374 |+ | 1849 | 4136 | 4 || o ||+ |+ PA | PA| PA | PA | 1D
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HYGIENA LLC

INFANT FORMULA WITH OR WITHOUT PROBIOTICS AND RELATED INGREDIENTS

Reference method: Alternative method: foodproof® Salmonella Plus Cronobacter Detection LyoKit - 5'Nuclease-

ISO 6579-1*
200 or 3759

PCR result Confirmation
RVS MKTTn foodproof® extraction BAX lysis RVS MKTTn

Agreement

Product

foodproof®
extraction

foodproof®

BAX Q7 extraction

BAX Q7

Category
Type

BAX lysis BAX lysis

Year of analysis
Sample N°

Result

XLD | ASAP | XLD | ASAP XLD | ASAP | XLD | ASAP

CtFAM | CtROX
(target) (IC)

CtFAM | CtROX
(target) (IC)

CtFAM | CtROX
(target) (IC)

CtFAM | CtROX
(target) (IC)

ISO 6579-1
All confirmation tests

Result
Result
BAX Q7
BAX Q7
BAX Q7
BAX Q7

Organic infant
2022 | 2905 |formula, 6-12 +p +p +p +p + 19.1 37.3 + 16.02 | 33.17
months (23,1% fat)
Infant formula,
2022 | 2906 | stage 2, 6-12 +p +p +p +p + 243 37.8 + | 2157 | 33.02
months (26,0% fat)
Infant formula,
2022 | 2907 | stage 2,from 6 +p +p +p +p + 221 39.0 + 15.89 0
months (22,0% fat)
Infant formula,
2022 | 2908 |stage 2, 6-12 st st st st - 0.0 38.0 - 0 32.91
months (22,0% fat)
Infant formula,
2022 | 2909 |stage 2, 6months- | +p +p +p +p + 21.0 37.3 + 16.56 | 33.12
1year (23,6% fat)
Infant formula,
2022 | 2910 | stage 2, 6-12 +p +p +p +p + 214 374 + 19.13 33.6
months (21,1% fat
Infant formula, stage
1, 6-12 months - - - - - 0.0 0.0 - 0.0 0
(22,0% fat)
Organic infant 24.21
formula, 0-6 months | - - - - - 0.0 0.0 - 0.0 (no
(24,0% fat) amp)
Organic infant
formula, 0-6 months - - - - - 0.0 0.0 - 0.0 0
(24,0% fat)

Infant formula, 0-6
months (22,0% fat)

22.1 372 |+ | 1863 | 39.27

+
+
U
>

PA

o
>

+p +p +p +p + PA 11b

252 | 376 |+| 2118 | 345 wp | 4p | wp | o4 |+ | PA|PA| PA | PA | 1D

243 | 374 |+| 2184 | 328 | 4p || o || 4|+ PA | PA| PA | PA | 1D

0 376 | - 0 32.68 st st st st Iy - - NA | NA NA NA 1 1b

218 | 379 |+ | 1928 | 39.02 | 4p || o || 4|+ PA | PA| PA | PA | 1D

217 | 377 |+ | 1924 | 359 T B R T I R PA|PA| PA | PA | 1D

2022 0.0 0.0 - 0 0 NA | NA NA NA 1 1b

2022 0.0 0.0 -| 00 0.0 NA | NA NA NA 1 1b

2022 0.0 0.0 - 0 0 NA | NA NA NA 1 1b

215

2022 0.0 0.0 - 0 0 NA | NA NA NA 1 1b

amp)

Infant formula, 0-6
months (21,0% fat)

Infant formula, stage
2, 6-12 months - - - - - 0.0 0.0 - 0.0 0.0
(26,0% fat)

Organic infant 27.34
formula, from 6 - - - - - 0.0 0.0 - 0.0 (no
months (25,0%fat) amp)

2022 0.0 0.0 - 0 0 NA | NA NA NA 1 1b

2022 0.0 0.0 - 0 0 NA | NA NA NA 1 1b

25.85

2022 (0 2mD)

0.0 0.0 - 0 NA | NA NA NA 1 1b

Organic infant
formula, 6-12 - - st st - 0.0 0.0 - 0.0 0.0
months (22,0%fat)

2022 0.0 0.0 - 0 0 NA | NA NA NA 11b
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HYGIENA LLC

INFANT FORMULA WITH OR WITHOUT PROBIOTICS AND RELATED INGREDIENTS

Reference method: Alternative method: foodproof® Salmonella Plus Cronobacter Detection LyoKit - 5'Nuclease-
ISO 6579-1*
200 or 375
g PCR result Confirmation
2 Agreement
= Z RVS MKTTn foodproof® extraction BAX lysis RVS MKTTn =
f= [} [%2) o []
© 2 |Product 3 |5
‘s £ @ | foodproof® .| foodproof® . L2
g 3 B BAX Q7 BAX Q7 < | 'S | extraction BAX lysis extraction BAX lysis S
d > ~ =
> 2 8| g
XLD | ASAP | XLD | ASAP (14 XLD | ASAP | XLD | ASAP 2 “E - _ _ _
CtFAM | CtROX | 3 | CtFAM | CtROX CtFAM | CtROX | 3| CtFAM | CtROX 189 s s s
(target) (IC) 2 | (target) (IC) (target) (IC) &2 | (target) (IC) | = < < <
Infant formula anti
2022 | 3023 | regurgitation, 0-6 +M +p +p +p + 18.8 0.0 + 15.26 | 28.71 19.8 350 | +| 175 43.02 +M +p +p +p + |+ | 4 + PA | PA PA PA 11b
months (25,0% fat)
Organic infant
2022 | 3024 ‘;‘;"':g'nat’hsstagez’ 61 M| wo | ep | +p |+ | 204 00 | + | 1695 | 2866 19.7 00 |+| 1897 | 28588 M | 4p | ap | o4p ||| s ¥ PA|PA| PA | PA | 1 |D
(25,0%fat)
Infant milk
2022 | 3025 Eg;’i::”s?;’zurmet M| 4 | +p | 4 |+ | 205 00 | + | 181 | 00 19.7 00 |+| 168 0 M| 4 || hp | F |t H + PA|PA| PA | PA | 1D
months (26%fat)
Infant milk powder, 27.74
2022 | 3026 |6-12 months +M +p +M +p + 20.5 0.0 + | 1827 (no 19.9 0.0 + | 17.98 0 +M +p +p +p + |+ |+ + PA | PA PA PA 11b
(25.5% fat) amp)
Organic infant milk 24 45
2022 | 3027 | powder, 2nd age +M +p +M +p + 24.0 0.0 + | 21.56 (no 239 0.0 + | 2246 | 27.21 +M +p +p +p + |+ |+ + PA | PA PA PA 11b
(25%fat) amp)
Premium infant
2022 | 3028 | milk powder, 0-6 +M +p +M +p + 25.8 37.9 + | 2235 | 3196 21.7 370 |+ | 199 31.46 +M +p +p +p + |+ |+ + PA | PA PA PA 11b
months (24.7% fat)
2022 Rice starch +p +p +p +p + 22.8 36.8 + | 20.55 333 20.9 372 |+ | 1859 | 3568 +p +p +p +p + |+ |+ + PA | PA PA PA 1 |c
2022 Corn starch +p +p +p +p + 29.0 37.0 + 26.17 | 33.03 21.7 388 |+ | 25.12 324 +p +p +p +p + |+ | 4 + PA | PA PA PA 1 ]c¢
2022 Maltodextrin +p +p +p +p + 24.0 37.2 + | 2093 | 33.01 21.7 370 |+ | 1918 36.2 +p +p +p +p + |+ |+ + PA | PA PA PA 1 ]c
2022 Whey +p +p +p +p + 26.1 376 + | 2147 | 3282 241 374 |+ | 2212 | 3281 +p +p +p +p + |+ |+ + PA | PA PA PA 1 ]c
2022 Whey +p +p +p +p + 29.6 37.0 + | 2564 | 32.69 30.0 383 |+ | 2649 | 3212 +p +p +p +p |+ |t + PA | PA PA PA 1 1]c
2022 Maltodextrin +p +p +p +p + 20.9 37.3 + 18.07 | 32.95 20.5 371 + | 1845 38.66 +p +p +p +p + |+ | 4 + PA | PA PA PA 1 ]c
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HYGIENA LLC

INFANT FORMULA WITH OR WITHOUT PROBIOTICS AND RELATED INGREDIENTS

Reference method: Alternative method: foodproof® Salmonella Plus Cronobacter Detection LyoKit - 5'Nuclease-
ISO 6579-1*
200 or 375
g PCR result Confirmation
2 Agreement
= Z RVS MKTTn foodproof® extraction BAX lysis RVS MKTTn =
f= () [%2) o [6]
© 5 | Product 3 S| S
‘s £ @ | foodproof® .| foodproof® . L2
; 3 B BAX Q7 BAX Q7 < | 'S | extraction BAX lysis extraction BAX lysis S
2 2 5|8
XLD | ASAP | XLD | ASAP & XLD | ASAP | XLD | ASAP 8 ..% - _ _ _
CtFAM | CtROX | 3 | CtFAM | CtROX CtFAM | CtROX | 3| CtFAM | CtROX 189 s s s
(target) (IC) 2 | (target) (IC) (target) (IC) &2 | (target) (IC) |3 < < <
*pd +pd *pd *pd
2022 Rice starch - | oo Gono | - |00 00 | - | 00 0.0 0.0 00 |[-] 0 0 - | (Grono | (Crono- - - NA | NA| NA | NA |1 |cC
acter bacter spp.) bacter bacter
spp.) ' spp.) spp.)
+pd +pd +pd +pd
2022 Com starch - | oo Gono- | - |00 347 | - 00 | 31.62 0.0 370 | -] 0 32.36 .| (Crono o} (Crono- - - NA | NA| NA | NA |1 |cC
acter bacter spp.) bacter bacter
spp.) ' spp.) spp.)
28.97
2022 Maltodextrin - - st st - 0.0 0.0 - 0.0 0.0 0.0 0.0 - (no 0 - - st st / - - - NA | NA NA NA 1 ]c
amp)
19.03
2022 Whey - - st st - 0.0 36.6 - 0.0 32.52 0.0 374 - (no 32.49 - - st st / - - NA | NA NA NA 1 1¢c
amp)
2022 Whey - - st st - 0.0 36.3 - 0.0 32.33 0.0 37.2 - 0.0 32.22 - - st st / - - NA | NA NA NA 1 1|¢c
+pd +Md 19.00 28.66 +pd +Md
2022 Maltodextrin - | oo cono- | - |00 00 | - | 00 (no 0.0 00 |- (no 0 - | (Gono -} (Crono- - - NA | NA| NA | NA |1 |C
acter bacter spp.) m m bacter bacter
spp.) : amp) amp) spp.) spp.)
2022 | 3175 | Lactose s M [+ | o |+ | 24 | 00 |+ | 1998 | 00 253 | 00 |+ 2095 (nzgfrgp) oy VI T A VR A R + PA [PA | PA | PA |1 |c
2022 | 3176 |Lactose +1/2 +M +M +M + 19.9 0.0 + 17.74 0.0 21.6 0.0 + | 19.68 18.66 +1/2 +M +M +M + |+ |+ + PA | PA PA PA 1 1]c
2022 | 3177 | Whey +1/2 +M +M +M + 21.8 0.0 + 19.44 0.0 22.7 0.0 + | 2091 19.55 +1/2 +M +M +M + |+ |+ + PA | PA PA PA 1 1]c
2022 | 3178 | Wheat starch +1/2 +M +1/2 +M + 21.9 0.0 + 19.54 0.0 20.3 0.0 + | 18.89 0 +1/2 +M +1/2 +M + |+ |+ + PA | PA PA PA 11¢c
2022 | 3179 | Maltodextrin +1/2 +M +M +M + 22.2 0.0 + 20.12 0.0 19.9 0.0 + | 17.81 0 +1/2 +M +M +M + |+ |+ + PA | PA PA PA 1 1¢c
2022 | 3180 | Whey Protein s M | M| M |+ | 203 | 00 |+ | 1879 | 00 22 | 00 |+|2064] o0 Ty 3 VI VI AUV U R + PA [ PA | PA | PA |1 |c
Concentrate
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Year of analysis

2022

2022

2022

2022

2022

2022

2022

2022

2022

2022

2022

2022

Sample N°

Product

Reference method:
I1SO 6579-1¢
200 or 3759

Alternative method: foodproof® Salmonella Plus Cronobacter Detection LyoKit - 5'Nuclease-

PCR result Confirmation

RVS

MKTTn

foodproof® extraction BAX lysis RVS MKTTn

XLD

ASAP

XLD

ASAP

Result

BAX Q7 BAX Q7

extraction

foodproof®

BAX lysis

HYGIENA LLC

PRODUCTION ENVIRONMENTAL SAMPLES

Agreement

foodproof®
extraction

BAX lysis

XLD | ASAP | XLD | ASAP

CtFAM | CtROX
(target) (IC)

CtFAM | CtROX
(target) (IC)

CtFAM | CtROX
(target) (IC)

CtFAM | CtROX
(target) (IC)

ISO 6579-1
All confirmation tests

Result
Result
BAX Q7

BAX Q7

BAX Q7

BAX Q7

Floor surface
swabs before
cleaning (dairy
industry)

st

st

st

st

0.0 37.0 - 0.0 33.33 0.0 382 | - 0 33.10 st st st st - -

NA

NA

Category

Type

Floor surface
swabs before
cleaning (dairy
industry)

P

*p

*p

P

211 | 378 | + | 1844 | 33.1 20 | 374 |+| 2008 | 3436 wp | 4p | p | owp | |+ #

PA

PA

PA

PA

Floor surface
swabs before
cleaning (dairy
industry)

P

*p

*p

P

243 | 377 | + | 2208 | 3291 209 | 381 |+| 2669 | 31.92 T T I R I e

PA

PA

PA

PA

Floor surface swabs
before cleaning
(dairy industry)

0.0 0.0 - 0.0 0.0 0.0 0.0 -| 00 0.0

NA

NA

NA

NA

Floor surface swabs
before cleaning
(dairy industry)

0.0 0.0 - 0.0 0.0 0.0 0.0 - 0 0

NA

NA

NA

NA

Floor surface swabs
before cleaning
(dairy industry)

0.0 0.0 - 0.0 0.0 0.0 0.0 -| 00 0.0

NA

NA

NA

NA

Floor surface swabs
before cleaning
(dairy industry)

0.0 0.0 - 0.0 0.0 0.0 0.0 - 0 0

NA

NA

NA

NA

Floor surface
swabs before
cleaning (dairy
industry)

P

*p

*p

P

210 | 383 | + | 1885 | 3336 205 | 374 |+ 1908 | 37.23 | 4p || o4 |||+

PA

PA

PA

PA

Floor surface
swabs before
cleaning (dairy
industry)

st

st

st

st

0.0 36.6 - 0.0 331 0.0 385 | - 0 33.20 st st st st -] -

NA

NA

NA

NA

Floor surface
swabs before
cleaning (dairy
industry)

st

st

st

st

0.0 371 - 0.0 33.29 0.0 383 | - 0 32.79 st st st st -] -

NA

NA

NA

NA

Floor surface
swabs before
cleaning (dairy
industry)

st

st

st

st

0.0 36.0 - 0.0 33.37 0.0 38.1 - 0 32.95 st st st st - -

NA

NA

NA

NA

Floor surface swabs
before cleaning
(dairy industry)

0.0/ 0.0/ 22.50
0.0/ 0.0/ | il* 0.0 (no
0.0¥ 0.0¥ amp)

0.0 0.0 - 0 0

NA

NA

NA

NA

* Analyses performed according to the COFRAC accreditation (Accreditation Testing n°1-0144, scope available on www.cofrac.fr)

ADRIA
Summary report (Version 1)
Foodproof Salmonella

69/104

December 17, 2025


http://www.cofrac.fr/

PRODUCTION ENVIRONMENTAL SAMPLES

HYGIENA LLC

Reference method: Alternative method: foodproof® Salmonella Plus Cronobacter Detection LyoKit - 5'Nuclease-
ISO 6579-1*
200 or 375 PCR result Confirmation
2 . _ Agreement
= Z RVS MKTTn foodproof® extraction BAX lysis RVS MKTTn =
f= [} [} o [b]
S | 2 |Product 2 | foodproof® .| foodproof® . g5
g § B BAX Q7 BAX Q7 < | 'S | extraction BAX lysis extraction BAX lysis 3
2 2 5|8
XLD | ASAP | XLD | ASAP & XLD | ASAP | XLD | ASAP 2 .:E - - _ _
CtFAM | CtROX | 3 | CtFAM | CtROX CtFAM | CtROX | 3| CtFAM | CtROX ~18|¢ = s =
(target) (IC) 2 | (target) (IC) (target) (IC) &2 | (target) (IC) |3 < < <
Floor surface swabs
2022 before cleaning - - - - - 0.0 0.0 0.0 0.0 0.0 0.0 0 0 - - - - NA NA NA NA 2 |a
(dairy industry) e
Floor surface swabs
2022 before cleaning - - - - - 0.0 0.0 0.0 0.0 0.0 0.0 - 0 0 - - - - NA NA NA NA 2 |a
(dairy industry)
Floor surface swabs 15.19
2022 before cleaning - - - - - 0.0 0.0 0.0 (no 0.0 0.0 - 0 0 - - - - NA NA NA NA 2 |a
(dairy industry) amp) e
Swipe before
2022 | 3475 | cleaning (ice +p +p +p +p + 244 375 + 21.94 | 39.83 311 38.1 + | 27.36 31.99 +p +p +p +p + |+ | 4 + PA PA PA PA 2 |a
cream production)
Swipe before
2022 | 3476 | cleaning (ice 2| +12 | 12 +M + 20.8 0.0 + 18.37 0.0 224 0.0 + | 19.67 0 2 | 2 | 12| +M + |+ | 4+ + PA PA PA PA 2 |a
cream production)
Swipe after
2022 | 3477 |cleaning (ice 2| +1/2 | +12 +M + 20.3 0.0 + 17.79 0.0 211 0.0 + | 18.36 0 +2 | 12 | +12 | +M + |+ | 4+ + PA PA PA PA 2 |a
cream production)
Swipe before
2022 | 3478 | cleaning (lce +p +p +M +p + 20.8 375 + 1844 | 40.75 22.1 373 |+ | 1979 | 3353 +p +p +M +p + |+ | 4+ + PA PA PA PA 2 |a
Cream Production)
Vacuum cleaner
2022 dust E241 CE1 - - - - - 0.0 36.8 0.0 3317 0.0 379 | - 0 32.68 - - - | - NA NA NA NA 2 |b
(dairy industry)
Vacuum cleaner
2022 dust P62 (dairy - - - - - 0.0 375 0.0 335 0.0 387 | - 0 32.66 - - - | - NA NA NA NA 2 |b
industry)
Vacuum cleaner
2022 dust P32 (dairy st st st st - 0.0 36.2 0.0 3297 0.0 386 | - 0 32.23 st st st st | - NA NA NA NA 2 |b
industry)
Swipe After
2022 | 3479 | Cleaning (Dairy +p +p +p +p + 21.8 374 + 19.11 45 26.1 374 |+ | 2149 | 40.15 +p +p +p +p + |+ | 4+ + PA PA PA PA 2 |a
Industry)
Swipe After
2022 | 3480 | Cleaning (Dairy 2| +12 | +12 +M + 20.9 0.0 + 18.96 0.0 222 0.0 + | 20.00 0 12 | +12 | 12| +M + |+ |+ + PA PA PA PA 2 |a
Industry)
Swipe After 19.46
2022 | 3481 | Cleaning (Dairy +/2 | #1012 | +1/2 +M + 20.7 0.0 + 18.70 (no 254 0.0 + | 21.60 0 2 | 2 | +12 | +M + |+ | 4+ + PA PA PA PA 2 |a
Industry) amp)
Stainless steel
2022 bench swab, after | | |y | 4 | 4| 201 | 372 |+ | 1751 | 2292 203 | 373 |+ | 1755 | 4167 T R Y S O I + PA | PA| PA | PA |2 ]a
cleaning (dairy
industry)
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HYGIENA LLC

PRODUCTION ENVIRONMENTAL SAMPLES

Reference method: Alternative method: foodproof® Salmonella Plus Cronobacter Detection LyoKit - 5'Nuclease-

ISO 6579-1*
200 or 3759

PCR result Confirmation
RVS MKTTn foodproof® extraction BAX lysis RVS MKTTn

Agreement

Product

Type

foodproof®
extraction

foodproof®

BAX Q7 extraction

BAX Q7

Category

BAX lysis

BAX lysis

Year of analysis
Sample N°

Result

XLD | ASAP | XLD | ASAP XLD | ASAP | XLD | ASAP

CtFAM | CtROX
(target) (IC)

CtFAM | CtROX
(target) (IC)

CtFAM | CtROX
(target) (IC)

CtFAM | CtROX
(target) (IC)

ISO 6579-1
All confirmation tests

Result
Result
BAX Q7
BAX Q7
BAX Q7
BAX Q7

Vacuum nozzle
swab, before
cleaning (dairy
industry)

Swab before
cleaning (dairy - - - - - 0.0 0.0 - 0.0 0.0
industry)

Swab after cleaning
(dairy industry)
Swipe, before
cleaning (dairy +M +p +p +1/2 + 29.8 35.9 + 26.76 | 31.84
industry)
Swipe, before
cleaning (dairy +M +p +M +p + 22.0 37.2 + 19.47 33.08
industry)
Swipe before
cleaning (ice +p +p +p +p + 251 371 + 2215 | 3297
cream production)
Swipe after cleaning
(ice cream - - - - - 0.0 0.0 - 0.0 0.0
production)
Vacuum cleaner
dust P62 E1 E2 - - - - - 0.0 37.7 - 0.0 32.64
(dairy industry)
Vacuum cleaner
dust P43 A32 +m +m +1/2 +m + 40.9 36.7 + | 3365 | 3233
(dairy industry)
Vacuum cleaner
dust n°17-18 (non-
probiotic dairy
industry)

Vacuum cleaner
dust n°19-20 (non-
probiotic dairy
industry)

Vacuum cleaner
dust n°21-22 (non-
probiotic dairy
industry)

Vacuum cleaner
dust n°23-24 (non-
probiotic dairy
industry)

2022 | 4 | p |+ ] 201 | 365 | + | 177 | 33.01 206 | 372 |+ | 1789 | 37.07 | 4p || o4 |||+ + PA | PA| PA | PA | 2 |a

2022 0.0 0.0 - | 0.0/ O.b - - - - Iy - - - NA NA NA | PDrp@ny| 2 |a

2022 0.0 0.0 - 0 0 - - - - - - - NA NA NA NA 2 |a

2022 29.8 36.3 |+ | 26.73 321 +M +p tmo| H12 |+ |+ ]+ + PA PA PA PA 2 |a

2022 20.8 374 | + | 18.01 38.72 +M +p +M +p + |+ | 4 + PA PA PA PA 2 |a

258 375 | +| 2257 | 33.67

2022 wp | wp || o |+ | # + PA | PA| PA | PA |2 |a

2022 0.0 0.0 - 0 0 - - - - - - - NA NA NA NA 2 |a

2022 0.0 377 | - 0 32.81 - - - - Iy - - - NA NA NA NA 2 |b

2022 39.1 376 |+ | 3748 | 32.36 +m +mo | +1/2 | +m + |+ | 4+ + PA PA PA PA 2 |b

2023 | 563 st st st st - 0.0 37.2 - 0.0 33.13 0.0 379 | - 0 32.71 st st st st Iy - - - NA NA NA NA 2 |b

2023 | 564 st st st st = 0.0 37.4 - 0.0 32.93 0.0 374 | - 0 32.95 st st st st - - - NA NA NA NA 2 |b

2023 | 565 st st st st - 0.0 37.6 - 0.0 33.64 0.0 379 | - 0 32.86 st st st st - - - NA NA NA NA 2 |b

2023 | 566 st st st st - 0.0 37.8 - 0.0 33.28 0.0 382 | - 0 32.94 st st st st - - - NA NA NA NA 2 |b
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HYGIENA LLC

PRODUCTION ENVIRONMENTAL SAMPLES

Alternative method: foodproof® Salmonella Plus Cronobacter Detection LyoKit - 5'Nuclease-

Product

Year of analysis
Sample N°

Reference method:
I1SO 6579-1¢
200 or 3759

PCR result

Confirmation

RVS MKTTn

foodproof® extraction

XLD

ASAP | XLD | ASAP

Result

BAX lysis

BAX Q7

BAX Q7

Ct FAM
(target)

CtROX
(1)

CtFAM
(target)

CtROX
(1)

CtFAM
(target)

Result

CtROX
(1)

Result

CtFAM
(target)

CtROX
(1)

RVS

MKTTn

XLD

ASAP

XLD

ASAP

ISO 6579-1

All confirmation tests

extraction

foodproof®

BAX lysis

Agreement

foodproof®
extraction

Category

BAX lysis

BAX Q7

BAX Q7

BAX Q7

BAX Q7

Type

Vacuum cleaner
dust n°25-26 (non-
probiotic dairy
industry)

2023

567

st

st st st

0.0 371 0.0 35.68 0.0

38.2

32.63

st

st

st

st

NA NA 2

Vacuum cleaner
dust A22 E241
(dairy industry)

2022

+M

+M +p +p

28.0 38.5 + | 2212 | 40.61 21.7

38.6

37.66

+M

+M

*p

*p

PA

PA PA PA 2

Vacuum cleaner
dust A32 E553 A31
(dairy industry)

2022

0.0 37.0 0.0 32.79 0.0

37.3

32.36

NA

NA NA NA 2

Vacuum cleaner
dust P51 2889 A12
(dairy industry)

2022

0.0 36.7 0.0 32.77 0.0

37.9

32.69

NA

NA NA NA 2

Vacuum cleaner
dust P51 E2E2
(dairy industry)

2022

0.0 0.0 0.0 0.0 0.0

0.0

29.48
(no amp)

NA

NA NA NA 2

Vacuum cleaner
dust P32 P41 (dairy
industry)

2022

0.0 36.3 0.0 32.66 0.0

36.6

32.25

NA

NA NA NA 2

Vacuum cleaner
dust n°1 (non-
probiotic dairy
industry)

2023 | 550

P

*p *p P

18.6 37.4 + 16.36 | 4217 216

371

19.07

35.68

*p

*p

*p

P

PA

PA PA PA 2

Vacuum cleaner
dust n°2 (non-
probiotic dairy
industry)

2023 | 551

st

st st st

0.0 37.3 0.0 32.79 0.0

37.9

33.11

st

st

st

st

NA

NA NA NA 2

Vacuum cleaner
dust n°3 (non-
probiotic dairy
industry)

2023 | 552

P

*p *p P

28.1 38.3 + | 2505 | 31.96 30.0

38.5

28.52

32.39

*p

P

*p

P

PA

PA PA PA 2

Vacuum cleaner
dust n°4 (non-
probiotic dairy
industry)

2023 | 553

P

*p *p P

215 38.1 + | 1859 0.0 211

36.9

20.72

33.17

+p

*p

+p

*p

PA

PA PA PA 2

Vacuum cleaner
dust n°5 (non-
probiotic dairy
industry)

2023 | 554

P

*p *p P

224 37.7 + 19.85 45 25.1

38.0

24.02

32.41

+p

*p

+p

*p

PA

PA PA PA 2

Vacuum cleaner
dust n°6 (non-
probiotic dairy
industry)

2023 | 555

st

st st st

0.0 36.9 0.0 32.71 0.0

38.5

33.48

st

st

st

st

NA

NA NA NA 2
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HYGIENA LLC

PRODUCTION ENVIRONMENTAL SAMPLES

Reference method: Alternative method: foodproof® Salmonella Plus Cronobacter Detection LyoKit - 5'Nuclease-
ISO 6579-1*
200 or 375 PCR result Confirmation
2 . _ Agreement
= Z RVS MKTTn foodproof® extraction BAX lysis RVS MKTTn =
f= [} [} o []
© 2 |Product > SR
‘s £ @ | foodproof® . foodproof® . L2
g 3 B BAX Q7 BAX Q7 < | 'S | extraction BAX lysis extraction BAX lysis 3
D > N~ =
> 2 8| g
XLD | ASAP | XLD | ASAP 2 XLD | ASAP | XLD | ASAP 2 .:E - - _ _
CtFAM | CtROX | 3 | CtFAM | CtROX CtFAM | CtROX | 3| CtFAM | CtROX ~18|¢ = s =
(target) (IC) 2 | (target) (IC) (target) (IC) &2 | (target) (IC) = < < < <
Vacuucr:n cleaner 398/ 36.4/
dust n°7 (non- +/+/
2023 | 556 N st st st st - 42.2/ 36.7/ 0.0 30.71 0.0 376 | - 0 32.94 st st st st - - - PDrra) | NA NA NA 2 |b
probiotic dairy +
: 41.6 36.8
industry)
T 2
2023 | 557 N - - - - - 0.0 0.0 - 0.0/ 0.0/ 0.0 0.0 - 0 e - - - ] - NA NA NA NA 2 |b
probiotic dairy " N (uncertain)
! 0.0 26.43
industry)
Vacuucr:n cleaner 2293
dust n°9 (non-
2023 | 558 N - - - - - 0.0 0.0 - 0.0 (no 0.0 0.0 - 0 0 - - - ] - NA NA NA NA 2 |b
probiotic dairy
: amp)
industry)
Vacuum cleaner
2023 | 559 | dustn®10(non- - - - -] o0 | oo | -] 00 | 00 00 | oo |-| o | 2% |- - NA | NA| NA | NA |2 |b
probiotic dairy (no amp)
industry)
Vacuum cleaner
2023| seo |dustn*it-A2(mon- |y | s |+ | 220 00 | + | 2129 | 00 253 00 |+ | 2306 0 M| M | M| e || | + PA | PA| PA | PA |2 |b
probiotic dairy
industry)
Vacuum cleaner
dust n°13-14 (non- 0.0/ 0.0/
2023 | 561 PP +12 +M +M +p + 231 37.6 + | 2091/ 0.0/ 229 368 |+ | 21.69 32.2 +12 | +M +M +p + |+ |+ + PA PA PA PA 2 |b
probiotic dairy * "
: 25.27* | 40.68
industry)
Vacuum cleaner
2023| se2 |dustMeASB(NON- |y oy fam | g |+ | 23 | 00 |+ | 1951 | 00 208 | 00 |+ 1903 | 2023 M| M| e [ | x| : PA | PA| PA | PA |2 [b
probiotic dairy
industry)
Vacuum cleaner
2023 | 1363 | dust 24 (dairy - - st st - 0.0 37.0 - 0.0 33.11 0.0 380 | - 0 33.02 - - st st | - NA NA NA NA 2 |b
industry)
Vacuum cleaner
2023 | 1364 | dust 22 (dairy +1/2 +M +p +p + 2741 376 + | 2467 | 3122 254 37.7 | + | 23.01 35.65 +/2 | +M +p +p + |+ |+ + PA PA PA PA 2 |b
industry)
A32 Vacuum
2023 | 1365 | Cleaner Dust +m 2 | +12 | +1/2 + 38.8 37.3 + | 36.65 | 32.64 40.2 379 | +| 3989 | 33.15 tmo| H12 | H2 | H2 |+ |+ |+ + PA PA PA PA 2 |b
(Dairy Industry)
Vacuum cleaner 20,44
2023 | 1366 | dust 29 (dairy +1/2 +M +p +p + 28.9 345 + | 2627 | 29.56 26.4 354 |+ | 2461 (uncé rtain) +2 | +M +p +p + |+ | 4+ + PA PA PA PA 2 |b
industry)
Vacuum cleaner
2023 | 1367 | dust 12 (dairy +1/2 +M +p +p + 35.0 33.6 + | 3232 | 29.76 33.6 0.0 + | 31.39 0 +12 | +M +p +p + |+ |+ + PA PA PA PA 2 |b
industry)
ADRIA 73/104 December 17, 2025
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HYGIENA LLC

PRODUCTION ENVIRONMENTAL SAMPLES

Reference method: Alternative method: foodproof® Salmonella Plus Cronobacter Detection LyoKit - 5'Nuclease-
ISO 6579-1*
200 or 375
g PCR result Confirmation
2 Agreement
= Z RVS MKTTn foodproof® extraction BAX lysis RVS MKTTn =
f= () %) o [b]
© 2 |Product b 2| g
“ £ @ | foodproof® foodproof® . N
g 3 B BAX Q7 BAX Q7 < | 'S | extraction BAX lysis extraction BAX lysis 3
d > ~ =
> 8 8| g
XLD | ASAP | XLD | ASAP 2 XLD | ASAP | XLD | ASAP S E| - _ -
CtFAM | CtROX | 3 | CtFAM | CtROX CtFAM | CtROX | 3| CtFAM | CtROX 8|2 S o o
(target) | (C) | @ | (target) | (IC) (target) | (IC) | &| (target) | (IC) = g g g g
Vacuum cleaner
2023 | 1368 | dust 20 (dairy st st st st - 0.0 35.7 0.0 33.03 0.0 38.4 0 33.51 st st st st / - NA NA NA NA 2 |b
industry)
Vacuum cleaner
2023 | 1369 | dust 26+P41 (dairy | +m +1/2 +m +1/2 + 37.3 37.2 + 34.63 33.01 38.8 383 | + | 38.37 33.55 +m 12 | tm | H1/2 | + | + | + + PA PA PA PA 2 |b
industry)
Vacuum cleaner
2023 | 1370 | dust P102+16 - - - - - 0.0 0.0 0.0 0.0 0.0 0.0 - 0 0 - - - / - NA NA NA NA 2 |b
(dairy industry)
Vacuum cleaner
2023 | 1371 | dust 27 (dairy - - - - - 0.0 36.0 0.0 32.01 0.0 37.0 - 0 32.65 - - - / - NA NA NA NA 2 |b
industry)
Milk Powder
2023 | 178g | VacuumCleaner | o | o | st - | 00 | 370 00 | 31.92 00 | 382 |-| 0 | 3287 st | st | st | st | /] - NA | NA | NA | NA |2 |D
Dusts (Dairy
Industry)
Milk Powder
2023 | 1789 | YacuumCleaner | o |y |y | o | .| 00 | 364 00 | 3236 00 | 73 |-| 0 | 3262 st | st | st | st | /|- NA | NA| NA | NA |2 b
Dusts (Dairy
Industry)
Milk Powder
2023 | 1ggg | Vacuum Cleaner | o\ | |\ g | o | - | o0 | 368 00 | 3281 00 | 383 |-| 0 | 3293 st | st | st | st | /|- NA | NA| NA | NA | 2D
Dusts (Dairy
Industry)
Milk Powder
2023 | 1899 ‘I;fl‘;'s“%;'r;a“e' M| M| +M | M |+ | 287 0 | + | 2487 | 2087 205 | 3900 |+ | 2561 | 3293 T VI Y VI I VI Y VI [ R + PA | PA| PA | PA |2 |b
Industry)
2022 Milk Protein st st st st - 0.0 36.3 0.0 32.97 0.0 38.5 - 0 33.31 st st st st / - NA NA NA NA 1 1]c¢c
2022 Lactose st st st st - 0.0 36.6 0.0 32.92 0.0 384 - 0 32.85 st st st st / - NA NA NA NA 1 |c
2022 Maltodextrin st st st st - 0.0 36.4 0.0 32.46 0.0 38.2 - 0 33.03 st st st st / - NA NA NA NA 1 ]c¢
2022 Whey st st st st - 0.0 36.5 0.0 33.08 0.0 38.5 - 0.0 32.67 st st st st / - NA NA NA NA 1 ]c¢
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HYGIENA LLC

INFANT FORMULA WITH OR WITHOUT PROBIOTICS AND RELATED INGREDIENTS

Alternative method: foodproof® Salmonella Plus Cronobacter Detection LyoKit - 5'Nuclease-
ISO 6579-1*
(200 or 3759)

Confirmation+
72h at 3+2°C

PCR result+ 72h at 3+2°C Agreement

+72h at 3x2°C

foodproof®
extraction

foodproof® extraction BAX lysis
BAX Q7

foodproof®
extraction

Year of | Sample

. o | Product BAX Q7
analysis| N

BAX lysis BAX lysis

Category
Type

All
confirmation
tests

Result
Ct
Ct FAM ROX

(target) ()

CtFAM | CtROX
(target) (IC)

CtFAM | CtROX
(target) (IC)

Ct FAM

(arget) | CLROX(C)

Result
Result
BAX Q7

Infant milk powder, 6-12 months,
with probiotics (B. infantis + 25.1 38.3 + 17.97 32.92
2.5 x 108 CFU/g) (26% fat)

2022 206 |37.8 + 17.9 36.7 PA 11 a

Infant milk powder, 6-12 months,
with probiotics (B. infantis + 0.0 3741 - 0.0 33.22

2022 0.0 38.0 - 0.0 32.65 ND 11 a

3.2 x 107 CFU/g) (23%MG)
Infant milk powder, 6-12 months, 0.0/ 0.0/
with probiotics (B. lactis 1.8 x 108 + 21.8 38.4 + 29.33/ 0.0/
CFU/qg) (26%MG) 20.66* 40.34*

+

2022 230 |383| + 20.69 35.25 PA 11 a

Infant milk powder, from 6 months,
with probiotics (B. lactis 3.5 x 107 - 234 375 + 16.53 33.14
CFU/g) (26% fat)

2022 208 |375| + 18.39 37.71

Infant milk powder, babies, with
probiotics (B. lactis 3.5 x 107 + 0.0 37.3 - 0.0 33.54
CFU/qg) (23.6% fat)

2022 00 |378 - 0.0 32.83 ND 11 a

41.2/ 0.0/
0.0 0.0 - 0.0/ 0.0/
0.0 0.0

Infant milk powder, 6-12 months,
follow-on milk, with probiotics (B. - 0.0 0.0 - 0.0 0.0
infantis 2.5 x 106 CFU/g) (26% fat)

2022 PDrp@ay | 1 | @

Infant milk powder, 6-12 months, with
probiotics (B. infantis 3.2 x 107 - 0.0 0.0 - 0.0 0.0
CFU/g) (23%MG)

2022 0.0 0.0 - 0.0 0.0 NA | NA | NA NA 11 a

Infant milk powder, 6-12 months, with
probiotics (B. lactis 1.8 x 106 CFU/q) - 0.0 37.0 - 0.0 33.11
(26%MG)

2022 0.0 38.1 - 0.0 32.66 NA | NA | NA NA 11 a

Infant milk powder, from 6 months,
with probiotics (B. lactis 3.5 x 107 - 0.0 0.0 - 0.0 0.0
CFU/g) (26% fat)

2022 0.0 0.0 - 0.0 0.0 NA | NA | NA NA 11 a

Infant milk powder, babies, with
probiotics (B. lactis 3.5 x 107 CFU/q) - 0.0 0.0 - 0.0 0.0
(23.6% fat)

2022 0.0 0.0 - 0.0 0.0 NA | NA | NA NA 11 a

Infant milk powder, 3rd age, with
probiotics (B. lactis + S.
thermophilus 1.5 x 106 CFU/g)
(30% fat)

2022 3797 + 20.0 0.0 + 16.96 0.0 214 |00 + 19.20 0.0 PA | PA | PA PA 1] a

Infant milk powder, 3rd age, with
probiotics (B. lactis + S.
thermophilus 1.5 x 106 CFU/g)
(30% fat)

2022 3798 + 28.2 0.0 + 28.32 0.0 29.6 0.0 + 28.54 0.0 PA | PA | PA PA 11 a

Infant milk powder, 2nd age, with
probiotics (B. lactis + S.
thermophilus 3.1 x 107 CFU/g) (23%
fat)

2022 3799 + 19.3 0.0 + 16.24 0.0 209 |00 + 18.33 0.0 PA | PA | PA PA 1] a

* Analyses performed according to the COFRAC accreditation (Accreditation Testing n°1-0144, scope available on www.cofrac.fr)
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Year of
analysis

Sample

Product

ISO 6579-1*
(200 or 3759)

INFANT FORMULA WITH OR WITHOUT PROBIOTICS AND RELATED INGREDIENTS

Alternative method: foodproof® Salmonella Plus Cronobacter Detection LyoKit - 5'Nuclease-

PCR result+ 72h at 3+2°C

Confirmation+
72h at 3+2°C

Result

foodproof® extraction

BAX Q7

Ct FAM
(target)

CtROX
(1)

Result

Ct FAM
(target)

CtROX (IC)

2022

3800

Infant milk powder, 2nd age, with
probiotics (B. lactis + S.
thermophilus 3.1 x 107 CFU/g)
(23% fat)

18.7

0.0

16.36

0.0

2022

3801

Infant milk powder, 1st age, with
probiotics (B. lactis 8.6 x 105
CFU/qg) (26% fat)

17.8

0.0

14.90

0.0

2023

762

Infant milk powder with probiotics,
3rd age (L. reuteri DSM 17938 8.55
x 104 CFU/g) (26% fat)

211

38.1

18.13

0.0

2023

763

Infant milk powder with probiotics,
3rd age (L. reuteri DSM 17938 8.55 x
104 CFU/g) (26% fat)

0.0

0.0

0.0

0.0

2023

764

Infant milk powder with probiotics,
after 10 months (L. reuteri DSM
17938 1.55 x 105 CFU/g) (23% fat)

28.5

37.8

25.62

30.66

2023

765

Infant milk powder with probiotics,
from 10 months (L. reuteri DSM
17938 1.55 x 10° CFU/g) (23% fat)

0.0

35.0

0.0

31.04

2023

766

Infant milk powder with probiotics,
3rd age (L. reuteri DSM 17938 8.24
x 104 CFU/g) (23.4% fat)

31.1

37.2

28.24

31.79

2023

767

Infant milk powder with probiotics,
3rd age from 1 year (L. reuteri DSM
17938 8.24 x 104 CFU/g) (23.4% fat)

0.0

0.0

0.0

0.0

2023

768

Infant milk powder with probiotics,
organic from 6 months (L. reuteri
DSM 17938 2.45 x 106 CFU/g) (26%
fat)

0.0

371

0.0

33.26

2023

769

Infant milk powder with probiotics,
organic from 6 months (L. reuteri
DSM 17938 2.45 x 108 CFU/g) (26%
fat)

0.0

33.0

0.0

31.54

2023

770

Infant milk powder with probiotics,
1st age for infant 0-6 months

(L. fermentum hereditum 5.09 x 108
CFU/qg) (24% fat)

36.3

37.5

34.52

32.51

2023

771

Infant milk powder with probiotics, 1st
age for infant 0-6 months

(L. fermentum hereditum 5.09 x 106
CFU/g) (24% fat)

0.0

35.1

0.0

31.78

2023

772

Infant milk powder with probiotics,
formula thickened from 6 months

(L. fermentum hereditum 3.09.1%
CFUIg) (26% fat)

34.2

37.9

32.29

32.54

2022

2903

Infant formula, 0-6 months (23,5%
fat)

25.6

37.7

22.73

33.28

ADRIA
Summary report (Version 1)
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BAX lysis

BAX Q7

Ct FAM
(target)

Ct
ROX
(I€)

Result

Ct FAM
(target)

Ct ROX
(1)

19.3

0.0

17.51

0.0

All
confirmation
tests

BAX Q7

foodproof®
extraction

20.2

0.0

19.17

0.0

23.0

38.4

19.75

39.82

+

0.0

0.0

0.0

0.0

+

30.9

38.3

26.32

31.47

0.0

36.5

0.0

34.06

+

31.9

38.5

29.37

32.72

0.0

0.0

0.0

0.0

0.0

38.5

0.0

33.20

0.0

0.0

0.0

0.0

35.9

38.7

34.31

32.98

0.0

37.0

0.0

33.19

32.8

38.1

31.27

32.8

25.8

37.6

22.57

33.56

76/104

HYGIENA LLC

Agreement
+72h at 3+2°C

=
. foodproof® . S| o
BAX lysis extraction BAX lysis g '%

O

11 a

1] a

1] a

11 a

1 a
. NA | NA | NA NA 11 a
PA | PA PA PA 1] a
. NA | NA | NA NA 11 a
. NA | NA | NA NA 1] a
l NA | NA | NA NA 11 a
PA | PA PA PA 11 a
l NA | NA | NA NA 11 a
PA | PA PA PA 11 a
PA | PA PA PA 115D

December 17, 2025



HYGIENA LLC

INFANT FORMULA WITH OR WITHOUT PROBIOTICS AND RELATED INGREDIENTS

Alternative method: foodproof® Salmonella Plus Cronobacter Detection LyoKit - 5'Nuclease-
ISO 6579-1*
(200 or 375g) PCR result+ 72h at 3+2°C Confmation: Agreement
foodproof® extraction BAX lysis +72hat 3£2°C -
Year of | Sample foodproof® foodproof® . 5| o
analysis | N° Product BAX Q7 BAX Q7 N extraction BAX lysis extraction BAX lysis g '%
Result - ot - confirmation ~ ~
CtFAM | CtROX | 35 | CtFAM CtFAM £ | CtFAM | CtROX tests 5 5
(target) (IC) é (target) CtROX (IC) (target) ROX E (target) (IC) = =
(IC) [ [
2022 | 2904 }::)a“t el Zinent SligZ2 C + 207 | 385 | + | 1820 | 3357 21 |374] + | 1786 | 3747 + + PA [PA| PA | PA |10
2022 | 2905 |Organicinfant formula, 6-12 + 203 | 375 | + | 1667 | 4069 216 [373| + | 1720 | 4225 + + + PA |PA| PA | PA [ 10D
months (23,1% fat)
2022 | 2906 |!nfantformula, stage 2, 6-12 + 227 | 376 | + | 1930 | 3300 256 [382] + | 2112 | 4003 + . + PA |PA| PA | PA |10
months (26,0% fat)
2022 | 2007 [ESHASIISEIEECER I + 47 | 384 | + | 273 | 3291 215 |378] + | 1831 | 00 + + + PA |PA| PA | PA |10
months (22,0% fat)
2022 | 2909 :';f::rt {;’;‘gﬁ;ﬁa;‘age o + 197 | 382 | + | 1779 | 3334 203 381 + | 1904 | 4500 + + PA |PA| PA | PA [ 10D
2022 | 291¢ |Infant formula, stage 2, 6-12 + 26 | 376 | + | 2035 | 3361 216 [382] + | 1882 | 00 + + + PA |PA| PA | PA |10
months (21,1% fat)
2022 z’;fzagf,ffg?)”'a' S Th AP : 00 | 00 : 0.0 0.0 00 |00 - 00 | 00 : - NA [NA| NA | NA |1 |0D
2022 8;93[,2°f$;a“t Rl : 00 | 00 : 0.0 0.0 00 |00]| - 00 0.0 : - NA | NA| NA | NA |10
2022 8?3’}2)"&;”‘ e 05 moile : 00 | 00 : 00 00 00 |00 - 0.0 00 : - NA [NA| NA | NA |10
0 0
2022 ]'cgg"”t Ve, 05 o lie (2250 : 00 | 00 : 0.0 0.0 00 |00 - 00 0.0 : - NA | NA| NA | NA |10
o 0,
2022 ]'cgg"“t a5 8- i 41 0 : 00 | 00 : 0.0 0.0 00 |00 - 00 0.0 : - NA | NA| NA | NA |10
2022 zrz‘gagf,ff;’g”'a' SR, (2 ol : 00 | 00 : 0.0 0.0 00 |00 - 00 0.0 : - NA [ NA| NA | NA |10
Organic infant formula, from 6 28.2
2022 s (25 0% : 00 | 00 : 00 | o 00 |00 - 0.0 00 : - NA [NA| NA | NA |10
2022 gzgg%:;‘)fa“t V5 AR : 00 | 00 : 0.0 0.0 00 |00 - 00 0.0 : - NA | NA| NA | NA |10
202 | 3023 L"::::‘:ﬁ;"(‘z“;aoi};“f;fg“’g'tat'°“' L + 184 | 00 + | 1647 (n203; rﬁp) 202 |00| + | 1848 | 00 + + PA |PA| PA | PA |10
Organic infant formula, stage 2, 6-
202 | 3024 | e e et + 178 | 00 + | 1601 00 198 | 00| + | 1887 | 00 + + PA |PA| PA | PA |10
Infant milk powder, gourmet
2022 | 3025 | e e ot + 193 | 00 + | 1810 00 204 |00| + | 1857 | 00 + + PA |[PA| PA | PA |10
2022 | 3026 :2?2;’";::; PO B, PO + 215 | 00 + | 1964 0.0 210 |00 | + | 195 | 00 + + PA | PA| PA | PA |10
2022 | 3027 g;g?'z‘;w‘:;“t milk powder, 2nd + 228 | 00 + 21.07 0.0 245 00| + | 207 | 00 " ¥ PA [PA| PA | PA |1]0D
2022 | 302g |Premium infant milk powder, 0-6 + 264 | 382 | + | 25 | 3231 21 00| + | 2024 | 2928 + + + PA |PA| PA | PA |10
months (24.7% fat)
Rice starch + 21.6 374 + 18.46 32.80 205 [372] + 1812 | 3845 + + PA | PA| PA PA 1] ¢
Corn starch + 24.9 37.1 + 21.92 32.69 244 |376] + 21.83 | 37.49 + + PA | PA| PA PA 1] ¢
Maltodextrin + 22.8 376 + 19.77 32.85 249 [377] + 23.02 | 31.88 + + PA | PA| PA PA 1] ¢
Whey + 22.3 4.3 + 20.03 33.44 241 379 + 20.95 | 38.00 + + PA | PA| PA PA 1] ¢
Whey + 24.7 0.0 + 21.24 32.94 256 (382 + 23.06 | 34.12 + + PA | PA| PA PA 1] ¢
Maltodextrin + 19.9 375 + 17.58 33.07 209 [372] + 1919 | 3954 + + PA | PA| PA PA 1] ¢
Rice starch - 0.0 0.0 - 0.0 0.0 00 [o00] - 0.0 0.0 - [ =] NA | NA | NA NA 1] ¢
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HYGIENA LLC

INFANT FORMULA WITH OR WITHOUT PROBIOTICS AND RELATED INGREDIENTS

Alternative method: foodproof® Salmonella Plus Cronobacter Detection LyoKit - 5'Nuclease-
ISO 6579-1¢
(200 or 375g) PCR result+ 72h at 3+2°C Conﬂrmahop ’ Agreement
72h at 3+2°C o
. +72h at 3+2°C
foodproof® extraction
Year of | Sample BAX Q7 BAX Q7 foodproof® foadproof® [ g o1 8| 8
analysis| N° Product extraction extraction y gl =
Al (&)

Result ot - confirmation ~

CtFAM | CtROX Ct FAM Ct FAM El CtFAM | CtROX tests e}

(target) (IC) (target) CtROX (IC) (target) I?l%))( &w’ (target) (IC) g
Corn starch - 0.0 34.7 - 0.0 31.85 00 |[36.1 - 0.0 33.39 NA | NA | NA NA 11 ¢
Maltodextrin - 0.0 0.0 - 0.0 0.0 0.0 0.0 - 15.73 0.0 NA | NA | NA NA 11 ¢

(no amp)
Whey - 0.0 33.6 - 0.0 31.09 00 [363 - 0.0 33.18 NA | NA| NA NA 1] ¢
Whey - 0.0 34.4 - 0.0 31.20 00 [363 - 0.0 32.97 NA | NA| NA NA 1] ¢
Maltodextrin - 0.0 0.0 - 0.0 0.0 0.0 0.0 - 0.0 0.0 NA | NA| NA NA 1] ¢
Lactose + 18.9 0.0 + 16.96 0.0 20.1 0.0 + 17.86 0.0 PA | PA | PA PA 1] ¢
2022 3176 | Lactose + 20.2 0.0 + 17.87 0.0 224 100 + 20.39 0.0 PA | PA| PA PA 1] ¢
2022 3177 | Whey + 21.1 0.0 + 18.54 0.0 228 |00 + 20.84 0.0 PA | PA| PA PA 1] ¢
2022 3178 | Wheat starch + 19.6 0.0 + 17.80 0.0 20.1 0.0 + 18.54 0.0 PA | PA| PA PA 1] ¢
2022 3179 | Maltodextrin + 215 0.0 + 18.98 0.0 213 100 + 19.29 0.0 PA | PA| PA PA 1] ¢
2022 3180 | Whey Protein Concentrate + 21.0 0.0 + 18.82 0.0 228 |00 + 21.22 0.0 PA | PA | PA PA 1] ¢
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PRODUCTION ENVIRONMENTAL SAMPLES

Alternative method: foodproof® Salmonella Plus Cronobacter Detection LyoKit - 5'Nuclease-
ISO 6579-1*
(200 or 375g) PCR result+ 72h at 3+2°C Confmation: Agreement
foodproof® extraction BAX lysis +72hat 3£2°C
Year of | Sample BAX Q7 BAX Q7 foodproof® BAX Ivsis § o
analysis N° PrOdUCt eXtI‘aCtion y % ,2‘
Al E
Result - ot - confirmation ~
CtFAM | GtROX | 5 | CtFAM CtFAM £ | CtFAM | GtROX tests &
(target) (IC) é (target) CtROX (IC) (target) I?l%))( &m’ (target) (IC) g
2022 AR EIT e SIS P + 12 | 374 + | 1861 33,00 23 [376| + | 1958 | 3587 PA |PA| PA | PA |2 a
cleaning (dairy industry) ' ' ' ' ' ' ' '
2022 Floor surface swabs before s 256 | 376 + | 2303 | 3347 265 [406| + | 2202 | 3385 PA |PA| PA | PA |2 a
cleaning (dairy industry)
2022 Floor surface swabs before cleaning ; 0.0 0.0 . 0.0 0.0 00 |00 - 0.0 0.0 NA |[NA| NA | NA |2 a
(dairy industry)
2022 Floor surface swabs before cleaning . 0.0 0.0 . 0.0 0.0 00 |00/ - 0.0 0.0 NA [NA| NA | NA |2 a
(dairy industry)
2022 Floor surface swabs before cleaning . 0.0 0.0 . 0.0 0.0 00 |o00]| - 0.0 0.0 NA [NA| NA | NA |2 a
(dairy industry)
2022 Floor surface swabs before cleaning . 0.0 0.0 . 0.0 0.0 00 |o00]| - 0.0 0.0 NA [NA| NA | NA |2 a
(dairy industry)
2022 Floor surface swabs before s 208 | 378 + | 1873 | 3285 211 |37 + | 1876 | 3705 PA |PA| PA | PA |2 a
cleaning (dairy industry)
Floor surface swabs before cleaning
2022 e . 0.0 0.0 . 0.0 0.0 00 |00 - 0.0 0.0 NA |[NA| NA | NA |2 a
2022 Floor surface swabs before cleaning ) 0.0 0.0 . 0.0 0.0 00 |00/ - 0.0 0.0 NA [NA| NA | NA |2 a
(dairy industry)
2022 Floor surface swabs before cleaning . 0.0 0.0 . 0.0 0.0 00 |00 - 0.0 0.0 NA |[NA| NA | NA |2 a
(dairy industry)
2022 Floor surface swabs before cleaning . 0.0 0.0 : 0.0 15.25 00 |00 - 0.0 0.0 NA [NA| NA | NA |2]a
(dairy industry) (no amp)
2022 | 3475 |Swipe before cleaning (ice cream + 209 | 365 4 18.59 45 251 |389| + 2377 | 36.66 PA | PA| PA PA | 2| a
production)
2022 | 3476 |Swipe before cleaning (ice cream + 20.9 0.0 4 18.14 0.0 217 |00 | + 19.86 0.0 PA | PA| PA PA | 2| a
production)
2022 | 347z |SWie after cleaning (ice cream s 188 | 00 + | 1652 | 3946 20 00| + | 1909 | 00 PA |PA| PA | PA | 2] a
production) (no amp)
2022 | 3478 |SWie before cleaning (Ice Cream s M7 | 369 + | 1851 0.0 21 |376| + | 2058 | 33 PA |PA| PA | PA |2 a
Production)
2022 | 3479 ﬁ“’;‘l'l’;s;te’ Cleaning (Dairy + 216 | 370 4 18.83 45 255 |372] + 2091 | 3756 PA | PA| PA PA | 2| a
2022 | 3480 ﬁl";f;r@;ter Cleaning (Dairy s 29 | 00 + | 1889 0.0 24 loo| + | 205 | 00 PA |PA| PA | PA | 2] a
2022 | 3481 ﬁi";f:tg;te’ Cleaning (Dairy s 23 | 00 + | 1946 0.0 253 |oo| + | 2162 | 00 PA |PA| PA | PA | 2] a
2022 Stainless steel bench swab, after + 269 | 00 + | 1868 | 3332 223 [379] + | 1948 | 3598 PA |PA| PA | PA |2 a
cleaning (dairy industry)
00, | 00/
2022 Vacuum nozzle swab, before s M3 | 373 | i | 1875 | 3318 260 |384| + | 2044 | 3711 PA |PA| PA | PA |2 a
cleaning (dairy industry) % "
242 | 450
Swab before cleaning (dairy 0.0/ 0.0/ 41.95/ 0.0/
2022 : . 00/ | oor | W4+ | 00 0.0 00 | 00| - | 4023 | o0 NA | NA| NA | PDreey | 2 | a
industry) 00* | 00 0.0 0.0

* Analyses performed according to the COFRAC accreditation (Accreditation Testing n°1-0144, scope available on www.cofrac.fr)
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PRODUCTION ENVIRONMENTAL SAMPLES

Alternative method: foodproof® Salmonella Plus Cronobacter Detection LyoKit - 5'Nuclease-
ISO 6579-1*
(200 or 375g) PCR result+ 72h at 3+2°C Confmation: Agreement
foodproof® extraction BAX lysis +72hat 3£2°C -
Year of | Sample foodproof® foodproof® . 5| o
analysis | N° Product BAX Q7 BAX Q7 extraction BAX lysis extraction BAX lysis g '%
Al =
Resut CtFAM | CtROX | S | CtFAM ctram | SU 1 = | ciram | ctROX Con?er?tzﬁon S S S
= =
(target) (IC) é (target) CtROX (IC) (target) I?l%? &m’ (target) (IC) g g g
00/ | 00/
2022 Swab after cleaning (dairy industry) - 0.0/ 0.0/ il-I-* 0.0 0.0 0.0 0.0 - 0.0 0.0 - NA | NA | NA NA 2| a
00° | 00*
2022 ﬁl";i‘:’;’r';)ef“e cleaning (dairy s 205 | 364 + | 2579 | 3210 304 [365| + | 2657 | 3189 s s PA |PA| PA | PA |2 a
2022 ﬁl";il'f;’r';)ef”e cleaning {dalry s 25 | 367 + | 2031 32.86 209 [372] + | 1900 | 38 s s PA |PA| PA | PA |2 a
2022 Swips befors cleaning {lce craam + 241 | 368 + | 2132 | 3303 245 |378| + | 264 | 3314 s s s PA |PA| PA | PA |2 a
production)
2022 Swipe after cleaning (ice cream ; 0.0 0.0 . 0.0 0.0 00 00| - 0.0 0.0 ; NA | NA | NA NA | 2] a
production)
2022 U D I PRt + 389 | 378 + | 3120 | 3213 3791 |37, | + | 3412 | 3187 + + PA [PA| PA | PA |20
(dairy industry)
2023 Vacuum dleaner dust n°23-24 (non- . 00 | 374 . 0.0 33.34 00 |382] - 00 | 3287 . - NA |NA| NA | NA |20
probiotic dairy industry)
2022 G D G T s 272 | 389 + | 283 | 3840 268 [388| + | 2372 | 3584 s s s PA |PA| PA | PA |20
(dairy industry)
2022 Vacuum cleaner dust A32 E553 A31 ) 00 | 367 . 0.0 32.28 00 |377| - 00 | 3319 ] - NA [NA| NA | NA |20
(dairy industry)
2022 Vacuum cleaner dust P51 2889 A12 . 00 | 371 . 0.0 32,05 00 |379] - 00 | 3237 ] - NA |NA| NA | NA |20
(dairy industry)
2022 Vacuum dleaner dust P51 E2E2 ) 0.0 0.0 . 0.0 27.14 00 |00/ - 0.0 0.0 ] - NA [NA| NA | NA |20
(dairy industry) (no amp)
2023 | s50 |Yacuum cleaner dustn®f (non- s 21 | 394 + | 1905 | 3426 209 |374| + | 1822 | 3638 s s PA |PA| PA | PA |20
probiotic dairy industry)
2023 | s52 | Yacuum cleaner dust n°3 (non- s 284 | 373 + | 2428 | 3348 279 |386| + | 2529 | 3203 s . PA |PA| PA | PA |20
probiotic dairy industry)
2023 | s53 |Yacuum cleaner dust n’4 (non- + 22 | 369 + 17.98 33.14 206 |369| + 1804 | 37.07 + + PA | PA| PA PA | 2| b
probiotic dairy industry)
2023 | 554 |Yacuum cleaner dustn®S(non- s 255 | 380 + | 2260 | 3330 250 |390| + | 2408 | 3214 s s PA |PA| PA | PA |20
probiotic dairy industry)
2023 | 556 | acuum cleaner dustn°7 (non- ; 0.0 36.9 . 0.0 32.89 00 |[381] - 0.0 32.84 ; - NA | NA | NA NA [2] b
probiotic dairy industry)
2023 | 557 | Vacuum cleaner dustn®8 (non- i 00 | 328 : 0.0 0.0 00 |00 - 0.0 0.0 ] - NA |NA| NA | NA |20
probiotic dairy industry)
2023 | 558 | Yacuum cleaner dustn®9 (non- . 0.0 0.0 . 0.0 0.0 00 |00/ - 0.0 0.0 - - NA [NA| NA | NA |20
probiotic dairy industry)
Vacuum cleaner dust n°10 (non-
2028 | 859 | e ) . 0.0 0.0 . 0.0 0.0 00 |00 - 0.0 0.0 - - NA |[NA| NA | NA |20
2023 | s6p | Yacuum cleaner dustn®1-12 s 277 | 00 s | 1704 0.0 25 |oo| + | 1932 | 00 s s PA |PA| PA | PA |20
(non-probiotic dairy industry)
2023 | 561 |Yacuum cleaner dustn®13-14 + 233 | 371 + | 1955 | 3308 24 |373] + | 2047 | 3331 s s PA |PA| PA | PA |20
(non-probiotic dairy industry)
2023 (IW5e2N Yacuum cleancr dustn™15-16 " 213 0.0 + 18.66 0.0 23 00| + 195 0.0 + 5 PA | PA| PA PA | 2| b
(non-probiotic dairy industry)
2023 | 1363 | Yacuum cleaner dust 24 (dairy ; 0.0 35.8 . 0.0 327 00 |381| - 0.0 32.99 ; - NA | NA | NA NA | 2] b
industry)
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PRODUCTION ENVIRONMENTAL SAMPLES

Alternative method: foodproof® Salmonella Plus Cronobacter Detection LyoKit - 5'Nuclease-
ISO 6579-1*
(200 or 375g) PCR result+ 72h at 3+2°C Confmation: Agreement
foodproof® extraction BAX lysis +72hat 3£2°C =
Year of | Sample foodproof® foodproof® , S| o
analysis| N° Product LY e extraction extraction BAX lysis § =
Al =
Result - ot - confirmation ~
CtFAM | CtROX | 5 | CtFAM CtFAM £ | GtFAM | CtROX tests &
(target) (IC) é (target) CtROX (IC) (target) I?l%))( &w’ (target) (IC) g
2023 | 1364 m“u”s‘g)"'ea“e’ dusgagl Sl + 242 | 365 + | 279 | 4500 262 |373] + | 2394 | 3389 PA |PA| PA | PA |20
2023 | 1365 ﬁ‘]ﬁ‘s’tar;‘)’“m Cleaner Dust (Dairy s 390 | 373 + | 3725 | mm 388 [384| + | 3812 | 3276 PA |PA| PA | PA |20
2023 | 1366 m“u“s‘:x)"'ea“‘" dust 29 (dairy + 254 | 00 + | 2086 0.0 256 [00| + | 267 | 00 PA |PA| PA | PA |20
2023 | 1367 | Yacuum cleaner dust 12 (dairy s 293 | 00 + 266 26.01 306 | 00| + | 2794 | 00 PA |PA| PA | PA |20
industry) (no amp)
2023 | 1368 m“u"s‘gf'ea“e’d“sno (dairy . 00 | 370 . 0.0 32.73 00 |385| - 00 | 3304 NA [NA| NA | NA |20
2023 (RGO I ccuumicleanerdUSHAGERA] s 370 | 374 + | 3385 | 3325 382 |383| + | 3463 | 33.00 PA |PA| PA | PA |20
(dairy industry)
2023 | 1370 |Yacuum cleaner dust P102+16 i 0.0 0.0 : 0.0 0.0 00 |00 - 00 | 2677 NA |NA| NA | NA |20
(dairy industry)
2023 | 137 mcu“s‘:x)c'ea“e”’“sm (dairy i 00 | 351 : 0.0 31.47 00 |[369]| - 00 | 31.92 NA |NA| NA | NA |20
2025 | 1899 |Milk Powder Vacuum Cleaner s 269 | 439 + | 282 | 4341 277 |413| + | 2459 | 3202 PA |PA| PA | PA |20
Dusts (Dairy Industry)
2022 Milk Protein : 00 | 364 : 00 33.32 00 |386] - 00 | 3284 NA |NA| NA | NA |1 o
2022 Whey - 00 | 363 : 0.0 33.44 00 (384 - 00 | 3287 NA TNA| NA | NA |1 |
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Matrix: Maltodextrin (3759)
Strain: Salmonella Cerro Ad2152

Seeding protocol with lyophilized strain storage for 2 weeks at ambient temperature
Protocol: Pre-warmed BPW -d 1/10 - 16 hat 37°C £ 1°C

Appendix 5 — Relative level of detection study: raw data

Total viable count: 8.0 x 10" CFU/g

Number positive samples /
Total

HYGIENA LLC

BAX Real-Time lysis

foodproof® extraction
procedure

foodproof® extraction

BAX Real-Time lysis
procedure

PAIRED
< ISO 6579-1* method
2 PCR result Confirmation
% g RVS MKTTh foodproof® extraction BAX Real-Time lysis procedure RVS MKTTn
> 1S =
> |5 ~ BAX Q7 BAX Q7 5
o ) S Y]
€ o (R o ©
2522 = %] 8|3 | 3 3|5 3| s 3
5 | §|BE| 3L 22| & | £ 5| £ g 8 g | g 2
. J1Ce| 2 18| = | § < S < | g < | g a o | B
= TE| S 1S 8 |=s| = | 8| = 2l s |=| & | = Sis|92]8]| 2
2 S a|Z|al%X|E| 2| &8 || 3 S e S| € |35| & = S22 s
= i= S |o |2 > =2 £ | 3 a £ 2 £l 2|28 £ | ¢ =
g | § < |7 = gl 8 || 2| 8| < 3| S| & | E
= S = = = > = > = > =
E | ° |2 | 2 T2 - 8
IS 5 S 5 S S S 3 S =
(@]
(Crono-
685 A 0 0 . 0 0 0 | o0 00 | 0 N R L
Spp.+)
66 | 0 | ! / st [ st st st] -1 % [0 39 - 0 | 3279 0 | 384 00 3283 -
687 st | st [st| st] - 0 367 - 0 | 3327 0 [ 3790 00 |32.79
688 st | st |st] st - 0 [374] - 0 | 32.71 0 | 381 00 3285
689 st | st | st] st - 0 [372] - 0 | 3283 0 | 383 00 |3286
690 st | st|st]st] - 0 |357| - 0 | 3305 0 | 383 rf‘;fg 32.86
691 st | st |st] st - 0 33| - 0 | 3285 0 | 384 00 |3288
692 st | st | st] st 0 | 371 0 | 33.06 0 [ 379 00 [33.13
693 st | st [st| st] - 0 373 - 0 | 3344 0 375 00 |32.86 -
694 st | st [st| st] - 0 369 - 0 | 3285 0 382 - | 00 |3307 - -
695 wp [ +p [+p| +p | * 272 | 372 + | 2543 | 31.97 257 | 37.0 | + | 23.00 | 3341 ¥ ¥
696 st | st | st] st ] - 0 [368] - 0 | 3263 0 382 - | 00 |3285 - -
697 ¥ [ +p [*p| *p | * 20 | 373 + | 1984 | 4243 209 | 370 | + | 17.99 | 3543 ¥ ¥
698 ¥ [+ [+p| *p | * 203 | 374 + | 17.66 | 45.00 208 | 372 | + | 1756 | 35.39 ¥ ¥
699 05 [ st | st |st] st - 0 374 - 0 | 33.01 0 381 - | 00 |3280 - -
700 | Low | 04 | [03- [*p [ *p [*p| *p | * | 920 [ 346 |37.0 | + [31.93] 32.29 341 386 | + | 31.80 | 3268 ¥ ¥
701 09] [st | st |st] st | - 0 365 - 0 | 32.79 0 384 - | 00 |3307 - -
702 w0 [ *+p [+p | +p [ * 244 [ 374 + | 2252 38.28 24 | 374 | + | 2036 [34.74 ¥ 3
703 ¥p [ +p [+p| *p | * 259 | 368 | + | 22.84 | 40.50 225 376 | + | 2031 |37.01 ¥ ¥
704 ¥p [ +p [+p | *p | * 364 | 365 | + | 3349 | 32.67 33.9 | 383 | + | 31.80 | 32.47 ¥ ¥
705 ¥ [ +p [+p | *p | * 251 376 | + | 21.83] 38.01 223 | 373 | + | 19.82 | 34.00 ¥ ¥
3461/ | 3212/
706 st | st |st|st] - 0 |364| - |3462| 3195 0 |378 00 |33.15
3558 | 31.96/
707 st | st | st] st - 0 [3%7] - 0 | 3266 0 | 382 00 |33.08
708 st st [st| st] - 0 368 - 0 | 3341 0 [ 375 - | 00 |3342
709 ¥p [ +p [+p| *p | * 292 [372] + | 1954 | 4242 226 | 384 | + | 2073 |35.30
710 ¥ [ +p [+p | *p | * 239 379 + | 21.02] 4045 198 | 373 | + | 17.48 |38.15
71 20 [*p [ *p [+p| *p | * 190 [376] + [17.30] 45.00 200 | 369 | + | 16.74 | 38.13
712 | High | 26 | (13- [ *p [ *+p [*p| *p | + | 55 | 214 [37.5] + [17.99] | 190 | 374 | + | 1697 | 37.19
713 321 [p [ +p [*p| *p | + 227 [375] + | 2064 | 3956 274 384 | + | 21.93 3282
714 ¥ [ +p [+p | *p | * 206 | 371 + | 1820 45.00 197 | 37.0 | + | 16.99 |40.32

0/5 0/5 0/5 0/5
9/20 9/20 9/20 9/20
5/5 5/5 5/5 5/5

.
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Matrix: Stainless steel surface (4"x4") + sponge

Strains: Salmonella Livingstone Ad2702 + 10 x Citrobacter freundii 39 ==> Salmonella Anatum Ad2718 + 10 x Citrobacter freundii 39
Seeding protocol: Overnight at ambient temperature

Protocol: BPW 16 h at 37°C £ 1°C

PAIRED Total viable count:; <10 CFU/surface
ISO 6579-1* method
Contamination level PCR result Number positive samples /
(CFU/sample) RVS MKTTn " foodproof® extraction BAX lysis £ Total
o = | 5 2= foodproof® BAX Real-Time | foodproof® .
saxple Level g § s s Bl g g extraction lysis procedure | extraction BAX lysis
3| 25 £S
Salmonella | o o i “ 18 lctram | Y| = | ctram | ctrOX CtFAM | CtROX | 5 | CtFAM | CtROX = S
anatum 1 ag | XLD | ASAP | XLD | ASAP target) |ROX| & | (target) | (1C) targety | (C) | & | (targety | () = %
Ad2718 9 ey | = g 9 o g 3
1627 - - - - - 00 |349] - \ 32.68 0.0 35.0 - 0.00 32.75 -
1628 - - - - - 00 [354] - \ 3251 0.0 35.6 - 0.00 32.77 [ -]
1629 | 0 / / - - - - - 0/5 00 [354] - \ 3255 0.0 35.6 - 0.00 32.88 -
1630 - - st | st - 00 [358] - \ 33.10 0.0 36.4 - 0.00 32.70 -]
1631 - - - - - 00 [350] - \ 32.64 0.0 36.0 - 0.00 32.97 -]
1632 - - - - - 00 [355] - \ 32.64 0.0 35.7 - 0.00 33.38 -]
1633 - - - - - 00 [359] - \ 32.57 0.0 35.7 - 0.00 33.00 -]
1634 M [ 4p [#12] 4p | 4+ 188 [362] + 16.57 | 45.00 20.0 36.6 + 1797 | 37.58
1635 +12 ] +M [+12] +M | + 187 361 + 16.42 | 45.00 19.7 36.7 + 1768 | 36.67
1636 M | M [+H12] M |+ 206 [363] + 18.16 | 45.00 20.4 36.5 + 1811 | 37.07
3689/ | o0
1637 - - - - - 00 [346]| - 36.98/ : 0.0 35.9 - 0.00 3278
00 32.83/
32.58ne
1638 M [ 4+p [+12] +p [ + 197 [357] + 16.93 | 45.00 212 36.2 + 18.86 | 36.17
1639 M [ +p [H12] 4p |+ 193 [360] + 16.80 | 45.00 207 36.3 + 1824 | 37.26
1640 - - - - - 00 35| - 0.0 32.70 0.0 35.7 - 0.00 32.63 -]
1641 | Low | 103.0 886.0 M | +p [+12] +M | + | 1120 | 232 [371] + 2054 | 45.00 19.8 36.4 + 17.76 | 3595
1642 st st | st [ st - 00 |356] - \ 32.71 0.0 36.8 - 0.00 32.85 [ - |
1643 M [ M [+12] M [+ 223 [370] + 19.8 38.91 19.4 36.4 + 1748 | 35.99
1644 - - - - - 00 [362] - \ 32.49 0.0 36.2 - 0.00 32.95 -]
1645 M [ M [+12] +p [+ 205 [361[ + 178 | 41.26 205 36.5 + 18.58 | 3651
1646 M [ 4+p [+12] M [ + 269 [354[ + 2391 | 32.71 276 36.9 + 2536 | 31.92
1647 M [ M [+12] M [+ 196 [357] + 17.10 | 45.00 202 36.9 + 17.68 | 40.10
36.80/ | 32.46/ 3717/ | 32.96/ I
1648 - - - - - 00 [349| - 0.0/ 32.72/ 0.0 36.0 - 00/ | 3352
0.0 32.28 0.0 33.16
1649 - - - - - 00 [353] - \ 32.64 0.0 36.0 - 0.00 32.89 -
1650 M [ +p [+12] M [ + 193 [36.0] + 169 | 45.00 207 36.4 + 1859 | 36.80
1651 st st | st | st - 00 [353] - \ 32.75 0.0 373 - 0.00 32.68 [ =]
1652 st st | st | st - 00 [357] - \ 3278 0.0 373 - 0.00 33.10 [ =]
1653 M [ +p [+12] +p [ + 233 [364[ + 2086 | 4145 19.7 36.5 + 17.37 | 39.34
1654 | High |  309.0 2903.0 - - - - - 2/5 00 [353] - 0.0 32.68 0.0 36.2 - 0.00 33.14 -
1655 +M | +M [+M ] +p | + 192 [362] + 1691 | 42.35 19.9 36.9 + 17.74 | 37.99
1656 - - - - - 00 [366] - \ 32.17 0.0 36.1 - 0.00 33.23 -]

ne: new DNA extract

* Analyses performed according to the COFRAC accreditation (Accreditation Testing n°1-0144, scope available on www.cofrac.fr)
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Appendix 6 — Inclusivity and exclusivity study: raw data

INCLUSIVITY - Salmonella spp.

HYGIENA LLC

foodproof® Salmonella Plus Cronobacter Detection LyoKit - 5'Nuclease-

BPW + vancomycin (10mg/L) - 16h at 37°C+1°C

foodproof® extraction
. o - Inoculation level BAX Q7

No Genus Species N Origin (CFU/225mL)
CtFAM | CtROX | 5 | CtFAM | o
(target) (1C) o | (target) (C)
1 | Salmonella | Abaetetuba Ad2318 / 67 20 37.2 + 17.94 | 33.17
2 | Salmonella | Aberdeen CIP 105618 |/ 45 18.7 37 + 16.06 | 33.27
3 | Salmonella | Abortusequi Ad2321 / 6 28.6 37 + 2649 | 32.89
4 | Salmonella | Abortusovis Ad2320 Ovine foetus 0 26.3 36.9 + 24.08 | 32.83
5 | Salmonella | Adelaide Ad2319 Turkey breeding environment 48 23.5 36.6 + 21.24 | 32.98
6 | Salmonella | Agona A00V038 Feed for pork 27 18.7 36.6 + 16.07 | 32.99
7 | Salmonella | Anatum AOQEQ07 Dusts 24 20 37 + 17.37 | 33.05
8 | Salmonella | arizonae 51: z4, z24: - CIP 55.23 Turkey meat 34 22.6 36.6 + 19.99 | 32.92
9 | Salmonella | arizonae 48: z4, z23: - Ad1850 Poultry environmental sample 81 22 36.8 + 18.81 | 32.97
10 | Salmonella | Bardo Adria 569 Meat for sausage 59 19.7 36.4 + 17.28 | 33.59
11 | Salmonella | Bareilly Ad1687 Chocolate industry 39 19.8 36.6 + 17.71 | 33.14
12 | Salmonella | Blockley Ad923 Poultry environment 72 18.3 37.3 + 15.24 | 33.12
13 | Salmonella | bongori 66: z35: - Ad 598 Environmental sample 21 19.2 36.4 + 16.48 | 32.81
14 | Salmonella | Bovismorbificans Adria 6629 Sausage 28 19.6 364 + 16.75 | 33.37
15 | Salmonella | Braenderup Adria 111 Pork meat 44 18.9 36.8 + 16.71 | 32.91
16 | Salmonella | Brandenburg Ad351 Seafood cocktail 45 18.6 36.7 + 16.65 | 33.26
17 | Salmonella | Bredeney Adria 396 Ground beef 26 19.4 371 + 1750 | 33.27
18 | Salmonella | Caracas Ad2322 Spice 35 19.2 36.8 + 16.87 | 33.00
19 | Salmonella | Cerro Ad689 Dehydrated poultry protein 37 20.6 37.2 + 18.57 | 33.11
20 | Salmonella | Chester CIP 103543 |/ 20 213 371 + 18.93 | 33.06
21 | Salmonella | Cubana Ad2323 Dust feed environment 66 19.8 38.2 + 18.57 | 33.82
22 | Salmonella | Derby Ad1093 Fish fillet 37 19.6 37.8 + 17.88 | 33.24
23 | Salmonella | diarizonae 38: Iv: z53 Ad451 Ewe milk cheese 71 19.4 37.2 + 1755 | 33.34
24 | Salmonella | diarizonae 61: k:1,5,7 Ad1300 Raw ewe milk 38 18 37.8 + 16.37 | 33.37
25 | Salmonella | Dublin Ad529 Beef meat 52 17.8 37.8 + 16.18 | 33.22
26 | Salmonella | Emek Ad333 / 25 18.4 37.6 + 16.50 | 33.17
27 | Salmonella | Enteritidis Ad477 Hen meat 35 18.3 37.8 + 16.37 | 33.06
28 | Salmonella | Gallinarum biovar pullorum Ad300 Poultry environment 5 258 37.8 + 2429 | 33.32
29 | Salmonella | Gaminara Ad2324 Boar meat 55 19.3 375 + 17.66 | 33.04
30 | Salmonella | Give Adria 436 Ground beef 34 18.1 37.9 + 16.07 | 33.19
31 [ Salmonella | Guinea Adria 29 / 36 18.5 37.7 + 16.95 | 33.38
32 | Salmonella |Hadar Adria 24871 | Chicken meat 60 20.5 37.7 + 19.13 | 33.18
33 | Salmonella | Havana Ad930 Poultry environment 70 204 375 + 18.84 | 33.05
34 | Salmonella | Heidelberg AOOE005 Dusts from dairy industry 24 211 37.8 + 19.77 | 33.31

PN Primary production
35 | Salmonella | houtenae 1,40: z4: z23: Ad2682 sample(poultry) 64 18.3 36.9 + 16.50 | 32.62
36 | Salmonella | Hvittingfoss Ad2325 Raw stuff 50 18.5 38.7 + 16.62 | 33.27
37 | Salmonella | Indiana Ad174 White cheese 44 20.1 38 + 18.64 | 32.82
ADRIA 84/104

Summary report (Version 1)
Foodproof Salmonella

BAX lysis Confirmation
BAX Q7 RVS
CtFAM | CtROX| 5 | CtFAM |CtROX
(target) | (1C) | & | (target) | (IC) XLD ASAP

20.8 36.7 + 18.38 | 36.49 + +

20.3 37.4 + 18.03 | 36.28 + +

39.5 37.3 3520 | 33.10 +(H2S-) - (no growth)

354 | 379 | + | 3177 | 3301 | *(smallandpale |0 ooutn)
colonies)

30.3 38 + 2519 | 3244 + - (blue colonies)

20.1 36.9 + 18.31 35.54 + +

19.6 37 + 17.63 | 37.39 + +

24.3 37.6 + 20.25 | 34.66 + +(pale colonies)

249 37.8 + 20.13 | 38.02 + +

20 | 369 | + | 1823 | 3587 * irregular +

colonies)

214 37.3 + 18.56 | 39.57 + +

19.8 37.2 + 17.50 | 37.56 + +

19.4 36.8 + 17.02 32.8 + +(pale colonies)

19.8 37.2 + 18.56 | 35.56 + +

20.3 36.8 + 18.71 33.05 + +

19.9 36.9 + 18.07 | 37.59 + +

20.1 36.6 + 1754 | 31.71 + +

20.5 37 + 17.77 | 37.98 + +

19.6 37 + 1754 | 36.54 + +

21.3 37.2 + 19.04 | 36.00 + +

20.5 37.1 + 18.94 | 37.86 + +

19.7 37 + 18.71 39.19 + +

19.3 37.3 + 18.64 | 38.15 | + (pale colonies) +

19.6 36.9 + 18.02 | 36.44 + +

19.2 37.2 + 18.56 | 38.48 + +

19.9 3741 + 18.88 | 38.18 | + (pale colonies) +

19.8 37.5 i 18.75 | 38.12 + +

333 36.4 + 3057 | 3265 + (pale apd lite | + (pale apd little
colonies) colonies)

19.9 36.9 i 18.37 | 38.29 + +

19.8 36.8 + 18.19 | 38.75 + +

194 37.2 + 17.62 | 37.97 +(H2S-) +

19.1 36.9 i 18.13 | 41.17 + +

19.6 36.6 + 1847 | 40.14 + +

19.8 37 + 18.23 | 39.49 + +

21.7 37.3 + 19.12 | 33.05 + +

19.2 37.2 + 17.98 | 38.83 + +

20.1 37 + 18.59 | 40.23 + +

December 17, 2025
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INCLUSIVITY - Salmonella spp.

foodproof® Salmonella Plus Cronobacter Detection LyoKit - 5'Nuclease-

BPW + vancomycin (10mg/L) - 16h at 37°C+1°C

foodproof® extraction
. o - Inoculation level BAX Q7

No Genus Species N Origin (CFU/225mL)

CtFAM | CtROX | 5 | CtFAM | o

(target) (1C) o | (target) (C)
38 | Salmonella |indica 1,6,14,25: a: enx Ad 600 Environmental sample 52 22.3 37.2 + 20.07 | 33.32
39 | Salmonella | Indica 11: b: e,nx Ad2337 Chicken breeding environment 25 244 36.9 + 22.02 | 32.93
40 | Salmonella | Infantis F401B Cheese 51 221 38.1 + 20.62 | 33.12
41 | Salmonella | Javiana Ad2326 Turkey meat 25 21.1 371 + 18.84 | 42.70
42 | Salmonella | Kedougou Ad929 Bovine environmental sample 13 23.7 37.2 + 20.88 | 45.00
43 | Salmonella | Kentucky Ad1756 Poultry environmental sample 6 24.7 36.8 + 23.72 | 36.87
44 | Salmonella | Kotthus Adria 1 Poultry environmental sample 24 19.3 37.6 + 15.92 0.0
45 | Salmonella | Landau Ad499 / 35 19.4 37.9 + 16.83 | 45.00
46 | Salmonella | Lille Adria 37 Food product 38 216 37.4 + 19.44 | 34.69
47 | Salmonella | Livingstone Ad1107 Dusts 24 21.6 374 + 19.21 | 40.08
48 | Salmonella |London Adria 326 Cooked meat sample 44 25.1 37.3 + 2407 | 3343
49 | Salmonella | Luciana CIP 105626 |/ 13 18.5 37.4 + 16.29 | 41.80
50 | Salmonella | Manhattan Adria 900 Dusts from dairy industry 32 22.1 37.1 + 20.06 | 45.00
51 | Salmonella | Maracaibo CIP 54143 / 12 21.7 37.2 + 18.48 | 45.00
52 | Salmonella | Marseille CIP105627 / 36 25.2 36.8 + 2224 | 42.24
53 | Salmonella | Mbandaka Ad914 Mayonnaise 25 23.4 36.9 + 2119 | 35.51
54 | Salmonella | Meleagridis Adria 505 Raw milk 18 21.6 37.5 + 1911 | 41.14
55 | Salmonella | Michigan Ad2327 Low moisture sausage 46 214 37.3 + 18.90 | 42.33
56 | Salmonella | Mikawasima Ad1811 Raw ewe milk 48 23 36.9 + 22.27 | 38.94
57 | Salmonella | Minnesota Ad2328 Feed 76 201 37.2 + 17.55 | 45.00
58 | Salmonella | Missisipi Ad2329 Parakeet 53 19.8 375 + 17.48 | 45.00
59 | Salmonella | Montevideo Ad912 Raw milk 44 215 37.3 + 18.83 | 42.01
60 | Salmonella | Muenchen CIP 106178 |/ 29 21.6 37.7 + 19.01 | 45.00
61 | Salmonella | Napoli Ad 928 Clinical 46 20 37.7 + 18.02 | 33.16
62 | Salmonella | Newport Adria 586 Sausage 14 20.6 37.8 + 18.80 | 33.51
63 | Salmonella | Norwich Ad1172 / 16 19 37.7 + 16.94 | 33.62
64 | Salmonella | Ohio Ad1482 Raw cow milk 11 19.4 37.7 + 17.61 | 3349
65 | Salmonella | Orion Adria 27 / 1 23.2 37.6 + 21.70 | 33.10
66 | Salmonella | Oranienburg Ad1724 Cereals 39 20.1 38.1 + 18.49 | 33.02
67 | Salmonella | Ouakam Ad1647 Compost 30 20.5 37.7 + 18.87 | 32.81
68 | Salmonella | Panama Adria 8 Ground beef 22 24.7 37.5 + 22.88 | 33.15
69 | Salmonella | Paratyphi A ATCC9150 |/ 22 20.6 37.2 + 18.89 | 33.08
70 | Salmonella | Paratyphi B Ad301 Clinical 25 18.1 37.5 + 16.32 | 32.35
71 | Salmonella | Paratyphi C ATCC 13428 |/ 55 19.7 36.9 i 17.08 | 32.87
72 | Salmonella | Pomona CIP105630 / 42 20.1 375 + 18.59 | 32.93
73 | Salmonella | Poona Ad2330 Poultry feed 38 22.8 37.8 + 21.30 | 33.33
74 | Salmonella | Putten Ad2331 Feed for chicken 47 22.2 374 i 20.21 | 32.87
75 | Salmonella | Regent Adria 328 Duck 13 20.2 37.2 + 18.42 | 33.64
76 | Salmonella | Rissen Adria 39 Food product 28 21.7 37.2 + 2044 | 33.16
77 | Salmonella | Rubislaw Ad2332 Shark cartilage 52 18.7 375 + 16.87 | 33.63

ADRIA 85/104
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BAX lysis Confirmation
BAX Q7 RVS
CtFAM | CtROX | 5 | CtFAM |CtROX
(target) | (1C) | & | (target) | (IC) XLD ASAP
23.5 371 + 19.92 32.8 +(pale colonies) +
22.2 36.7 + 19.58 32.16 | +(pale colonies) +
19.5 37 i 17.75 | 39.02 + +
20.3 37.2 i 18.36 | 4043 + +
21.0 37.7 + 18.64 | 37.59 + +
26.2 37.5 & 2558 | 32.23 + +
20.6 38.0 i 18.32 | 37.66 + +
21.0 37.7 + 18.52 | 36.88 + +
212 | 376 | + | 1818 | 3654 | *(Paleblack +(iregular
center) colonies)
20.5 37.6 + 17.81 35.56 + +
25.3 36.9 & 24.5 32.04 + +
216 | 377 | + | 1984 | 347 | *(Paleblack b e colonies)
center)
20.7 38.5 i 18.46 | 45.00 + +
23.7 374 i 19.23 | 37.60 + +
22.0 37.4 + 19.70 | 33.91 + +
21.3 37.0 i 1853 | 35.20 + +
211 37.7 i 18.73 | 34.92 + +
20.3 37.2 + 17.92 | 33.88 + +
274 374 6 2567 | 32.06 + +
21 37.7 i 18.10 | 36.46 + +
215 37.2 + 19.27 | 35.69 + +
207 | 369 | + | 1794 | 34.05 + +(iregular
colonies)
20.6 37.5 + 18.20 | 38.48 + +
21.0 374 i 17.87 | 34.95 + +
214 37.8 i 1845 | 35.93 + +
20.2 37.2 + 1713 | 37.54 + +
20.9 37.2 6 18.32 | 38.16 + +
32 38 + 2896 | 32.73 + +(pale colonies)
20.3 37.2 i 18.29 | 36.60 + +
20.0 37.3 + 17.97 | 36.60 + +
20.1 37.1 + 18.10 | 38.18 + +
+(pale and small
20.5 37.3 + 17.71 35.68 +(H2S-) colonies)
19.9 37.9 + 17.58 | 3747 + +
22.4 37.2 + 19.13 | 33.02 + +(pale colonies)
204 37.4 + 18.80 | 36.26 + +
20.0 37.4 + 1747 | 39.79 + +
21.0 37.2 i 18.34 | 36.66 + +
22.1 37.5 + 19.38 | 34.99 + +
21.2 37.7 + 18.75 | 37.79 + +
19.7 37 i 1754 | 36.43 + +
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INCLUSIVITY - Salmonella spp.

HYGIENA LLC

foodproof® Salmonella Plus Cronobacter Detection LyoKit - 5'Nuclease-
BPW + vancomycin (10mg/L) - 16h at 37°C+1°C
foodproof® extraction BAX lysis Confirmation
No Genus Species N° Origin In(cg:::je;tzlggnlli\;el BAX Q7 BAX Q7 RVS
= Ct s
CtFAM | CtROX | = | CtFAM CtFAM | CtROX | = | CtFAM | CtROX
target) | (1C) | & | (target) Fil%))( (target) | (1C) | & | (target) | (IC) XLD ASAP

78 | Salmonella | Saintpaul Adria F31 Pilchard fillets 26 19.0 375 + 16.91 | 32.90 20.3 36.9 + 1736 | 37.72 + +

79 | Salmonella | salamae 42,b:e,nx,z15 Ad 593 Cereals 37 23.0 37.3 + 2116 | 33.54 22.4 36.7 + 18.54 34.86 + +(pale colonies)
80 | Salmonella | Schwarzengrund Ad2333 Egg products environment 39 19.1 374 + 17.02 | 33.35 19.8 37.2 + 16.81 37.82 + +

81 | Salmonella | Senftenberg Ad 355 Seafood cocktail 14 18.8 36.7 + 16.18 | 45.00 20.5 37.2 + 18.18 | 35.53 + +

82 | Salmonella | Stanley Ad 1688 Chocolate industry 20 20.1 36.6 + 1745 | 45.00 19.9 37.3 + 1712 | 38.76 + +

83 | Salmonella | Stourbridge Ad2297 Raw milk cheese 18 18.8 37 + 16.57 | 40.49 20.8 37.2 + 18.94 36.43 + +(large colonies)
84 | Salmonella | Strasbourg CIP105632 / 17 23.2 36.6 i 20.62 | 41.22 21.8 37 + 18.99 | 35.51 + - (blue colonies)
85 | Salmonella | Tananarive CIP54142 / 36 20.5 36.8 + 17.97 | 40.75 20.2 37.2 + 1758 | 38.19 + +

86 | Salmonella | Tennessee AO0E006 Dusts from dairy industry 38 18.6 37.2 + 16.18 | 4342 19.9 37 + 17.53 37.42 + +

87 | Salmonella | Thompson AER301 Poultry 33 19.9 37.3 + 1714 | 42.32 19.7 37.3 + 17.27 | 3718 + +

88 | Salmonella | Typhi Ad302 Clinical 24 19.6 36.8 + 17.24 | 45.00 21.6 36.9 + 19.35 | 33.29 | + (yellow colonies) +

89 | Salmonella | Typhimurium Ad1070 Pork meat 25 19.8 37.2 + 17.07 0.0 21.0 37.2 + 18.29 36.23 + +

90 | Salmonella | Typhimurium 1,4 [5], 12:-:- Ad1333 Tiramisu 74 18.1 371 + 15.75 | 34.18 205 37.3 + 18.05 | 36.05 + +

91 | Salmonella | Typhimurium 1,4 [5], 12:-:1,2 | Ad1335 Poultry environmental sample 64 19.2 36.7 + 16.29 | 43.00 21.3 37.2 i 18.02 38.57 + +

92 | Salmonella | Typhimurium 1,4 [5], 112:i:- Ad1334 Ready to cook pork 50 19.6 371 + 17.01 | 42.78 20.5 371 + 17.45 37.98 + +

93 | Salmonella | Urbana Ad2334 Shrimps 30 19.2 36.8 + 16.53 | 45.00 20.0 36.9 + 17.71 39.26 + +

94 | Salmonella | Veneziana Adria 233 Food product 22 18.7 37.3 + 16.43 0.0 20.1 374 + 1762 | 37.76 + +

95 | Salmonella | Virchow Adria F276 Curry 24 19.7 374 + 16.89 | 37.34 20.2 37.3 + 17.34 | 39.11 + +

96 | Salmonella | Wandsworth Ad2335 Fillet of mullet 44 17.7 36.8 + 15.53 | 45.00 204 37 + 17.32 | 42.11 + +

97 | Salmonella | Waycross CIP105634 / 23 17.9 37 + 15.63 | 45.00 20.5 36.8 + 18.17 | 35.94 | +(large colonies) +

98 | Salmonella | Wayne Ad502 / 37 18.2 371 + 15.80 | 37.13 20.9 37 + 18.56 | 36.67 | +(large colonies) +

99 | Salmonella | Weltevreden Ad2336 Treated water 36 19.1 37 + 16.59 | 45.00 201 375 + 18.20 36.25 + +

100 | Salmonella | Worthington Adria 3506 Paté 42 204 36.4 + 17.88 | 45.00 20 37.2 + 17.20 | 39.97 + +
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HYGIENA LLC

EXCLUSIVITY

foodproof® Salmonella Plus Cronobacter Detection LyoKit - 5'Nuclease-

BPW + vancomycin (10mg/L) - 16h at 37°C+1°C

) foodproof® extraction BAX lysis
Inoculation [ Bax a7 oxer I G
No Strain N° Origin level
(CFUlmL) FX:VI CtROX| 3 | CtFAM | CtROX CtFAM |CtROX| 3 | CtFAM CLROX (IC) E
(I1C) o (target) (I1C) (target) (1C) o (target) o
(target)

1 | Citrobacter braakii Ad833 Raw beef meat 2,9.109 0.0 34.6 0.0 31.46 0 35.7 - 0 32.52 -
2 | Citrobacter Diversus Adria 140 Raw milk 4,0.10% 0.0 36.1 0.0 31.38 0 36.2 - 0 32.3 -
3 | Citrobacter freundii Adria 23 Raw pork sausage 3,5.100 0.0 35 0.0 31.32 0 35.6 - 0 31.76 -
4 | Gitrobacter freundi Adria 175 Raw duck meat 21105 | 00 | 345 00 | 3180 P o R 31.22 :
5 | Citrobacter koseri Adria 71 Frozen vegetables 5,8.10° 0.0 341 0.0 31.45 0 34.9 - 0 31.34 -
6 | Enterobacter agglomerans | Adria 11 Cheese 2,7.100 0.0 34.8 0.0 31.9%4 0 35.3 - 0 33.06 -
7 | Enterobacter amnigenus A00C068 Raw poultry meat 2,4.105 0.0 36.8 0.0 32.70 0 36.2 - 0 32.88 -
8 | Enterobacter cloacae Adria 10 Raw milk 2,1.105 0.0 36.2 0.0 32.10 0 36.6 - 0 33.09 -

21.22/ 40.45/

21.17/ 40.04/

. . . 21.8/ | 37.6/ 19.82/ 33111 22.8/ 37.3/ 20.70/ 40.30/
5 - o

9 | Enterobacter intermedius Adria 60 Bean 3,0.10 0.0 367 0.0 3232 0.0 367 19.65/ 49 95/

19.49/ 45,00/

0.0 33.05
10 | Enterobacter kobei Ad 342 Ham 2,0.10° 0.0 36.6 0.0 31.49 0 37 - 0 33.1 -
11 | Cronobacter sakazakii Adria 95 Fermented milk 2,4.105 0.0 0 0.0 0.0 0 0 - 0 0 -
12 | Erwinia carotovora CIP 8283 Potatoes 3,6.105 0.0 374 0.0 32.64 0 374 - 0 33 -
13 | Escherichia coli Adria 19 Grated carrots 2,2.105 0.0 36.4 0.0 32.29 0 36.5 - 0 32.79 -
14 | Escherichia hermanii Ad461 Dessert 1,5.10° 0.0 36.6 0.0 31.95 0 36.8 - 0 32.85 -
15 | Escherichia vulneris Adria 132 Veal liver 1,0.105 0.0 35.4 0.0 32.63 0 36.7 - 0 32.68 -
16 | Hafnia alvei Adria 167 Rawpork sausage | 40105 | 00 | 363 am) | 253 0 %4 | - | 0 3278 :
17 | Klebsiella oxytoca Adria 57 Food product 2,8.10% 0.0 36.3 0.0 32.12 0 37 - 0 32.85 -
18 | Klebsiella pneumoniae Adria 47 Raw turkey meat 2,8.105 0.0 36.9 0.0 31.90 0 36.6 - 0 33.06 -
19 | Kluyvera spp Adria 41 Raw milk 1310 | 00 | 357 00 3178 0 %1 | - (n10859;p) 32.93 :
20 | Morganella morganii CIP A236 / 4,7.10° 0.0 36.3 0.0 33.43 0 38 - 0 33.07 -
21 | Pantoea agglomerans Adria 62 Frozen vegetables 6,4.105 0.0 37 0.0 32.25 0 36.7 - 0 33.17 -
22 | Proteus mirabilis Ad639 Mayonnaise 5,9.105 0.0 36.1 0.0 33.09 0 37.3 - (ngz.r?wp) 32.93 -
23 | Proteus vulgaris Adria 43 Sliced ham 5,6.10° 0.0 36.9 0.0 32.73 0 38 - 0 33.16 -
24 | Providencia rettgeri Adria 112 White liquid egg 1,9.10° 0.0 37.2 0.0 33.51 0 38.3 - 0 33.14 -
25 | Rhanella aquatilis Adria 69 Molluscs 1,7.108 0.0 36.1 0.0 32.67 0 371 - 0 33.15 -
26 | Serratia liquefaciens Adria 26 Egg product 6,4.104 0.0 35.1 0.0 32.36 0 37 - 0 32.95 -
27 | Serratia proteomaculans A00CO056 Ham 2,2.105 0.0 36.2 0.0 32.80 0 374 - 0 33.09 -
28 | Shigella flexneri CIP 8248 / 11404 | 00 | 359 00 | 3243 0 %5 | - | (oanp) 33.17 :
29 | Shigella sonnei CIP 8249T (ATCC 29930) |/ 3,4.104 0.0 35.4 0.0 32.52 0 36.3 - 0 32.94 -
30 | Yersinia enterocolotica Adria 32 Bacon 7,3.104 0.0 35.7 0.0 32.63 0 37 - 0 33.17 -
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Appendix 7 - Results obtained by the collaborative laboratories and the expert laboratory.

HYGIENA LLC

Laboratory A DNA extraction: BAX Lysis
Lactic acid bacteria: >3.105 CFU/g Thermocycler:  Lightcycler480
ISO 65791 foodproof® Salmonella plus Cronobacter Detection LyoKit
RVS MKTTh PCR test Confirmation
— — Salmonella spp. Inte:nall B8 PATID Confirmation Agreement
N°Sample XLD Brilliance XLD Brilliance Lstor test | Fi7@ (FAM) Sk | PCRfinalresult | xLp | Srihance |y p )\ Brillance final result | Final | " C0S
Salmonella Salmonella atextest | ot (ROX) Salmonella spp. . Salmonella . Salmonella | Latex Salmonella | result e
Typical colonies Typical Typical colonies |  Typical colonies Result or Typical Typical Typical Typical test Spp.
p P P P Results (+/-) Cq value colonies P colonies yp
(+-) colonies (+/-) (+-) (+-) Cq value (+) colonies (+/-) (+) colonies (+/-)
1 / - / + - - - - / - - NA
-~ / + 4047 + ¥ + ¥ i ¥ ¥ ¥ PD
7 / - / + - - - / - NA
8 / / + - - - / - NA
13 / / + - - - / - NA
16 / / + - - - / - NA
21 / / + - - - / - NA
24 / / + - - - - - / - NA
2 - - - - / - + 20.44 - + + + + + + + PD
3 + + + + + + + 38.09 + + + + - + + + PA
6 + + + + + + - / + 5 - - - / - - ND
10 + + + + + + + 22.58 + + + + + + + + + PA
14 + + + + + + + 21.65 + + + + + + + + + PA
15 + - + 28.60 - + + + + + + + + PD
19 - - - - / - + 19.51 + + + + - + + + PD
23 + + + + + + / + - - - / - ND
5 - - - - / - 21.89 - + + + + + + PD
9 + + + + + + 22.04 + + + + + + + PA
11 + + + + + + - / + - - - - - / - - ND
12 + + + + + + + 27.62 - + + + + + + + + PA
17 - + - - - - + 18.70 + + + + + + + + + PD
18 + + + + + + + 18.25 + + + + + + + + + PA
20 - + - - - = + 18.63 + + + + + + + + + PD
22 + + + + + + + 23.83 + + + + + + + + PA
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Laboratory B DNA extraction:  BAX lysis
Lactic acid bacteria: 1.33 x 107 CFU/g Thermocycler: BAX Q7
ISO 6579-1 foodproof® Salmonella plus Cronobacter Detection LyoKit
RVS MKTTn PCR test Confirmation
Brilli Brilli Salmonella spp. Intel;nall Rvg il MKT;".”. Confirmation Aareement
N°Sample XLD Salmonelia XLD Saimonella Latox test | Finel (FAM) "(%'2);(‘; PCRfinalresult | XD | o' 0 | XD | S0 EReR | | final result | Final ALl
result Salmonella spp. - - Salmonella | result
Typical colonies Typical Typical colonies |  Typical colonies Result or Typical Typical Typical Typical test Spp.
yp yp yp yp Results (+/-) Cqvalue colonies P colonies P
(+/-) colonies (+/-) (+-) (+/-) Cq value (+) colonies (+/-) (+) colonies (+/-)
1 / - / + - - / NA
4 / - / + - - / NA
7 / - / + - - / NA
8 / - / + - - / NA
13 / - / + - - / NA
16 / - / + - - / NA
21 / - / + - - / NA
24 - - - - / - / + - - - - / - NA
2 + + + + + + + 28.8 + + + + + + + + PA
3 + + + + + + / - + - - ND
6 - - - - / / - - + - - - NA
10 + + + + + + 23.1 - + + + + + + + + PA
14 + - - / + - - / NA
15 + - - / + - - / NA
19 + - - / + - - - / NA
23 - - - - / - 24.2 - + + + + + PD
5 + + + + + + 24.2 + + + + + + PA
9 + + + + + + 25.0 + + + + + PA
11 + + + + + + - / = - + - - - ND
12 + + + + + + + 24 1 + + + + + + + + PA
17 + + + + + + - / = - + - - - - ND
18 + + + + + + + 25.2 + + + + + + + + PA
20 + + + + + + + 25.7 - + + + + + + + + PA
22 + + + + + + + 25.6 + + + + + + + PA
ADRIA 89/104 December 17, 2025

Summary report (Version 1)
Foodproof Salmonella
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Laboratory c DNA extraction: BAX Lysis
Lactic acid bacteria: 6.6 x 106 CFU/g Thermocycler: BAX Q7
ISO 6579-1 foodproof® Salmonella plus Cronobacter Detection LyoKit
PCR test Confirmation
RVS MKTTn Salmonella spp Internal PCR final RVS MKTTn Confirmation Agreement
N°Sample XLD Brilliance XLD Brilliance Latex Final (FAM) ' control result XLD Brilliance XLD Berilliance final result Final result Ref/Alt
Salmonella Salmonella test result (ROX) Salmonella Salmonella Salmonella Latex test Salmonella
Typical Typical Typical Typical Results Cq value Result or Spp. Typical Typical Typical Typical Spp-
colonies (+/-) | colonies (+/-) | colonies (+/-) | colonies (+/-) (+/-) Cq value colonies (+/-) | colonies (+/-) | colonies (+/-) | colonies (+/-)
1 + + + + -I- - / + - - - - / - NA
4 / / + - - / - NA
7 / / + + + + + + + NAFNlt)
8 / / + - - - / - NA
13 - - - / - / + - - - / - NA
16 + + + + + + / + - - - / - ND
21 / / + - - - / - NA
24 - - - / / + - - - / - NA
2 + + + + Jb / + - - - / - NA
3 - - - - / - - / + - - - - - / - - NA
6 + + + + + + + 38.1 + + + + + + + + + PA
10 + + + + + + + 25.6 + + + + + + + + PA
14 + + + + + + + 23.9 + + + + + + + + PA
15 + + + + + + + 243 - + + + + + + + + PA
19 + + + + /- - / + - - - - - / - - NA
23 - - - - / - + 335 + + + + + + + + + PD
5 + + + + + + + 23.3 + + + + + + + + PA
9 + + + + + + + 26 - + + + + + + + + PA
11 + + + + + + + 23.1 + + + + + + + + + PA
12 + + + + + + + 24.2 + + + + + + + + PA
17 + + + + + + + 25.2 - + + + + + + + + PA
18 / + 27.0 + + + + + + + + + PD
20 + + + 27.9 + + + + + + + + + PA
22 + + + 27.0 + + + + + + + + PA
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Laboratory D1 DNA extraction: BAX lysis
Lactic acid bacteria: 8.7 x 106 CFU/g Thermocycler: Bax Q7
ISO 6579-1 foodproof® Salmonella plus Cronobacter Detection LyoKit
PCR test Confirmation
RVS MKTTn s Internal | PCR final RVS MKTTn Confirmation
N°Sample Brilliance Brilliance | Latex Final almonella spp. control result Brilliance Brilliance final result , Agreement
XLD XLD (FAM) XLD XLD Final result Ref/Alt
Salmonella Salmonella test result (ROX) Salmonella Salmonella Salmonella Latex test Salmonella
Typical Typical Typical Typical Results Cq value Result or Spp. Typical Typical Typical Typical Spp.
colonies (+/-) | colonies (+/-) | colonies (+/-) | colonies (+/-) (+-) Cq value colonies (+/-) | colonies (+/-) | colonies (+/-) | colonies (+/-)
1 - - - - / - - / + - - - - - / - NA
4 / - - / + - - - / - NA
7 / - - / + - - - / - NA
8 / - - / + - - - / - NA
13 / - - / + - - - / - NA
16 / - - / + - - - / - NA
21 / - + 44.1 + + - - / - PDrpal)
24 / - - / + - - - / - NA
2 - - - - / 5 + 31.0 + + + + + + PD
3 + + + + + + + 32.2 - + + + + + PA
6 + + + + + + - / - 5 - - / - ND
10 + + + + + + - / - 5 - - - - / - - ND
14 + + + + + + 31.1 + + + + + + PA
15 + + + + + + - / - - - - / - ND
19 + + + + + + - / + = - - - - / - - ND
23 / - + 30.0 - + + + + + + + + PD
5 / = + 31.8 - + + + + + + + + PD
9 - - - - / - + 31.6 + + + + + + + + + PD
1 + + + + + + + 34.6 - + + + + + + + + PA
12 + + + + + + + 319 - + + + + + + + + PA
17 + + + + + + + 31.1 - + + + + + + + + PA
18 + + + + + + + 30.7 - + + + + + + + + PA
20 + + + + + + + 33.2 - + + + + + + + + PA
22 + + + + + + + 35.9 - + + + + + + + + PA
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Laboratory D2 DNA extraction: BAX lysis
Lactic acid bacteria: 9.5 x 106 CFU/g Thermocycler: Bax Q7
ISO 6579-1 foodproof® Salmonella plus Cronobacter Detection LyoKit
PCR test Confirmation
RVS MKTTn Salmonella spp Internal PCR final RVS MKTTn Confirmation Agreement
N°Sample XLD Berilliance XLD Brilliance Latex Final (FAM) ) control result XLD Brilliance XLD Brilliance final result Final result Ref/Alt
Salmonella Salmonella test result (ROX) Salmonella Salmonella Salmonella Latex test Salmonella
Typical Typical Typical Typical Results Cq value Result or Spp. Typical Typical Typical Typical Spp-
colonies (+/-) | colonies (+/-) | colonies (+/-) | colonies (+/-) (+-) Cq value colonies (+/-) | colonies (+/-) | colonies (+/-) | colonies (+/-)
27 - - - - / - - / + - - - - - / - NA
29 / - - / + - - - / - NA
30 / - - / + - - - / - NA
36 / - - / + - - - / - NA
37 / - - / + - - - / - NA
42 / - - / + - - - / - NA
44 - - - / - - / + - - - / - NA
48 + + + + + + - / + - - - / - ND
28 / - - / + - - - - / - - NA
32 / - + 30.9 + + + + + + + + + PD
33 - - - / - + 321 + + + + + + + + + PD
34 + + + + + + + 321 + + + + + + + + + PA
38 - / = + 30.8 - + + + + + + + + PD
43 / - - / + - - - / - NA
45 / - - / + - - - / - NA
46 / - - / + - - - / - NA
25 / - - / - - - - - / - - NA
26 - - - - / o + 28.7 - + + + + + + + + PD
31 + + + + + + - / - - - - - - / - - ND
35 + + + + + + + 311 - + + + + + + + + PA
39 + + + + + + + 314 - + + + + + + + + PA
40 + + + + + + + 28.1 - + + + + + + + + PA
4 + + + + + + / - = - - / - = ND
47 + + + + + + + 328 - + + + + + + + + PA
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Laboratory E DNA extraction: foodproof® StarPrep Three Kit
Lactic acid bacteria: 1.3 x 107 CFU/g Thermocycler: Lightcycler480
1SO 6579-1 foodproof® Salmonella plus Cronobacter Detection LyoKit
RVS MKTTn PCR test Confirmation
Brilli Brilli Salmonella spp. Intel;nall Rvg il MKT;".”. Confirmation Aareement
N°Sample XLD Salmonella XLD Salmonelia Lotex tost | i@l (FAM) C(°R'8)’(‘; PCRfinalresult | XD | oo 5% | XD | SR | final result | Final ALl
result Salmonella spp. - - Salmonella | result
Typical colonies Typical Typical colonies |  Typical colonies Result or Typical Typical Typical Typical test Spp.
yp yp yp yp Results (+/-) Cq value colonies P colonies P
(+-) colonies (+/-) (+-) (+-) Cq value (+) colonies (+/-) (+) colonies (+/-)
1 / / + - - - / - NA
4 / / + - - - / - NA
7 / / + - - - / - NA
8 / / + - - - / - NA
13 / / t+ - - - / - NA
16 / / t+ - - - / - NA
21 / / t+ - - - / - NA
24 - / / + - - - / - NA
2 + / + - - - / - NA
3 + / + - - - / - NA
6 + / + - - - / - NA
10 - + - - - - / - - + - - - NA
14 + + + + + + / - - + - - = ND
15 + + + + + + - / - - - - / - = ND
19 - + - - - - + 25.98 - + + + + + + + + PD
23 + + + + + + - / - - - + - - - - - ND
5 - + - - - - + 26.83 + + + + + + + + + PD
9 + + + + + + + 22.61 - + + + + + + + + PA
11 - + - - - - + 20.96 - + + + + + + + + PD
12 + + + + + + + 22.80 - + + + + + + + + PA
17 + + + + + + + 2498 + + + + + + + + + PA
18 + + + + + + + 22.99 - + + + + + + + + PA
20 + + + + + + + 23.95 + + + + + + + + + PA
22 + + + + + + + 22.80 - + + + + + + + + PA
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Laboratory F DNA extraction: foodproof® StarPrep Three Kit
Lactic acid bacteria:  1.09 x 107 CFU/g Thermocycler: Lightcycler480
ISO 6579-1 foodproof® Salmonella plus Cronobacter Detection LyoKit
RVS MKTTn PCR test Confirmation
Brilli Brilli Salmonella spp. Intel;nall Rvg il MKT;".”. Confirmation Aareement
N°Sample XLD Salmonelia XLD Saimonella Latox test | Finel (FAM) "(%'2);(‘; PCRfinalresult | XD | o' 0 | XD | S0 EReR | | final result | Final ALl
result Salmonella spp. - - Salmonella | result
Typical colonies Typical Typical colonies |  Typical colonies Result or Typical Typical Typical Typical test Spp.
yp yp yp yp Results (+/-) Cqvalue colonies P colonies P
(+/-) colonies (+/-) (+-) (+/-) Cq value (+) colonies (+/-) (+) colonies (+/-)
1 / - / + - - / NA
4 / - / + - - / NA
7 / - / + - - / NA
8 / - / + - - / NA
13 / - / + - - / NA
16 / - / + - - / NA
21 / - / + - - / NA
24 / - - / + - - - - - / - NA
2 / - + 25.84 + + + + + + + + + PD
3 - - - / - - / + - - / NA
6 + + + + + + / + - - / ND
10 + + + + + + / + - - / ND
14 / - - / + - - - - - / - - NA
15 / = + 32.94 + + + + + + + + + PD
19 - - - - / - + 37.77 + + + + + + + + + PD
23 + + + + + + 29.85 + + + + + + + + + PA
5 - - - - / - + 22.30 + + + + + + + + + PD
9 + + + + + + + 31.61 + + + + + + + + + PA
11 + + + + + + + 23.29 + + + + + + + + + PA
12 + + + + + + + 23.82 + + + + + + + + + PA
17 + + + + + + - / + = - - - - / - ND
18 + + + + + + + 23.20 + + + + + + + + + PA
20 + + + + + + - / + - - - - - / - ND
22 + + + + + + + 21.66 + + + + + + + + + PA
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Laboratory G DNA extraction: BAX lysis
Lactic acid bacteria: 1.7 x 107 CFU/g Thermocycler: BAX Q7
ISO 6579-1 foodproof® Salmonella plus Cronobacter Detection LyoKit
PCR test Confirmation
RVS MKTTn Salmonella spp Internal PCR final RVS MKTTn Confirmation Agreement
N°Sample XLD Berilliance XLD Brilliance Latex Final (FAM) ) control result XLD Brilliance XLD Brilliance final result Final result Ref/Alt
Salmonella Salmonella test result (ROX) Salmonella Salmonella Salmonella Latex test Salmonella
Typical Typical Typical Typical Results Cq value Result or Spp. Typical Typical Typical Typical Spp-
colonies (+/-) | colonies (+/-) | colonies (+/-) | colonies (+/-) (+-) Cq value colonies (+/-) | colonies (+/-) | colonies (+/-) | colonies (+/-)
1 - - - - / - - / + - - - - - / - NA
4 / - + 46.8 + + - - - - / - PDrpalt)
7 / - - / + - + + + + + + NAFN(r)
8 / - - / + - + + + + + + - NAFNr)
13 / = + 424 + + + + + + + + + PD
16 - - / - - / + - + + + + + ar - NAENlt)
21 + + + + + 40.5 + + + + + + + + + PA
24 / - + 46.2 + + + + + + + + + PD
2 - - - / = + 22.6 - + + + + + + + + PD
3 + + + + + + + 45.7 - + + + + + + + + PA
6 + - + - - + 347 + + + + + + + + + PD
10 + + + + + + + 30.1 + + + + + + + + + PA
14 / + 21.9 + + + + + + + + + PD
15 - - / - - / - - + + + + + + NAFNG@Iy
19 + + - - - / - - - - + + + + - NAEN(al)
23 - - - - / - + 416 + + + + + + + + PD
5 + + + + + + + 215 - + + + + + + + + PA
9 + + + + + + + 23.0 - + + + + + + + + PA
11 + + + + + + + 458 - + - - + + + + + PA
12 + + + + + + + 22.9 - + + + + + + + + PA
17 + + + + + + + 22.3 - + + + + + + + + PA
18 + + + + + + + 225 - + + + + + + + + PA
20 + + + + + + + 23.1 - + + + + + + + + PA
22 + + + + + + + 221 - + + + + + + + + PA
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Laboratory H DNA extraction: foodproof® StarPrep Three Kit
Lactic acid bacteria: 1.0 x 107 CFU/g Thermocycler: Lightcycler480
ISO 6579-1 foodproof® Salmonella plus Cronobacter Detection LyoKit
RVS MKTTn PCR test Confirmation
Brilli Brilli Salmonella spp. Intel;nall Rvg il MKT;".”. Confirmation Aareement
N°Sample XLD Salmonelia XLD Saimonella Latox test | Finel (FAM) "(%'2);(‘; PCRfinalresult | XD | o' 0 | XD | S0 EReR | | final result | Final ALl
result Salmonella spp. - - Salmonella | result
Typical colonies Typical Typical colonies Typical colonies Result or Typical Typical Typical Typical test Spp.
: Results (+/-) Cqvalue colonies : colonies ;
(+/-) colonies (+/-) (+-) (+/-) Cq value (+) colonies (+/-) (+) colonies (+/-)
1 - - - - - - - / + - + - - + + - NAEN(ai)
4 - - - - - - - / + - + + - - + + - NAEN(ai)
7 - - - - - - - / + - + + + + + + - NAEN(ai)
8 - - - - - - - / + - + + - - + + - NAEN(ai)
13 - - - - - - - / + - - - - - - - - NA
16 - - - - - - - / + - - + - - - - - NA
21 - i B - R - - / + - + + - - + + - NAFN(ai)
2 - i B - R - - / + - + + - - + + - NAFN(ai)
2 - - - - - - - / - - + + - + + + - NAFN(alt
3 + + + + + + + 20.98 + + + + + + + + + PA
6 + T B + + ¥ - / - - + + - + + + - NDen(at)
10 + + + + + + - / + - + + - - + + - NDenN(alt)
14 - + - + - - - / - - - + - + - - - NA
15 + + + + + + - / - - - + - + - - - ND
19 - - - - - - - / + - + + - + + + - NAEN(ar)
23 + + + + + + - / - - - + - + + + - NDEn(ar)
5 + + + + + + + 20.08 - + + + + + + + + PA
9 + + + + + + - / - - + + - + + + - NDenalty
1 + + + + + + + 18.54 - + + + + + + + + PA
12 + + + + + + + 18.44 - + + + + + + + + PA
17 + + + + + + + 17.19 - + + + + + + + + PA
18 + + + + + + + 18.06 - + + + + + + + + PA
20 + + + + + + + 17.12 - + + + + + + + + PA
22 + + + + + + + 18.63 - + + + + + + + + PA
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Laboratory | DNA extraction: foodproof® StarPrep Three Kit
Lactic acid bacteria: 1.34 x 107 CFU/g Thermocycler: Lightcycler480
ISO 6579-1 foodproof® Salmonella plus Cronobacter Detection LyoKit
RVS MKTTn PCR test Confirmation
Brilli Brilli Salmonella spp. Intel;nall Rvg il MKT;".”. Confirmation Aareement
N°Sample XLD Salmonelia XLD Saimonella Latox test | Finel (FAM) "(%'2);(‘; PCRfinalresult | XD | o' 0 | XD | S0 EReR | | final result | Final ALl
result Salmonella spp. - - Salmonella | result
Typical colonies Typical Typical colonies |  Typical colonies Result or Typical Typical Typical Typical test Spp.
yp yp yp yp Results (+/-) Cqvalue colonies P colonies P
(+/-) colonies (+/-) (+-) (+/-) Cq value (+) colonies (+/-) (+) colonies (+/-)
1 - - / + - - - NA
4 - - / + - - - NA
7 - - / + - - - NA
8 - - / + - - - NA
13 - - / + - - - NA
16 - - / + - - - NA
21 - - / + - - - NA
2% i - - / ¥ - - - NA
2 - + - - - - / + - - - - - NA
3 + + + + + + - / - - + - + - - ND
6 + + + + + + + 23.92 + + + + + + + + PA
10 + + - - - / - - + - - NA
14 + / + - - - - NA
15 + - - - / - - - + - - - - - NA
19 - - - - - - + 26.01 + + + + + + + + + PD
23 + + + + + + + 22.91 + + + + + + + + PA
5 + + + + + + + 19.80 + + + + + + + + PA
9 + + + + + + + 21.30 + + + + + + + + PA
11 + + + + + + + 22.20 + + + + + + + + PA
12 + + + + + + + 20.89 + + + + + + + + PA
17 + + + + + + + 20.36 + + + + + + + + PA
18 + - = + 20.54 + + + + + + + + PD
20 - + - - - - + 22.89 + + + + + + + + PD
22 + + + + + 23.34 + + + + + + + + PA
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Laboratory J1 DNA extraction: foodproof® StarPrep Three Kit 'Retest PCR
Lactic acid bacteria: 4.8 x 105 CFU/g Thermocycler: BAX Q7
ISO 6579-1 foodproof® Salmonella plus Cronobacter Detection LyoKit
RVS MKTTn PCR test Confirmation
Internal . RVS MKTTn . .
Brilliance Brilliance Salmonella spp. control HEGAITE] Brilliance Brilliance eyl Agreement
N“Sample XLD Samonella | X | saimonelta | -3¢ | Final (FAM) (ROX) S e Salmonella XLD Salmonella final result |t ) vesui ReflAlt
Tooical test result Salmonella Latex test Salmonella
Typical Typical Coﬂﬁgs Typical Results | 0 o | Restltor spp. Typical Typical Typical Typical spp.
colonies (+/-) | colonies (+/-) (+) colonies (+/-) (+-) Cq value colonies (+/-) | colonies (+/-) | colonies (+/-) | colonies (+/-)
1 - / - / + - - - - - NA
4 / - / + - - - - - NA
7 / - / + - - - - - NA
8 / - / + - - - - - NA
13 / - / + - - - - - NA
16 / - / + - - - - - NA
21 / - - / + - - - - - NA
24 / - -|-I- / + - - - - - - - - NA
2 / o + 314 + + + + + + + + + PD
3 / - + 23.3 + + - - + + + + + PD
6 - - - / - / + - - - - - NA
10 + + + + + + - / - - - - - - - - ND
14 d - + 23.0 - + + + - + PD
15 d - - - / + - - - - - NA
19 - / - / - - - - - - NA
23 d - - - / + - - - - - - - NA
5 d - - + 19.6 - + + + - + + + PD
9 + + + T - / - 5 - - - - - - - ND
1 + + + + ++ 32.1/24.7 + + - + + + + + + PA
12 - / - - / - - - - - - NA
17 - d - - - / - - - - - - - - NA
18 + + + + + + + 22.2 - + + + - - + + + PA
20 + + + + + + + 23.2 - + + + + + + + + PA
22 + + + + + +-1/-1 45.8 - + - - - - = PAFp(at)
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Laboratory J2 DNA extraction: foodproof® StarPrep Three Kit
Lactic acid bacteria: 4.7 x 105 CFU/g Thermocycler: BAX Q7
ISO 6579-1 foodproof® Salmonella plus Cronobacter Detection LyoKit
PCR test Confirmation
RVS MKTTn Salmonella spp Internal PCR final RVS MKTTn Confirmation Agreement
N°Sample XLD Brilliance XLD Brilliance Latex Final (FAM) ' control result XLD Brilliance XLD Berilliance final result Final result Ref/Alt
Salmonella Salmonella test result (ROX) Salmonella Salmonella Salmonella Latex test Salmonella
Typical Typical Typical Typical Results Cq value Result or Spp. Typical Typical Typical Typical Spp-
colonies (+/-) | colonies (+/-) | colonies (+/-) | colonies (+/-) (+/-) Cq value colonies (+/-) | colonies (+/-) | colonies (+/-) | colonies (+/-)
27 - - - - / + 41.9 + + - - - - / - PDrpt)
29 / + 38.1 + + - - - / - PDrpaity
30 / + 44 1 + + - - - / - PDrpalt)
36 / + 445 + + - - - / - PDrpalt)
37 / + 355 - + - - - / - PDrpaity
42 / - / + - - - - / - NA
44 / + 41.8 + + - - - / - PDrpat)
48 / + 37.9 + + - - - / - PDrpart)
28 / + 474 - + - - - / - - PDrepal)
32 / t+ 39.9 t+ + + - - t+ + + PD
33 / t+ 25.6 + - t+ + - t+ + + PD
34 - - - - / - + 47.2 + - + - - + + + PD
38 + + + + + + - / - - - - / - ND
43 - - - - / - + 46.2 - + - - - - / - - PDrpal)
45 + + + + + + + 355 + + + - + + PA
46 - - - - / - + 40.9 + + - - - / - NA
25 + + + + + + + 30.1 + - - - - / - - PArp()
26 + + + + + + + 36.6 + + + - + + + + PA
3N + + + + + + 284 + + + + + + + + PA
35 + + + + + + 28.3 + + + + + + + + PA
39 - - / + 19.3 + + + + + + + + PD
40 + + + + + + + 23.1 - + + + + + + + + PA
41 + + + + + + + 315 + + + + + + + + + PA
47 - + + + + + + 36.0 + + + + + + + + PA
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HYGIENA LLC

Laboratory K DNA extraction: | foodproof® StarPrep Three Kit
Lactic acid bacteria: 1.2 x 107 CFU/g Thermocycler: BAX Q7 Inh = PCR-Inhibition; * = Repetition with 1:5 dilution
ISO 6579-1 foodproof® Salmonella plus Cronobacter Detection LyoKit
PCR test Confirmation
RVS MKTTn Salmonalliaspp. | 'Mernal | PCRfina RVS MKTTn Confirmation Agreement
N°Sample XLD Brilliance XLD Brilliance | Latex Final (FAM) ' control result XLD Brilliance XLD Brilliance final result Final result Ref/Alt
Salmonella Salmonella test result (ROX) Salmonella Salmonella Salmonella Latex test Salmonella
Typical Typical Typical Typical Results Cq value Result or Spp. Typical Typical Typical Typical Spp.
colonies (+/-) | colonies (+/-) | colonies (+/-) | colonies (+/-) (+/-) Cq value colonies (+/-) | colonies (+/-) | colonies (+/-) | colonies (+/-)
1 - - - - / - / + - - - - / - NA
4 / / + - - - / - NA
7 / / + - - - / - NA
8 / / + - - - / - NA
13 / / + - - - / - NA
16 / / + - - - / - NA
21 / / + - - - / - NA
24 / / + - - - / - NA
2 - - - / - - / - - - - - / - - NA
3 + + + + + + + 26.5 + + + + + + + + PA
6 - - - / - + 26.4 + + + + + + + + PD
10 + + + + + + + 25.3 + + + + + + + + PA
14 / + 21.2 - + + + + + + + + PD
15 - - - / - - / + - - - - - / - - NA
19 + + + + + + + 27.3 - + + + + + + + + PA
23 + + + + + + - / + - - - - - / - - ND
5 - - - - / - + 23.9 + + + + + + + + PD
9 + + + + + + + 30.0 + + + + + + + + PA
1 + + + + + + + 26.0 - + + + + + + + + PA
12 + + + + + + Inh/+ 0/22.8* Inh/- if+* + + + + + + + PA
17 + + + + + + + 24.0 - + + + + + + + + PA
18 + + + + + + + 24.9 + + + + + + + + PA
20 + + + + + + + 26.0 + + + + + + + + PA
22 / + 24.6 + + + + + + + + PD
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HYGIENA LLC

Laboratory L DNA extraction:  BAXlysis
Lactic acid bacteria: 9.2 x 108 CFU/g Thermocycler:  Lightcycler480
1SO 6579-1 foodproof® Salmonella plus Cronobacter Detection LyoKit
RVS MKTTh PCR test Confirmation
Brilli Brilli Salmonella spp. Intel;nall RV: il MKT;".”. Confirmation Aareement
N°Sample XLD Saimonella XLD Saimonella Latex test | FiN@ (FAM) "(%'2);(‘; PCRfinalresult | XLD | ~0 2" | XD | oo | | final result | Final ALl
result Salmonella spp. - - Salmonella | result
Typical colonies Typical Typical colonies | Typical colonies Result or Typical Typical Typical Typical test Spp.
yp yp yp yp Results (+/-) Cq value colonies P colonies P
(+/-) colonies (+/-) (+/-) (+/-) Cq value (+) colonies (+/-) (+) colonies (+/-)
1 / - - / + - - / NA
4 / - - / + - / NA
7 / - - / + - / NA
8 / - - / + - / NA
13 / - - / + - / NA
16 / - - / + - / NA
21 / - - / + - / NA
24 / - - / + - / NA
2 / . + 21.66 + + + + + + + + + PD
3 - / = + 26.18 + + + + + + + + + PD
6 + + + + + + - / - / ND
10 - / - - / - - - - / NA
14 / - + 21.62 + + + + + + + + + PD
15 / - - / - - - - - / NA
19 / - + 20.53 - + + t+ t+ t+ + + + PD
23 - / - + 22.5 + + + + + PD
5 + + + + + + - / + - / ND
9 - / - - / + - - - / NA
11 + + + + + + + 20.53 + + + + + + + + + PA
12 + + + + + + + 20.69 + + + + + + + + + PA
17 + + + + + + + 20.22 + + + + + + + + PA
18 + + + + + + + 20.34 + + + + + + + + PA
20 + + + + + + - / - - - - / ND
22 + + + + + + + 22.05 - + + + + + + + + PA
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HYGIENA LLC

Laboratory M DNA extraction:  BAX lysis
Lactic acid bacteria: 1.04 x 107 CFU/g Thermocycler:  Lightcycler480
ISO 6579-1 foodproof® Salmonella plus Cronobacter Detection LyoKit
RVS MKTTn PCR test Confirmation
Brilli Brilli Salmonella spp. Intel;nall RVZ il MKT;".”. Confirmation Aareement
N°Sample XLD Salmonelia XLD samenr | Latextest | FiMel (FAM) "(%'2);8 PCRfinalresult | XLD | o0 %% | XD | SRR | | final result | Fina ALl
result Salmonella spp. . . . . Salmonella | result
Typical colonies | Typical coloni Typical | Typical coloni Result or Typical || Typical | Typical | Typical | test Spp.
ypical colonies - Typical colonies ypica ypical colonies Results (+/-) Cq value esut 0 colonies colonies colonies colonies
(+/-) (+-) colonies (+/-) (+/-) Cq value
(+-) (+-) (+-) (+-)

1 / - / + - - - - - / NA
4 / - / + - - - / NA
7 / - / + - - - / NA
8 / - / + - - - / NA
13 / - / + - - - / NA
16 / - / + - - - / NA
21 / - / + - - - / NA
24 / - / + - - - - - / - - NA
2 / + 19.85 + + + + + + + + + PD
3 / + 23.52 + + + + + + + + + PD
6 / + 19.05 - + + + + + + + + PD
10 / + 19.37 + + + + + + + + + PD
14 / - / - - - / NA
15 / - / + - - - / NA
19 - - - - / - - / + - - - / NA
23 + + + + + + - / - - - - - / - - ND
5 + + + + + + + 20.07 + + + + + + + + PA
9 + + + + + + + 19.38 + + + + + + + + PA
11 + + + + + + - / - - - - - - / - - ND
12 + + + + + + + 20.13 + + + + + + + + + PA
17 - / + 18.54 + + + + + + + + + PD
18 + + + + + + + 18.96 + + + + + + + + + PA
20 + + + + + + - / - - - - - / - - ND
22 + + + + + + + 20.59 + + + + + + + + PA
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HYGIENA LLC

Laboratory N DNA extraction:  BAX lysis
Lactic acid bacteria: 9.0 x 106 CFU/g Thermocycler: BAX Q7
1SO 6579-1 foodproof® Salmonella plus Cronobacter Detection LyoKit
PCR test Confirmation
RVS MKTTn Salmonallaspp. | 'Mernal | PCRfina RVS MKTTn Confirmation Agreement
N°Sample XLD Brilliance XLD Brilliance | Latex Final (FAM) ' control result XLD Brilliance XLD Brilliance final result Final result Ref/Alt
Salmonella Salmonella test result (ROX) Salmonella Salmonella Salmonella Latex test Salmonella
Typical Typical Typical Typical Results Cq value Result or Spp. Typical Typical Typical Typical Spp.
colonies (+/-) | colonies (+/-) | colonies (+/-) | colonies (+/-) (+-) Cq value colonies (+/-) | colonies (+/-) | colonies (+/-) | colonies (+/-)
1 - - - - / + 46.8 + + - - - - / - PDrepal)
4 - - - - / - - / + - - - / - NA
7 + + + + + + / + - - - / - ND
8 + + + + + / + - - - / - ND
13 / / + - - - / - NA
16 - - - / - / + - - - - / - NA
21 + + + + + + + 426 + + - - - / - PAFp(aly
24 - - - - / - / + - - - - / - - NA
2 + + + + + + + 22.6 + + + + + + PA
3 + + + + + + / - - + - + + + NDEn(alty
6 + + + + + + / + 5 - - - - / - ND
10 + + + + + + 22.6 + + + + + + + + PA
14 + + + + + + + 24.0 + + + + + + + + PA
15 + + + + + + / - + - - / - ND
19 - - + / - / - - + - - / - NA
23 + + + + + + - / + 5 - - - - / - ND
5 - - - + / - + 31.3 + + + + + - - g PDrriy
9 + + + + + + + 23.3 - + + + + + + + + PA
11 + + + + + + + 235 + + + + + + + + + PA
12 + + + + + + + 22.7 + + + + + + + + PA
17 + + + + + + + 421 + + + + + + + + PA
18 + + + + + + + 25.2 + + + + + + + + PA
20 + + + + + + + 23.5 + + + + + + + + PA
22 + + + + + + + 235 + + + + + + + + PA
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HYGIENA LLC

Laboratory o ADRIA
Lactic acid bacteria: 7.7 x 106 CFU/g
foodproof® Salmonella plus Cronobacter Detection LyoKit
- = : Agreement Ref/Alt
ISO 6579-1* DNA EXTRACTION : BAX lysis DNA EXTRACTION : StarPrep Three kit Final result
Thermocycler: BAX Q7 | Thermocycler: LC 480 Il | Thermocycler: BAXQ7 | Thermocycler: LC 480 II Confirmation DNA DNA DNA DNA
PCR test PCR test PCR test PCR test EXTRACTION: | EXTRACTION: | £y o s cTiON: | EXTRACTION:
RVS MKTTn ) _ _ _ RVS MKT T BAX Lysis StarPreP BAX Lysis StarPreP
Salmonella | Internal | | Salmonella | Internal | £ | Salmonella | Internal | £ | Salmonella | Internal | £ Three kit Three kit
2 | xp Brilliance |y, | Brilliance spp. | control § spp. | control § spp. | control t;g spp. | control t;g xLp | Brilliance |y, o | Brilliance
2 Salmonella Salmonella (FAM) | (ROX) | '® | (FAM) | (ROX) | '@ | (FAM) | (ROX) | '@ | (FAM) | (ROX) | @ Salmonella Salmonella
2 % |3 § § § §
“lz] £ |z| £ |38 . |8 . |2 . |2 2zl £ 2| £ |&ls z|lslzlslzlsz
-— @© > = > — > = =
S S S S | © ©O |S|le| = O |B|le| @ o |s > |s| s S S S e - e - e - e pur
8 8 8 8 S| | 58 |£|l3| = s |El3| | & |£€|T g |&€| 8 8 8 3
3 3 3 3 e 2 |8/ °| 2 |51&°| % |85 3 s |&| 8 3 3 3
=& B B & 1% £ 1% 1218 =] 3 [%|8| & |&| B
o (&) o
1 / / / + / + / + - - / - - NA NA NA NA
4 / / / + / + / + - - / - - NA NA NA NA
7 / / / + / + / + - - / - - NA NA NA NA
8 / / / + / + / + - - / - - NA NA NA NA
13 / / + / + / + / + - - / - - NA NA NA NA
16 / / + / + / + / + - - / - - NA NA NA NA
21 / / + / + / + / + - - / - - NA NA NA NA
24 / / + / + / + / + - - / - - NA NA NA NA
2 / / + / + / + / + - - / - - NA NA NA NA
3| + + + + + |+ [ + [300 + | + |27.09 + |+ | 277 + | + | 23.74 t | + + + + + + + + + PA PA PA PA
6 / + | 283 + | + |24.03 + [ + | 23.0 + | + | 19.67 + | + + + + + + + + + PD PD PD PD
10 / / / / / - - - - NA | NA | NA | NA
14 / / ¥ / + / + / | - - 1 - - NA | NA | NA | NA
15| + + + + |+ / + / / / - - - - ND | ND [ ND | ND
19| + + + + + |+ / + / + / + / + | - - I - - ND | ND | ND | ND
23( + + + + + |+ / + / + / + / + | - - I - - ND | ND | ND | ND
5| + + + + o+ - / / / / - |t + + + + - - ND ND ND ND
9| + ¥ + * N EREX + |+ 2130 + |+ [ 221 + | + | 1881 NE * + + ] o+ + + + | PA | PA | PA | PA
1| + + + + + |+ |+ | 271 + | + 2199 + | + | 237 + | + 2000 + |+ + + + + + + + + PA | PA [ PA | PA
12| + + + + + | + | + | 280 + + | + [23.70 + + | + | 235 + | + |20.65 + + | + + + + + + + + + PA PA PA PA
17| + + + + + | + | + | 257 + | + | 2150 + | + | 221 + | + | 1861 + |+ + + + + + + + + PA | PA [ PA | PA
18| + + + + ]+ |+ [ 238 + | + [ 20,04 + |+ 210 + | + [17.80 3K + + + s« |« |« | + [ pa|pPa]pPA] PA
20| + + + + ]+ |+ [ 238 + | + [ 2010 + | + |22 + | + [17.36 3K + + + s« |« |« | + [ pa|pPa]pPA] PA
2| + + + + v+ / + / + / + / v |- - - - ND | ND [ ND | ND

* Analyses performed according to the COFRAC accreditation (Accreditation Testing n°1-0144, scope available on www.cofrac.fr)
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