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Quality Assurance documents related to this study can be consulted upon request from BIO-
RAD.

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

= [SO 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)

Reference methods* ) ) . )
ISO 22964 (2017) - Microbiology of the food chain - Horizontal

method for the detection of Cronobacter spp.

Alternative method iQ-Check Cronobacter spp.

Scope

» Infant formula and infant cereals with or without
probiotics including ingredients (30 g and 375 g
sample sizes)

> Production environmental samples

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

* Analyses performed according to the COFRAC accreditation (Accreditation Testing n°1-0144, scope
available on www.cofrac.fr)
ADRIA 4/87 04 September 2025
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1 INTRODUCTION

The iQ-Check Cronobacter spp. method was validated in January 2013 for infant
formula cereals and production and production environmental samples (Certificate
number BRD 07/23-01/13) according to the ISO 16140 (2003) standard. The study
was performed by ADRIA. Since this date, the following renewals and extensions

Date Description Reference  Validation Conducted
method standard by
January Initial validation ISO 22964 ISO 16140 ADRIA
2013 (2006) (2003)
\El( ik Extension to validate the CFX / / Bio-Rad
Manager™ Software IDE version internal data
2.0 and the iQ-Check Prep
0/ () T8 Extension to validate the CFX / / Bio-Rad
2013 Manager™ Software IDE version internal data
2.1 and the iQ-Check Prep
W18 Extension to validate the CFX / / Bio-Rad
2014 Manager™ Software IDE version internal data
2.2 and the iQ-Check Prep v2
VENIIEIASS Renewal study ISO 22964 ISO 16140-2 ADRIA
2017 (2006) (2016)
eV Extension to validate the CFX / / Bio-Rad
Manager™ Software IDE version internal data
3.0 and the iQ-Check Prep v3
\EI( [iP{8 Renewal for Infant formula and ISO 22964 ISO 16140-2 QLab
infant cereals with and without (2017) (2016)
probiotics (30 g sample size) and
environmental samples
Extension study for the infant ISO 22964 ISO 16140-2 ADRIA
formula and infant cereals with (2017) (2016)
and without probiotics including
ingredients:
= For a new enrichment
protocol for 375 g sample
size associated with the
Easy lysis protocol.
= For the use of the iQ-
Check Free DNA Removal
Solution (FDRS) protocol
associated with the Easy
lysis protocol.
= For the use of a new
Application Protocol File
(APF).
V/EVA[IPA B Extension for the use of the iQ- / / Bio-Rad
Check Prep v4 internal data
ADRIA 5/87 04 September 2025

were performed:

Summary report (Version 0)
iQ-Check Cronobacter spp.




BIO-RAD

Reference Validation Conducted
method standard by
LTl @ Extension for the use of the CFX | / / Bio-Rad

Date Description

2022 Opus Deep Well and CFX internal data
Manager Software IDE v3.1
DL [T Renewal study ISO 22964 | 1SO 16140-2 ADRIA
2024 (2017) (2016) &
ISO 16140-
2/A1 (2024)
LI IrERS Extension for the use of a new / / ADRIA

version of CFX Maestro IDE
software v4.0 for PCR detection
(The data related to this study are

available upon request from
AFNOR Certification).

As a new version of the ISO 22964 was published in 2017 including major
modifications, the renewal study was performed using the ISO 22964 (2017) and all
the analyses were performed again. These analyses were subcontracted to
Q-Laboratories Inc (1930 Radcliff Drive, Cincinnati, OH 45204)

METHOD PROTOCOLS

2.1

21.1

ADRIA

Alternative method

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

Principle

The iQ-Check Cronobacter spp. kit is tests based on gene amplification and detection
by real-time PCR. Ready-to-use PCR reagents contain oligonucleotides (primers and
probes) specific for Cronobacter spp., as well as DNA polymerase and nucleotides.
Detection and data analysis are optimized for use with a Bio-Rad real-time PCR
instrument, such as the MiniOpticon ™or the CFX96 ™ and CFX OPUS systems.

PCR is a powerful technique used to generate many copies of target DNA. During the
PCR reaction, several cycles of heating and cooling allow DNA denaturation, by heat,
followed by primers binding to the target region. The DNA polymerase then uses these
primers and deoxynucleotide triphosphates (dNTPs) to extend the DNA, creating
copies of the target DNA. These copies are called amplicons.

This test allows the detection of Cronobacter spp. in food products and environmental
samples previously enriched by culture in Buffered peptone water supplemented or
not with selective supplements. It includes the following 4 main steps:
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- Enrichment,

- DNA extraction,

- Real-time PCR,

- Data analysis & interpretation.

The FDRS protocol (Free DNA Removal Solution) can be applied to remove free DNA
from food and environmental enriched samples prior to PCR analysis. It is performed
by a selected enzyme and its specific buffer under optimized conditions. The
iQ-Check lysis buffer associated with thermal lysis inactivates the enzyme, allowing
extraction from intact and living cells.

Two application protocol files (APF) can be applied:

- The classical iQ-Check APF (Application Protocol File) corresponds to a 1h50 min
PCR run,
- The APF Fast to reduce the PCR run time down to 1h10 min.

2.1.2 Protocol

The different steps are described in Table 1.

Table 1 - Protocols

Category 1: Category 2:
Infant formula and Infant formula and Category 3:
infant cereals with and infant cereals with and Production
without probiotics without probiotics environmental samples
including ingredients  including ingredients
30 g+ 270 mL BPW +
10 pg /mL vancomycin P375 g+ 1125 n:L 30 g +270 mL BPW or
o o re-warmed (37°C) . X
20h+2hat37°C+1°C BPW with PIE Sampling device +
Enrichment Subculture: supplement* 10 mL (Swab), + 100 mL
1mL enriched BPW + 18 hto 26 h (sponge) + 225 mL (wipe)
9mL BPW 4h+ 1h at at 37°C + 1°C 18h+2hat37°C
37°c+1°C -
FDRS protocol** Applied on 100 pl of decanted enriched broth.
DNA extraction Easy extraction protocol using Deepwell plates on 100uL enriched sample or
100uL FDRS treated enriched sample
PCR On 5 uL DNA extract using the CFX96 Real-Time Thermocycler

with the CFX Manager software IDE version 3.0

Subculture of BPW in
. mLST (0.1 mL + 10 mL)
g{iﬁggig& “It E’él'fvs\}) Streaking 10 L onto for 24h+2h
Confirmation of ,p N RAPID’Sakazakii at44°C+1°C
onto RAPID’ Sakazakii . .
PCR tests . Incubation 24 h =2 h Streaking 10 pL onto
Incubation24 h+2h o o 4 N
at 44°C + 1°C at44°C +1°C RAPID’ Sakazakii
- Incubation24 h+2h
at44°C +1°C
Enrichment broth | a1 5t 5°¢ + 3°C 72hat5°C + 3°C 48h at5°C + 3°C
storage
* Addition of a-amylase for infant cereals (0.1 g/L) ** Optional
ADRIA 7/87 04 September 2025
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2.1.3 Restriction

2.2

2.3

There is no restriction for use.

Reference method*

For the previous studies, the reference method was the ISO/TS 22964 (2006):
horizontal method for the detection of Enterobacter sakazakii.

For the renewal and extension studies, the reference method was the 1ISO 22964
(April 2017) - Microbiology of the food chain - Horizontal method for the detection of
Cronobacter spp.

The flow diagram is given in Appendix 2.
Study design

The study is an unpaired study design as the reference and the alternative methods
have different enrichment procedures for the extension study except for the surface
samples tested in the environmental samples category.

The reference method used in this validation study (MCS part) was tested using a
10 g test portion and a 1:10 dilution ratio. The alternative method was validated using
a 30 g test portion with a 1:10 dilution ratio for both the food and environmental
categories. For the food category (infant formula and infant cereals with or without
probiotics including ingredients), the method was also validated using a 375 g test
portion with a 1:4 dilution ratio.

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

ADRIA
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3 INITIAL UALIDATION, EXTENSION/RENEWAL STUDIES:
RESULTS

3.1 Method Comparison Study
The method comparison study is a study performed by the expert laboratory to compare the
alternative method with the reference method.
The study was carried out on a 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/.

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

3.1.1.1 Number and nature of samples
As previously described, it was not possible to keep the data from the initial validation
study; all the data presented in the report are data obtained in 2019 and 2020; 127
samples were tested for the renewal study (categories 1 and 3) and 66 samples for
the extension study (category 2).
Four protocols were tested during the sensitivity study:
- Lysis without FDRS + PCR APF Classic,
- Lysis without FDRS + PCR APF Fast,
- Lysis with FDRS + PCR APF Classic,
- Lysis with FDRS + PCR APF Fast.
As all these protocols gave the same results, only one interpretation was done all
along the report.
Taking into account all the categories, 193 samples were tested providing
105 positive and 88 negative results. The distribution per tested category and type is
given in Table 2.

ADRIA 9/87 04 September 2025
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Table 2 - Distribution per tested category and type

BIO-RAD

Expert Positive Negative
lab LAl e samples samples 1=
Infant formula and Infant formula and infant cereals without 1" 9 20
infant cereals with probiotics
§ 1 gnq wi'thout ' Infant formula and infant cereals with probiotics 12 8 20
o plrr?gr'ggf:n'tgc('gg'gg ¢ | Ingredients (Maltodextrin, NFDM¥, whey...) 14 6 20
sample size) Total 37 23 60
Infant formula and Infant formula and infant cereals without 13 9 2
< infant cereals with probiotics
Z |5 and without Infant formula and infant cereals with probiotics 11 11 22
< probiotics and T o fients (Maltodextrin, NFOM, whey. . 10 12 | 2
ingredients (375 ¢ ’ '
sample size) Total 34 32 66
_ a | Process water 8 14 22
G Production b | Surface sampling 11 9 20
< |3 environmental
= samples ¢ | Dusts 15 10 25
Total| 34 33 67
Total 105 88 193

* NFDM: non-fat dry milk

3.1.1.2 Artificial contamination of samples

Artificial contaminations were done by seeding and spiking protocols. The artificial

contaminations are presented in Appendix 3.

75 samples were artificially contaminated, using 16 different strains. 72 gave a

positive result.

The repartition of the positive samples per inoculation protocol and inoculation level
is given in Table 3.

Table 3 - Repartition of the positive samples

Artificially contaminated

per inoculation protocol and inoculation level

Cate- Naturally Spiking protocol Seeding protocol

0 contaminated Cross
i contamination | <5cFy | 2 <X 10<x | <3 3<x 10<x

<10CFU | <30CFU | CFU | =10CFU | <30 CFU

1 15 0 0 0 5 14 0 37

2 1 0 0 0 33 0 34

3 17 0 0 0 9 0 34
Total 33 0 1 0 0 47 14 0 105

% 31.4 0.0 10.5 0.0 0.0 44.8 13.3 0.0 100

ADRIA 10/87 04 September 2025
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The number of naturally contaminated samples tested for categories 1 and 3 is
relatively high compared to the number of samples usually observed. For the
environmental samples, they are coming 2 different milk companies with a total of
3 locations and 1 spice company with 2 different locations. Therefore, there were a
total of 5 different locations.

13.3% of the samples were contaminated between 3 or 5 CFU and 10 CFU, this is in
agreement with the AFNOR technical rules.

31.4 % of the samples were naturally contaminated.

3.11.3

ADRIA

Protocols applied during the validation study

> Incubation times

- Infant formula with and without probiotics (30 g): 18h at 37°C +1°Cand 3 hat 37°C
+ 1°C.

- Infant formula and infant cereals with and without probiotics and ingredients (375 g
sample size): 18 h at 37°C + 1°C.

- Production environmental samples: 16 h at 37°C + 1°C.

> Extraction protocols

Both extraction protocols were tested for the initial validation study. For this renewal
and extension studies, only the Easy protocol was tested. The samples were tested
with and without the FDRS protocol.

For the FDRS protocol, an incubation time of 15 min in the thermoshaker was applied.

> PCR tests

Two Application Protocol Files are available; both were tested during the study: APF
Classic and APF Fast.
The CFX 96 Deepwell was used with software IDE V3.0.

» Confirmation protocols

The positive PCR results were confirmed by streaking 10 ul of the enriched sample
(BPW) onto RAPID’ Sakazakii plates.

For the purpose of the validation only, the typical colonies were confirmed by the tests
described in the ISO method:

- Subculture of 1 to 5 typical colonies on non-selective agar plate (TSA),
- Biochemical tests: oxidase test and biochemical gallery; APl ID 32E was used
during the validation study.

11/87 04 September 2025

Summary report (Version 0)
iQ-Check Cronobacter spp.




BIO-RAD

The negative samples were confirmed using the protocol of the reference method:
subculture in CSB for 24 h + 2 h at 41.5°C £ 1°C before streaking onto CCI Agar
incubated for 24 h + 2h at 41.5°C £ 1°C.

> Enrichment broth storage

The enrichments broths were stored for 48 h at 5°C = 3°C and tested again
(extraction, PCR and confirmatory tests) for category 1 (infant formula with and
without probiotics, 30 g sample size) and category 3 (environmental samples) and for
72 h at 5°C £ 3°C for the category 2 (infant formula and infant cereals with and without
probiotics including ingredients, 375 g sample size).

> Lactic flora enumeration
For products with probiotics, lactic bacteria enumeration was carried out using MRS

pH 5.7 incubated in anaerobic conditions for 72 h at 30°C + 1°C, according to 1ISO
15214.

3.1.1.4 Testresults
Raw data per category are given in Appendix 4. The results are given in Table 4.
Table 4 — Summary of results obtained with the reference and alternative
methods (after confirmation) of all samples for each category
Category | | Type Evaluaton PA PD TND TNA
Infant formula and infant cereals without
a - 111 0 0 9
probiotics
APE |b Infaqt fprmula and infant cereals with Unpaired 121 o 0 8
probiotics
¢ | Ingredients (Maltodextrin, NFDM, whey...) 121 0 2 6
Total 3% 0 2 23
3 Infaqt fprmula and infant cereals without 1 0 0 9
probiotics
APF Infant formula and infant cereals with
Infant formula with | b probiotics 121 0 0 8
andinfant | FORS 1700 fients (Maltodexirin, NFDM, whey...) 210 | 2 6
cereals with and
2 ) o Total 3% 0 2 23
= | 1 | without probiotics - -
<] . X Infant formula and infant cereals without
including a probiotics 110 0 9
ingredients APF Infant formula and infant cereals with
(309) b - 121 0 0 8
Fast probiotics
¢ | Ingredients (Maltodextrin, NFDM, whey...) 121 0 2 6
Total 3% 0 2 23
3 Infant formula and infant cereals without 1" 0 0 9
APF probiotics
ngt b Infaqt fprmula and infant cereals with 121 0 0 8
with probiotics
FDRS |c |Ingredients (Maltodextrin, NFDM, whey...) 121 0 2 6
Total 3% | 0 2 23
ADRIA 12/87 04 September 2025
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Category Type Evaluation PA PD TND TNA
Infant formula and infant cereals without
o 0 9
probiotics M| 2
APE Infant fprmula and infant cereals with Unpaired 0 1"
probiotics 9 2
Ingredients (Maltodextrin, NFDM, whey...) 5 5 0 12
Total 25| 9 0 32
Infant formula and infant cereals without
. 0 9
APF probiotics . . 1M1 2
with Infant fprmula and infant cereals with 0 1"
Infant formula | g prob|oF|cs _ 92
and infant Ingredients (Maltodextrin, NFDM, whey...) 5 5 0 12
E cereals with and Total 25| 9 0 32
2 without probiotics Infant formula and infant cereals without 0 9
and ingredients probiotics 1M1 2
(Upto 3759) APF Infant formula and infant cereals with 0 1"
Fast probiotics 9 2
Ingredients (Maltodextrin, NFDM, whey...) 5 5 0 12
Total 25| 9 0 32
Infant formula and infant cereals without 0 9
APF probiotics 1] 2
Fast Infant formula and infant cereals with 0 1"
with probiotics 9 2
FDRS Ingredients (Maltodextrin, NFDM, whey...) 515 0 12
Total 25| 9 0 32
Process water Unpaired 8 0 0 14
APF Surface sampling Paired 110 0 9
Dusts Unpaired 15| 0 0 10
Total | 34 | O 0 33
APF Process water Unpaired 8 0 0 14
with gurftace sampling UPair.edd 1 ; 8 8 190
. usts npaire
§| | oot | FORO Toa [ | 0 [0 [
(] samples Process water Unpaired 8 0 0 14
APF Surface sampling Paired 110 0 9
Fast Dusts Unpaired 151 0 0 10
Total | 34 | O 0 33
APF Process water Unpaired 8 0 0 14
Fast Surface sampling Paired 110 0 9
with Dusts Unpaired | 15| 0 0 10
FDRS Total | 34 | O 0 33
Total APF 94 | 9 2 88
Total APF with FDRS 94 | 9 2 88
Total APF Fast 94 | 9 2 88
Total APF Fast with FDRS 94| 9 2 88

Paired evaluation:
Unpaired evaluation:

TND = NDenary
TND = ND + NDrnary +PAFrpan

TNA = NA + PDrpay
TNA = NA + NAraiy + PDrpany

3.1.1.5 Calculation of relative trueness (RT), sensitivity (SE), false positive ratio
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The calculations are presented in Table 5.

13/87

04 September 2025




BIO-RAD

Table 5 — Calculation of the relative trueness (RT), the sensitivity (SE), the false positive ratio (FPR) and the false negative ratio (FNR) for the alternative method

\ Type Evaluation
Infant formula and infant cereals 0 0 0 0
without probiotics 1 9 9 100.0% 100.0% 100.0% 0.0% 0.000
Infant formula and infant cereals 0 0 0 0 0.000
APF with probiotics 12 8 8 100.0% 100.0% 100.0% 0.0%
Ingredients (Maltodextrin, 0 0.000
NFDM, whey...) 12 6 6 85.7% 100.0% 90.0% 33.3%
Total 35 23 23 94.6% 100.0% 96.7% 8.7% 0.000
Infant formula and infant cereals 1" 9 9 100.0% 100.0% 100.0% 0.0% 0.000
without probiotics e e s e
APF with | b | !nfant formula and infant cereals 12 8 8§ | 1000% | 1000% | 1000% | 00% | °000
FDRS with probiotics
Ingredients (Maltodextrin, 0 0 0 0 0.000
Infant formula and infant NFDM, whey...) 12 6 6 85.7% 100.0% 90.0% 33.3%
2 cereals with and without Total Unpaired 35 23 23 94.6% 100.0% 96.7% 8.7% 0.000
(<} probiotics including ingredients Infant formula and infant cereals 0 0 0.000
(30 g sample size) without probiotics 1 9 9 100.0% 100.0% 100.0% 0.0%
Infant formula and infant cereals 0 0 0 0 0.000
APF Fast with probiotics 12 8 8 100.0% 100.0% 100.0% 0.0%
Ingredients (Maltodextrin, 0 0 0.000
NFDM, whey...) 12 6 6 85.7% 100.0% 90.0% 33.3%
Total 35 23 23 94.6% 100.0% 96.7% 8.7% 0.000
Infant formula and infant cereals 1" 9 9 100.0% 100.0% 100.0% 0.0% 0.000
without probiotics e e s e
APF Fast Infant formula and infant cereals 0 0 0 0 0.000
with with probiotics 12 8 8 100.0% 100.0% 100.0% 0.0%
FDRS Ingredients (Maltodextrin, 0 0 0 0.000
NFDM, whey...) 12 6 6 85.7% 100.0% 90.0% 33.3%
Total 35 23 23 94.6% 100.0% 96.7% 8.7% 0.000
Infant formula and infant cereals 0 o 0 0 0.000
without probiotics 1 9 9 100.0% 84.6% 90.9% 0.0%
Infant formula and infant cereals 0 o 0 0 0.000
APF with probiotics 9 11 11 100.0% 81.8% 90.9% 0.0%
Ingredients (Maltodextrin, 0 0 0.000
NFDM, whey...) 5 12 12 100.0% 50.0% 77.3% 0.0%
Total 25 32 32 100.0% 73.5% 86.4% 0.0% 0.000
Infant formula and infant cereals 0 o 0 0 0.000
without probiotics 1 9 9 100.0% 84.6% 90.9% 0.0%
APF with | b | !nfant formula and infant cereals 9 1 1| 1000% | 818% | 909% | 00% | °000
FDRS with probiotics
Ingredients (Maltodextrin, 0 0 0 0 0.000
Infant formula and infant NFDM, whey...) 5 12 12 100.0% 50.0% 77.3% 0.0%
E cereals with and without Total Unpaired 25 32 32 100.0% 73.5% 86.4% 0.0% 0.000
= T . : .
2 probiotics and ingredients Infant formula and infant cereals 0.000
(up to 375 g sample size) without probiotics M ° ° 1000% 84.6% %0.9% 0.0%
Infant formula and infant cereals 0 o 0.000
APF Fast with probiotics 9 1 11 100.0% 81.8% 90.9% 0.0%
Ingredients (Maltodextrin, 0 o 0 0.000
NFDM, whey...) 5 12 12 100.0% 50.0% 77.3% 0.0%
Total 25 32 32 100.0% 73.5% 86.4% 0.0% 0.000
Infant formula and infant cereals 0 o 0 0.000
without probiotics 1 9 9 100.0% 84.6% 90.9% 0.0%
APF Fast Infant formula and infant cereals 0 o 0 0.000
with with probiotics 9 1 11 100.0% 81.8% 90.9% 0.0%
FDRS Ingredients (Maltodextrin, 0 0 0 0
NFDM, whey...) 5 12 12 100.0% 50.0% 77.3% 0.0% 0.000
Total 25 32 32 100.0% 73.5% 86.4% 0.0% 0.000
ADRIA 14/87 04 September 2025
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FNR

Evaluation

NAEN @iy

NDEN (art)

PDrp (alt)

N

Process water Unpaired 8 0 14 0 0 0 0 0 0 14 100.0% 100.0% 100.0% 0.0% 0.000

APF Surface sampling Paired 11 9 0 0 0 0 9 100.0% 100.0% 100.0% 0.0% 0.000

Dusts Unpaired 15 0 10 0 0 0 0 0 0 10 100.0% 100.0% 100.0% 0.0% 0.000

Total 34 0 33 0 0 0 0 0 0 33 100.0% 100.0% 100.0% 0.0% 0.000

Process water Unpaired 8 0 14 0 0 0 0 0 0 14 100.0% 100.0% 100.0% 0.0% 0.000

APF with Surface sampling Paired 11 9 0 0 0 0 9 100.0% 100.0% 100.0% 0.0% 0.000

FDRS Dusts Unpaired 15 0 10 0 0 0 0 0 0 10 100.0% 100.0% 100.0% 0.0% 0.000

2 3 Production environmental Total 34 0 33 0 0 0 0 0 0 33 100.0% 100.0% 100.0% 0.0% 0.000

<] samples Process water Unpaired 8 0 14 0 0 0 0 0 0 14 100.0% 100.0% 100.0% 0.0% 0.000

APF Fast Surface sampling Paired 11 9 0 0 0 0 9 100.0% 100.0% 100.0% 0.0% 0.000

Dusts Unpaired 15 0 10 0 0 0 0 0 0 10 100.0% 100.0% 100.0% 0.0% 0.000

Total 34 0 33 0 0 0 0 0 0 33 100.0% 100.0% 100.0% 0.0% 0.000

APF Fast Process water. Unpgired 8 0 14 0 0 0 0 0 0 14 100.0% 100.0% 100.0% 0.0% 0.000

with Surface sampling Paired 11 9 0 0 0 0 9 100.0% 100.0% 100.0% 0.0% 0.000

FDRS Dusts Unpaired 15 0 10 0 0 0 0 0 0 10 100.0% 100.0% 100.0% 0.0% 0.000

Total 34 0 33 0 0 0 0 0 0 33 100.0% 100.0% 100.0% 0.0% 0.000

Total APF 94 2 88 0 0 0 9 0 2 88 98.1% 91.4% 94.3% 2.3% 0.000

Total APF with FDRS 94 2 88 0 0 0 9 0 2 88 98.1% 91.4% 94.3% 2.3% 0.000

Total APF Fast 94 2 88 0 0 0 9 0 2 88 98.1% 91.4% 94.3% 2.3% 0.000

Total APF Fast with FDRS 94 2 88 0 0 0 9 0 2 88 98.1% 91.4% 94.3% 2.3% 0.000
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A summary of the results is given in Table 6.

BIO-RAD

Table 6 - Summary of results for the four PCR protocols
(APF, APF with FDRS, APF Fast, APF Fast with FDRS)

Sensitivity for the _ (PA+PD) 0 .

alternative method SEaie = (PA+TND + PD) ~ 100% 98.1%

Sensitivity for the _ (PA+TND) o .

reference method SErer = (PA+TND + PD) 100% | 914%
PA+TNA

Relative trueness T = (PA+TNA) %100 % 94.3%

False positive ratio for the

alternative method ppR = PAreao * PDrr @) 60, 23%

TNA
False negative ratio for the FNR = NApy(airy + NDpn(air
alternative method =~ PA+TND + PD 0.000

3.1.1.6 Analysis of discordant results

The negative deviations are given in Table 7 and the positive deviations in Table 8.

Two negative deviations were observed, all with naturally contaminated samples. For
these two samples (PArr (), positive PCR results were observed twice but it was not

possible to confirm the presence of Cronobacter spp. in the enrichment broth.

Nine positive deviations were observed, one for naturally contaminated sample and

eight for artificially contaminated samples.

No false negative result was observed during the study (FNR = 0 %).

The analyses of discordant results according to the 1ISO 16140-2/A1 (2024) is the

following (See Table 9).
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Table 7 - Negative deviations

BIO-RAD

PCR- Easy protocol
Final Result iQ Check Agreement iQ Check
Broc 0 . APF Classic APF Fast All =
p 06 APF Classic with FDRS APF Fast with FDRS confirmatory - g
tests APF APF Fast .

— —— — — APF classic | APF | with APF | Classic | APF | APF Fast ‘
Cq result Cq result Cq esul Cq esul Classic with FDRS Fast FDRS Classic FVI\:’)ItRhS Fast | with FDRS <
3c | Organic Brown Rice Flour + 35.37/185 | +/+ | 34761187 | ++ | 36.47/23.06 | ++ | 3433047 | ++ - - - - - | PArp(alt) | PArp(alt) | PArp(alt)| PAsp(alt) | 1 | ¢
15¢ | Organic fat free milk powder |+ | 35.26/18.47 | ++ | 34.61118.61 | ++ | 36.91/22.79 | ++ | 3537/29.19 | +/+ - - - - - | PArp(alt) | PAre(alt) | PArp(alt) | PAse(alt) | 1 | ¢

Artificial contamination

Table 8 - Positive deviations

Alternative method : iQ Check Cronobacter spp.

PCR- Easy protocol .
Final Result Agreement
i .| APF Classic APF Fast
Product Inoculation APF Classic | . APF Fast X Al
Strain Origin Injury protocol level/sample with FDRS with FDRS | confirmatory APF APF APF
Mean i ; ; i tests APF | Classic | APF | Fast | APF | Classic APF Fast APF Fast
cq | Finall g [Final} o, | Final |- - Final Classic | with |Fast| with | Classic | with with FDRS
result result result result FDRS FDRS FDRS
. Cronobacter . . .
7720 Infan_tc_erealsywthout sakazakii Cereal | Seeding Lyophlllsed strain 15 i o712 + |2627| + |2802| + |2659| + + + + +
probiotic multi cereals Ad2848 S 2 weeks ambient temperature
gotg | Infant cereals without |, / / / - |3146| + |3108] + [3011] + |3024] + + o e ]+
probiotic multi cereals
Infant formula with
probiotics thick formula | Cronobacter . . . .
7733 |withstarchstage 2 | turincensis | Mk | Seeding Lyophilised sirain 14 - |2308| + |2404| + |2487] + |2552| + + P
(Bifidobacteria 8,3.10¢ | Ad1445 powder | 2 weeks ambient temperature
CFU/g)
Infant formula with Cronobacter Milk Seeding Lvophilised strain
7735 | probiotics stage 2 sakazakii 9-yop 29 - |2732| + |2414| + |2769| + [2529| + + T N
(L. reuteri 9,8.105 CFUIg) | Ad2349 powder | 2 weeks ambient temperature
Cronobacter . . . .
. e Milk Seeding Lyophilised strain i
7744 | Maltodextrin gusbl\l/llqgr;‘gg oowder | 2 weeks ambient temperature 1.0 2126 + | 214 | + (2221 + |[2151| + + + + +
. Cronobacter Milk Seeding Lyophilised strain
7745 | Maltodextrin sakazakii Ad947 | powder | 2 weeks ambient temperature 04 i 2485 + 2489 + 2521 + |2615| + ¥ ¥ ¥ ¥
7752 | Whe Cubiiengs | Mik | Seeding Lyophiised srin 10 - |3002| + [2804| + [3088] + |2021] + + P
y DSM18705 powder | 2 weeks ambient temperature ' ' ' ' '
Cronobacter . . . .
. . . Milk Seeding Lyophilised strain
7754 | Non-fat dry milk powder gtéb“elqgr;\gg powder | 2 weeks ambient temperature 1.0 - 2771 + |3846| + [29.28| + |[27.38| + + + + +
Cronobacter . . . .
i . o Milk Seeding Lyophilised strain i
7755 | Non-fat dry milk powder gLéb“l/llqgl;sgg powder | 2 weeks ambient temperature 1.0 27124 + |2641| + |27.25| + |2661| + + + + +
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Table 9 - Analyses of discordant results
Paired study Unpaired study | Mixed study
Category Type N+ \ TND PD TND PD AL TND + PD AL TND-PD AL TND-PD AL
a | Infant formula and infant cereals without probiotics | 11 0 0 0 0
APF | inrionts (eodextin, NFOM.whey) 1 14 |2 3 %/ // | ;
Infant formula Infant formula and infant cereals without probi tT'OtaI ?Z g g %-7 . g : g :
and ilnfar]tth C\‘);E b | Infant formula and infant cereals with proEiotics 12 0 0 / f 0 0
Z‘f‘fi‘v mut FDRS |_C_|Ingredients (Maltodextrin, NFDM, whey... — ; 471 g 8 | 2 2
o ota 1 ] 2 3 2 3
1 problolt|cs a | Infant formula and infant cereals without probiotics | 11 0 of @ 0 0
includin /
nared ng APF | b | Infant formula and infant cereals with probiotics 2] 0o / . 0 0
ingredients
(30 sample Fast | ¢ |Ingredients (Maltodextrin, NFDM, whey...) — ;;1 g 8 L -/ . -/ g . g .
size) APF | a |lInfantformula and infant cereals without probiotics | 11 | 0 [ 0 //////////////%// //////////////// 0 0
Fast | b |[Infantformula and infant cereals with probiotics 2] 0o | / / 0 0
with | c | Ingredients (Maltodextrin, NFDM, whey...) 4] 2 |0 7////////////// | 2 2
FDRS Total| 37 | 2 [ o[ [ | - 2 3 2 3
a_| Infant formula and infant cereals without probiotics | 13 | 0 | 2 /////// / / / / -2 -2
apF |_D_| Infant formula and infant cereals with probiotics Ml o |2 //////// -2 2
¢ | Ingredients (Maltodextrin, NFDM, whey...) 10 0 5 -5 -5
Total| 34 | 0 | 9 _ -9 3 -9 3
Infant formula | ype | @ | Infant formula and infant cereals without probiotics | 13 | 0 | 2 //////////////%// / / -2 -2
andinfant | | | b | Infant formula and infant cereals with probiotics Mlo 2] / / -2 -2
(;irdes\:ﬁ rnl)lltﬂ FDRs ¢ _LIngredients (Maltodexirin, NFDM, whey...) — ; 2 8 g . -// g . g .
2 probiotics and a_ | Infant formula and infant cereals without probiotics | 13 | 0 2 //////////////%/// / -2 -2
ingredients | APF | b |Infant formula and infant cereals with probiotics "nlof[2] | / -2 -2
é:ﬁq E:;i g) Fast | c | Ingredients (Maltodextrin, NFDM, whey...) — ; 2 8 g W -/ /_ -/ :g . :g .
APF | a [Infantformula and infant cereals without probiotics | 13 | o |2 | | | | -2 -2
Fast | b |lInfantformula and infant cereals with probiotics 1] o0 |2 7/////////////% . % -2 -2
FVI;iIt?hS c | Ingredients (Maltodextrin, NFDM, whe?/...) - ; 2 8 g %/////////////%///////////////A // g . g .
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i SRR 3
urface sampling

APF . T Dusts 151 0 10 //////////////////// / 0

Total| 34 | 0 [ 0 “/‘-ﬂ 3 8 3
a | Process water 8 0 0 .

e s s 3-_ 3
5| ool a3 [0 [0 0 T3] N I

samples a | Process water 8 0 ]o ////////////////7 / 0

P APF | b | Surface sampling 1] 0 |0 -_ / //////////////// 0
Fast | ¢ |Dusts . ; i 8 8 %////{///% / / . 8 .

APF | a | Process water 8 ] 0o / /M 0

= s i ; =
FDRS Total | 34 0 0 0 3 0 0 3 0 3
Total APF 105 2 9 / / / / / / -7 3
Total APF with FDRS 105 2 9 / | | / / | -7 3
Total APF Fast 105 2 9 / | | / / | -7 3
Total APF Fast with FDRS 105 2 9 / | | / / | -7 3
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3.11.7

BIO-RAD

The observed values for (TND - PD) and (TND + PD) meet the acceptability limit
for each individual category and for the three combined categories (calculated
values < AL).

Enrichment broth storage at 5 + 3 °C

No change was observed after the storage at 5 + 3 °C.

The analysis of the discordant results is identical to Table 9.

The observed values for (TND - PD) and (TND + PD) meet the acceptability limit
for each individual category and for the three combined categories (calculated
values < AL).

3118

3.1.1.9

ADRIA

Confirmation

The positive PCR results were confirmed by streaking the enriched BPW onto
RAPID’ Sakazakii plates.

Typical colonies onto RAPID’Sakazakii were observed for all the positive PCR results,
except for two samples (No 3c and 15c). For these samples, doubtful colonies were
observed, they were identified as Enterobacter cloacae.

All the typical colonies were identified as Cronobacter spp with the biochemical
galleries. The colonies were tested by the iQ-Check Cronobacter spp. kit and negative
PCR results were observed.

PCR inhibition
On the 1208 PCR tests applied, only 8 PCR gave inhibited results. Non-inhibited

results were obtained thanks to a 1:10 dilution of the DNA extract (see Tables 10 and
11).
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Table 10 — Samples with PCR inhibition

Before or after PCR results

Product 5 Protocol Final
+
storage at 5+3°C Cq I.C.Cq rasult
. After storage APF Classic . . -
1a Organic baby cereal for 48h with FDRS -129.64 -132.81 i+
Fat malabsorption .
19b  |problems- infantformula | Aterstorage | APFCIASSC | qqs | apgor | e
. i for 48h with FDRS
with probiotics
APF Classic | -/26.74* | -/32.07* if+*
7746 Non-fat dry milk powd Before st i
on-fat dry milk powder efore storage ARF Classic 7 AT 31.83° "
with FDRS
Before storage APF Classic | -/26.47* | -/32.11* i+
7747 Non-fat dry milk powder st A?II::FCraSt' Af21.10° | 432.28° (o
er storage assic . . -
for 72h with EDRS. | - 121.49 -134.14 i+
7753 Non-fat dry milk powder Before storage APF Classic | -/24.59* | -/32.52* if+*

* 1:10 dilution of the DNA extract

Table 11 — Percentage of PCR inhibitions per extraction protocol and APF file

Without FDRS With FDRS
APF Classic APF Fast APF Classic APF Fast
Number of PCR tests 302 302 302 302
Number of PCR inhibitions 3 1 4 0
% inhibition 1.0 0.3 1.3 0.0

3.1.2 Relative level of detection

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

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

LODyy.

RLOD =
LODgey.

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

3.1.2.1 Experimental design

Three (matrix/strain) pairs were analyzed by the reference method and by the
alternative method (See Table 12):
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The following protocol was applied:

- A negative control: 5 samples,
- Alow contamination level providing fractional recovery data, with 20 replicates,
- A high contamination level, with 5 replicates.

BIO-RAD

A total plate count determination on each matrix was performed to estimate the total

microbial load on the day of analysis.

Table 12 - Defined (matrix/strain) pairs for the RLOD determination

Storage
. condition after
Category Origin oculation, Protocol
~_____before analysis
Seeding protocol 30g+
Infant formula and infant cereals Infant Cronobacter . W'th lyophilized 290 mL
-] . . L cereals N Rice | strain storage for BPW +
s with and without probiotics with sakazakii Flour 2 weeks at vancomvein
<] including ingredients (30 g) L QL 11007.9 : y
probiotics ambient mL
temperature 18h 37°C
Seeding protocol 13172559m+|_
Infant formula and infant Infant Cronobacter with lyophilized re-warmed
E cereals with and without formula sakazaki Milk strain storage for P (37°C)
2 | probiotics including ingredients with Ad1418 powder 2 weeks at BPW + PIF
(up to 375 g sample size) probiotics ambient
temperature supplement
18 h 37°C
o Environmental samples Cronob actfer . . S0ml +
< (30 g or 30 mL or sample Process sakazakii Dish Seeding 290 mL
S device) water CCUG Brush | 48hat5+3°C BPW
28868 18h 37°C

Study

design

Unpaired

3.1.2.2 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 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 RLOD and LODsg are given Table 13.
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Table 13 — Presentation of RLOD before and after confirmation of the
alternative method results and LODsg

Level of detection at 50%

. . . (CFU / test portion)
Category (Matrixitistrainiipaln Calculation AL Reference Alternative
results method method
Infant cereals with probiotics / 0.896
1 i 1.5[0.8;2.9 1.3[0.7;2.5
Cronobacter sakazakii QL 10.403; 1.994] [ ] [ ]
11007.9
2 Infant formula with probiotics / 0.904 1.110.6;1.8] 0.9[0.5; 1.6]
Cronobacter sakazakii Ad1418 [0.461,1.770] |05
3 Process water / Cronobacter 1.108 151[0.8; 2.6] 1710.9: 3.0]
sakazakii CCUG 28868 [0.524; 2.344
0.967
Combined results [0.635; 1.473] 1.3[0.9; 1.8] 1.20.9;1.7]

Note : the LODsy have been recalculated according to the most recent spreadsheet
available on the ISO website. No change was observed with the previous values.

3.1.2.3 Conclusion

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

The LODs varies from 1.1 to 1.5 CFU/test portion for the reference method and
from 0.9 to 1.7 CFU/ test portion for the alternative method.

3.1.3 Inclusivity / exclusivity

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

3.1.3.1 Test protocols

» Inclusivity

For the initial validation study (2012), 52 target strains were tested. Cultures were
performed in BHI medium, incubated at 37°C. Dilutions were done in order to
inoculate between 10 to 100 cells/225 mL BPW. The broths were incubated for 16 h
at 37°C. The alternative method protocol was then performed.

For the extension study, the inclusivity testing was performed again as the protocol
dedicated to big samples sizes (category 2) is more selective than the protocol tested
ADRIA 23/87 04 September 2025
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for the initial validation study. Dilutions were done in order to inoculate between 10 to
100 cells/225 mL BPW + PIF supplement, the broths were incubated for 18 h at 37°C
and the protocol of the alternative method was then applied.
The same strains were tested for both initial and extension studies

»  Exclusivity
For the initial validation study, 31 non-target strains were tested. Cultures were
performed in BHI medium, incubated at 37°C. Dilutions were done in order to
inoculate 10° cells/mL BPW. 20 h incubation time was used. The alternative method
protocol was then performed.

3.1.3.2 Results

Raw data are given in Appendix 6.

2 Inclusivity
For both studies (initial and extension), the 52 target strains showed positive results.

> Exclusivity

The 31 non-target strains showed negative results.
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3.1.4 Practicability

The alternative method practicability was evaluated according to the AFNOR criteria
relative to method comparison study.

Y0zl Ree s 1o The kit must be stored between +2°C and 8°C. Reagents stored between +2°C

shelf-life and and +8°C can be used until the expiration date indicated on the reagent tube

modalities of (See page 5)

utilisation after first

use

Time to results Negative samples
Steps Alternative method

Reference .
Method Infant formu!a Environmental
(+ vancomycin) samples
Sampling Day 0 Day 0 Day 0
Extraction / Day 1 Day 1
PCR / Day 1 Day 1
mLST subculture Day 1 / /
Streaking onto selective agar Day 2 / /
Final negative result Day 3 Day 1 Day 1
Positive presumptive sample or positive sample
Steps Alternative method
Reference .
Method Infant formula Environmental
(+ vancomycin) samples

mLST subculture / / Day 1
Streaking onto
RAPID’S?akazakii / Day 1 Day 2
Reading RAPID’ Sakazakii / Day 2 Day 3
Streaking onto nutritive agar Day 3 / /
Oxidase test Day 5 / /
API 20E test Day 5 / /
Final positive result Day 6 Day 2 Day 3

Common step with
the reference
method

The enrichment step is common with the reference method only for the
environmental samples

The screening of the positive and negative samples is done within one day with the
iQ-Check Cronobacter spp. detection kit, while three days are required with the ISO
22964 method.
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Inter-laboratory Study

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

Study organisation

Probiotic infant formula containing Lb. reuteri was contaminated with the wild
Cronobacter sakazakii Ad 940 strain species. In order to facilitate the study, the infant
formula was first homogenized in sterile water. Samples were sent to 13 laboratories.

Samples were inoculated and sent on Monday 19 March 2012, as described below:

- 24 labelled samples (30 ml) for Cronobacter spp. detection by iQ-Check
Cronobacter spp. method,

- 24 labelled samples (30 ml) for Cronobacter spp. detection by the reference
method ISO/TS 22964 (2006),

- 1 unlabelled milk sample for aerobic mesophilic flora enumeration by ISO 4833
method,

- 1 water flask labelled “Temperature Control” with a temperature probe for
temperature control during transport and storage in the laboratory until the
beginning of the analyses.

The analyses were started on Wednesday 21 March 2012.
The targeted inoculation levels were:

- 0 CFU/30 g,
- 1-10 CFU/30 g,
- 5-50 CFU/30 g.

At least, each laboratory received 24 samples of 30 g, i.e. 8 samples per inoculation
level and method.

Blinded samples (code is only known by the expert laboratory) were placed in
isothermal boxes, which contained cooling blocks, and express-shipped to the
different laboratories.

A temperature control flask containing temperature probe was added to the package
in order to register the temperature profile during the transport, package delivery.
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Samples were shipped in 24 h to 48 h to the different laboratories. Sample
temperature had to stay lower or equal to 8,4°C during transport, and between 0°C —
8,5°C at arrival.

Collaborative study laboratories and the expert laboratory carried out the analyses
with the alternative and reference methods at day 2, except Lab J at day 3.

Experimental parameters controls

Strain stability and background microflora stability

Sample stability was performed by inoculating the matrix at 10 CFU/30 ml, 1 CFU/30
ml and 100 CFU/30 ml. Enumerations were performed for the high contamination level
and detection analyses were performed for the low contamination level. Triplicata
were analysed, and the results are given in the Table 14.

Table 14 - Sample stability

Detection /30 ml (ISO/TS 22964 reference method .
. ! , . . Enumeration (CFU/ml)
Low level inoculation High level inoculation
Sample | Sample | Sample | Sample | Sample | Sample | Sample | Sample | Sample

1 2 3 1 2 3 1 2 3
Day 0 - + - + + + 190 170 250
Day 1 + + - + + + 66 91 74
Day 2 + + + + + 66 72 63

No evolution was observed during storage at 5°C + 3°C.

Contamination levels

The contamination levels and the sample codification were the following (see
Table 15).
Table 15 - Contamination levels

Theoretical

Level Samples target level True level Low limit / High limit /
(b/30 ml) (b/30 ml sample) 30 ml sample 30 ml sample
Leveto | 2701 TN / / /
Lowlevel | 174292122171y 08 0.7 10
Hightevel | 3727782131 0 206 17.9 2.7
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3.2.2.3 Logistic conditions

Temperature conditions are given in Table 16.

Table 16 - Sample temperatures at receipt

Temperature . Temperature . Day of
Collaborators measured at recflpt meas.ureg Day of receipt analysis
by the sensor (°C) at receipt (°C)

A 2.0 4.1 20/03/2012 | 09h30 | 21/03/2012
B 1.0 34 20/03/2012 | 14h00 | 21/03/2012
C 1.5 4.0 20/03/2012 | 15h30 | 21/03/2012
D 2.0 55 20/03/2012 | 15h50 | 21/03/2012
E 2.0 4.7 20/03/2012 | 10h00 | 21/03/2012
F 2.0 1011 20/03/2012 | 14h00 | 21/03/2012
G 1.5 4.2 20/03/2012 | 11h40 | 21/03/2012
H 3.0 3.1 20/03/2012 | 11h15 | 21/03/2012
I 0.0 1.1 20/03/2012 | 10h30 | 21/03/2012
J 1.5 4.8 20/03/2012 | 12h00 | 22/03/2012
K 15 4.9 20/03/2012 | 13h00 | 21/03/2012
L 25 5.0 20/03/2012 | 11h10 | 21/03/2012
M 1.0 25 20/03/2012 | 13h30 | 21/03/2012

No problem was encountered during the transport or at receipt for the
13 collaborators. All the samples were delivered on time and in appropriate
conditions. Temperatures during shipment and at receipt were all correct.

3.2.3 Results analysis
Raw data are provided in Appendix 7.

3.2.3.1 Expert laboratory results

The results obtained by the expert laboratory are given in Table 17.

" Temperature measured after the sample storage at 4°C
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Level

Table 17 — Results obtained by the expert Lab.

Reference method

Alternative method

before confirmation | after confirmation
LO 0/8 0/8 0/8
L1 4/8 5/8 4/8
L2 8/8 8/8 8/8

BIO-RAD

All the results were in agreement between the reference and the alternative methods.

Results observed by the collaborative laboratories

> Aerobic mesophilic flora enumeration

Depending on the Lab results, the enumeration levels varied from 8 CFU/ml to
66 CFU/mI, except for Lab K which numerated 2.0 x 10° CFU/ml.

> Cronobacter spp. detection

13 collaborators participated to the study.

Fractional positive recovery results were observed at level L1, for all the labs.
Many cross contaminations were observed:

The Lab J started the analyses at Day 3, at 7 h am, while all the others run the
analyses in the afternoon of Day 2, as expected.

The reviewers of this study have been contacted. Taking into account that fractional
recovery results are still observed at level L1, it was concluded to integrate the Lab J
results in the study.

Cross contaminations were observed in the blank samples for many Labs, either with
the reference and the alternative methods. They are mainly due to the fact that:

- the Labs used micropipettes to transfer the primary enrichment broth to the second
step of the protocols,
- the Labs were not used to run PCR based assays.

The results obtained are provided in Table 18 (reference method) and Table 19
(alternative method).
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Table 18 - Positive results by the reference method (ALL the collaborators)

Contamination level
Collaborators L0 L1 12
A 0 1 8
B 0 2 8
C 2 5 8
D 0 4 8
E 0 6 8
F 1 6 8
G 2 4 8
H 4 6 8
I 0 5 8
J 0 6 8
K 0 3 8
L 0 3 8
M 0 3 8
Total Po=9 P1=54 P1=104

Table 19 - Positive results (before and after confirmation)
by the alternative method (ALL the collaborators)

Contamination level

Colla- Lo L1 L2
LEIWWEN PCR | Confirmation | Final PCR | Confirmation |  Final PCR | Confirmation Fi
result result result result result result result result inal result
A 1 0 0 6 5 5 8 8 8
B 1 0 0 6 6 6 8 8 8
C 7 6 6 5 4 4 8 8 8
D 5 0 0 5 5 5 8 8 8
E 0 0 0 5 5 5 8 8 8
F 1 0 0 4 4 4 8 8 8
G 0 0 0 6 6 6 8 8 8
H 3 0 0 6 6 6 8 8 8
| 0 0 0 3 3 3 8 8 8
J 0 0 0 4 4 4 8 8 8
K 0 0 0 5 5 5 8 8 8
L 0 0 0 2 2 2 8 8 8
M 5 3 3 6 4 4 7 7 7
Total | Pp=23 Co=9 CPy=9 | P1=63 Ci=59 |CPy=59|P,=103| C,=103 |CP,=103

According to the AFNOR technical rules, it is possible to include the results from a
collaborator with maximum one cross contamination (presumptive or confirmed result)
at Level 0. For this study, 5 collaborators should be removed (C-D-G-H- M); in this
case, only 8 data sets remain available. It was thus decided to keep among these
5 labs, the labs with the least contamination as it was done for the initial validation
study:

- Lab D: 5 positive results not confirmed results with the alternative method,
- Lab G 2 positive results with the reference method.
ADRIA
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Finally, the results from 10 Labs were used for interpretation: A, B, D, E, F, G, |, J, K
and M.

3.2.3.3 Results of the collaborators retained for interpretation

The results obtained with the 10 labs kept for interpretation are presented in Table 20
(reference method) and Table 21 (alternative method).

Table 20 - Positive results by the reference method
(Without Labs C, H and M)

Collaborators
A 0 1 8
B 0 2 8
D 0 4 8
E 0 6 8
F 1 6 8
G 2 4 8
I 0 5 8
J 0 6 8
K 0 3 8
L 0 3 8
Total Po=3 P1=40 P.=80

Table 21 - Positive results (before and after confirmation)
by the alternative method (Without Labs C, H and M)

Contamination level

Colla- LO L1 L2
CLEIGEN PCR [ Confirmation | Final PCR | Confirmation | Final PCR | Confirmation | Final
result result result result result result result result result
A 1 0 0 6 5 5 8 8 8
B 1 0 0 6 6 6 8 8 8
D 5 0 0 5 5 5 8 8 8
E 0 0 0 5 5 5 8 8 8
F 1 0 0 4 4 4 8 8 8
G 0 0 0 6 6 6 8 8 8
I 0 0 0 3 3 3 8 8 8
J 0 0 0 4 4 4 8 8 8
K 0 0 0 5 5 5 8 8 8
L 0 0 0 2 2 2 8 8 8
Total Po=8 Co=0 CPo=0 | P1=46 Ci=45 |CP1=45| P,=80 C.=80 |CP.=80
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Calculation and interpretation

Calculation of the specificity percentage (SP)

The percentage specificities (SP) of the reference method and of the alternative
method, using the data after confirmation, based on the results of level LO are the
following (See Table 22).

Table 22 - Percentage specificity

Specificity for the

P
SPyes = <1 - (—0>>x 100 % = 96.3 %
reference method N-

CP,
Specificity forthe RN (1 _ (N—0>>x 100 % =

! _ 100.0 %
alternative method

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 the blank samples

Calculation of the sensitivity (SE..), the sensitivity for the reference method
(SE.1), the relative trueness (RT), the false positive ratio for the alternative
method (FPR) and the false negative ratio for the alternative method (FNR)

Fractional positive results were obtained for the low levels (L1). This inoculation level
was retained for calculation.

A summary of the results of the collaborators retained for interpretation and obtained
with the reference and the alternative methods for Level 1 is provided in Table 23.

Table 23 - Summary of results for all collaborators obtained with the reference
alternative methods for Level 1

Reference method

positive (R+) negative (R-)

CUCTOEGTER G Positive Agreement (A+/R+) Positive Deviation (R-/A+)
positive (A+) PA =24 PD=21

UCTHEGTER G EG B Total Negative Deviation (A-/R+) | Total Negative Agreement (A-/R-)
negative (A-) TND =16 (0 NDFN(an; 0 PAFp(an)) TNA=19 (0 NAFN(an); 1 PDFP(an))

Based on the data summarized in Table 23, the values of sensitivity of the alternative

and reference methods, as well as the relative trueness, false positive ratio and false

negative ratio for the alternative method taking account the confirmations, are the
following (See Table 24).

Reference method

Response
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Table 24 - Sensitivity, relative trueness and false positive ratio percentages

Level 1
--- PA + PD)
Sensitivity for the SE... = ( x 100 % 0
alternative method @™ (PA+TND + PD) ’ 73.8%
Sensitivity for the SE — (PA+TND) 100 % 0
reference method ref = (PA+TND + PD) x ° 65.6%
_ (PA + TNA)
Relative trueness RT = Txmo % 53.8%
False positive ratio for the PAgpp(aiey + PDpp (air) 0
alternative method HER= TNA x 100 % 5%
False negative ratio for the _ NApn(aiey + NDenair)
alternative method FNR = PA+TND + PD 0.000

3.2.4.3 Interpretation of trueness data

The negative deviations are listed in Table 25 for Level 1 and the positive deviations
in Table 26 for Level 1.

Table 25 - Negative deviations for Level 1

Confirmation

A1 - /

B20 - /

D9 -
E18 -
E20 -

F1 -

F4 -
F14 -

1 -

19 -
121 -
J18 -
J20 -
K18 -
L12 -
L14 -

m |O|w| >

[ P P I I R R N I

Alalalalalalalalalalmalalaaa—~

The presence of Cronobacter spp was not confirmed in the enrichment broths for the
16 samples in negative deviation.

ADRIA 33/87 04 September 2025
Summary report (Version 0)
iQ-Check Cronobacter spp.



ADRIA

BIO-RAD

Table 26 - Positive deviations for Level 1

iQ Check Cronobacter

Lab Level Sample n°
PCR result | Confirmation
1 A9 + +
1 A12 + +
A 1 A14 + +
1 A18 + +
1 A20 + +
1 B1 + +
1 B4 + +
B 1 B9 + +
1 B12 + +
1 B14 + +
1 D4 + +
D 1 D21 + +
E 1 E4 + +
F 1 F12 + +
1 G1 + +
G 1 G9 + +
| 1 120 + +
1 K1 + +
K 1 K14 + +
1 K20 + +
L 1 L4 + +

For an unpaired study design, the difference between (TND — PD) is calculated for

the level(s) where fractional recovery is obtained (so Li and possibly L;). The
observed value found for (TND — PD) shall not be higher than the 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:

where

P x(ref) =

Nx(ref) =

where
CPxany =

Nyary =

Px (ref)

(p+)ref = Ny (rep)

is number of samples with a positive result obtained with the reference
method at level x (L1 or L) for all laboratories

is number of samples tested at level x (L1 or L») with the reference method
by all laboratories

CP x (alt)

®PHar =
att Nx (alt)
is number of samples with a confirmed positive result obtained with the
alternative method at level x (L1 or L) for all laboratories
is number of samples tested at level x (L1 or L2) with the alternative method

by all laboratories
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(TND - PD)max = \/3Nx (ref) X ((p‘l')ref + (p‘l')alt - 2((p+)ref X (p +)alt))

where
Nyren = 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 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
reasons for acceptance of the alternative method when the AL is not met shall be
stated in the study report.

In this study, fractional recovery was observed at Level 1. The calculations are the
following, according to the ISO 16140-2:2016 and ISO 16140-2/A1:2024 (See

Table 27).
Table 27 - Calculations

Level 1
Nx 80
(pt)ret 0.5
(p)ait 0.6
AL = (TND - PD) max 10.95
TND - PD -5
Conclusion TND-PD< AL

The calculated values for TND-PD meet the acceptability limits defined in the
ISO 16140-2:2016 and ISO 16140-2/A1:2024.

3244

ADRIA

Evaluation of the LODso and RLOD between laboratories

The LODsy was calculated using the Excel spreadsheet available at
https://standards.iso.org/iso/16140/-2/ed-1/en/amd/1/PODLOD-interlab_ver2.xlsm.
The RLOD is the ratio of LODs of the alternative method and of the reference method
calculated as follows: RLOD= LODy;ai/ LODy; rer.

The results are used only for information (see Table 28).

Table 28 - LODs, and RLOD

LOD 50%

Reference 0.877[0.565;1.360] 0.765
Alternative | 0.671[0.474;0.949] '
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GENERAL CONCLUSION

ADRIA

The method comparison study conclusions are:

3]

In the sensitivity study, 3 categories were tested: 2 food categories and the
environmental samples. The protocol of the alternative method shows
9 positive deviations (PD) and 2 total negative deviations (TND) for the
3 categories tested. The TND - PD and TND + PD meet the acceptability limits
(AL) whatever the categories, and as well for the 3 tested categories. No false
negative result was observed during the study (FNR= 0%)

The Relative Levels of Detection (RLOD) meet the AL fixed at 2.5 whatever
the matrix/strain pairs tested.

The inclusivity and exclusivity testing gave the expected results for the
52 target strains and the 31 non-target strains.

The screening of the positive and negative samples is done within one day
with the iQ-Check Cronobacter spp. detection kit, while three days are
required with the ISO 22964 method.

It is possible to store the primary enrichment broth for 48 h at 5 £ 3°C for
category 1 (Infant formula and infant cereals with and without probiotics
including ingredients - 30 g sample size) and category 3 (environmental
samples), and for 72h at 5 + 3°C for category 2 (infant formula and infant
cereals with and without probiotics including ingredients - 375 g sample size).

The inter-laboratory study conclusions are:

3]

The data and interpretations comply with the ISO 16140-2:2016, 1ISO 16140-
2/A1:2024 requirements and AFNOR technical rules (Revision 12). The iQ-
Check Cronobacter spp. method is considered equivalent to the ISO
standard.

Quimper, 04 September 2025

Astrid CARIOU e

)
Manager s
7 4

Method performancein-food Sf(crobiology

| hereby attest to the validation of the verification of the
conformity of the report (opinion and interpretation).
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Appendix 1 — Flow diagram of the alternative method: iQ-Check Cronobacter spp.

Infant formula and infant Infant formula and infant
cereals with and without Environmental samples cereals with and without
probiotics including probiotics including
ingredients ingredients
30 g + 270 mL BPW with 30 g or 30 mL+ 270 mL BPW 3759+ 1125 mL
vancomycin 1 swab + 10 mL BPW (2) pre-warmed BPW with PIF
(10 mg/L) 1 sponge + 100 mL BPW supplement*
1 wipe + 225 mL BPW
20h+2hat37°C+1°C (3) 18h+2hat37°C+1°C (4 18-26 hat37°C+1°C (%)
Possibility to Possibility to
Possibility to 1m|? rlnbglrlnﬁf r§PW stor © for 4§ h store for 72 h
store for 48 h at5°C £3°C at5°C + 3°C
at 5°C + 3°C v
4h+t1hat37°C
FDRS protocol
v v

Activate the iQ-Check Free DNA
Remowal So\lltjtion (FDRS)

Rehydrate Reagent G1in 1 mL distilled
water for 5-10 min\ﬁt room temperature

Transfer G1 to the activation buffer (G2).
Mix by inve&t/ing the tube

Pipette 10 uL of activate reagent into the
bottom of each well of a 96-Deepwell
microplate
N2

Add 100 pL of decanted enriched
sample\ﬁer well

Seal the Deepwell microplate with the X-
Pierce si/aling film

Incubate in the therméshaker without
shaking for 15 to 30 min at 37°C

Add 100 L lysis reagent in a tube
or a Deep Well plate
N

»
»

Add 100 pL
enriched BPW broth (before or after FDRS protocol)
N2
Agitation for 3 min £ 1 min with the cell disruptor
(for tubes only)

Incubation at 95 - 100°C
for 15 - 20 min in a heat block (tubes) or in the plate agitator-incubator
(plates and tubes) under agitation at 1300 rpm

Centrifugation for 5 min
at10000¢g
N

* Addition of ai-amylase for infant cereals (0.1

glL)

2 For sampling after cleaning process pre-moisten
1 swab + 1 mL broth universal neutralizing (+ 9 mL BPW)

1 sponge + 10 mL broth universal neutra
1 wipe + BPW + 10 % neutralizing agent

lizing (+ 90 mL BPW)
(+ 225 mL BPW)

3 During the validation study, a subculture in CSB broth for 24 h £ 2 h at 41.5°C was performed before streaking onto CClI
Agar (24 h + 2 h at 41.5°C £ 1°C) for negative PCR samples

ADRIA
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Transfer 5 uL of supernatant in a PCR
tube containing 45 pL
or mix PCR reagents

PCR using the CFX96 or the CFX96 Deepwell thermocyler
(2 APF tested)
N%

Confirmation of positive PCR results

—

For category 1: For category 2: For category 3 Environmental
Steaking of last enriched Steaking of BPW 10 uL onto samples:
sample (BPW) 10 uL onto RAPID’Sakazakii Agar Subculture of BPW in mLST
RAPID’ Sakazakii Agar (0.1 mL+10mL)for24 h +2hat
44°C £ 1°C
8%
Steaking

10 L onto RAPID’ Sakazakii Agar
! /
Incubation 24 h + 2 h at 44°C+ 1°C

Presence of typical colony is sufficient to confirm a positive PCR result
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Appendix 2 - Flow diagram of the reference method:
ISO 22964 (April 2017) - Microbiology of the food chain -
Horizontal method for the detection of Cronobacter spp.

10 g or 10 mL+ 90 mL BPW © according to ISO 6887 parts
Swab + 10mL BPW ©)
Sponge + 100 mL BPW
Wipe + 225 mL BPW

2
Incubation 18 h £ 2 h
at34-38°C
\!
0.1 mL+10mL CSB
\2
Incubation24 h+ 2 h
at41.5°C+1°C
\’
Streaking onto CCI Agar plate
\’
Incubation24 h+ 2 h
at41.5°C+1°C
\2
Confirmatory test on one typical colony (blue to blue green), and four other colonies
(if the first one is negative)
\’
Streaking onto non-selective agar plate (TSA)
\2
Incubation 21h £ 3 h
at37°C+1°C
\’

Biochemical confirmation (oxidase, biochemical galleries)

4 Addition of a-amylase for infant cereals (0.1 g/L)

5 For sampling after cleaning process premoisten
- 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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Year of

analysis

Sample

NO

Appendix 3 — Artificial contamination of samples

Strain

Artificial contaminations

Origin

Injury protocol

Injury
measure
ment

BIO-RAD

Global
result

Inoculation
levellsample
CFU/sample

Stored for 2 weeks at room

2020 6a Multigrain banana infant cereal | Cronobacter condimenti QL 17031.1 | Infant Formula o / 2 + 1 |a
temperature (20-25°C)
2020 9a Oatmeal banana infant cereal Cronobacter condimenti QL 17031.1 | Infant Formula Stored for 2 weeks ?t room / 4.2 + 1 ]a
temperature (20-25°C)
2020 10a | single grain raisin infant cereal | Cronobacter condimenti QL 17031.1 | Infant Formula Stored for 2 weeks ? t room / 4.2 + 1 |a
temperature (20-25°C)
2020 12a | Pure Bliss Infant Formula Cronobacter condimenti QL 17031.1 | Infant Formula Stored for 2 weeks ? t room / 4.2 + 1 ]a
temperature (20-25°C)
Infant formula with iron, 0-12 . . Stored for 2 weeks at room
2020 14a Months Cronobacter condimenti QL 17031.1 | Infant Formula temperature (20-25°C) / 4.2 + 1 ]a
2020 20a | Organic Stage 2 infant formula | Cronobacter sakazakii QL 120117-1 | Infant Formula Stored for 2 weeks ? t room / 3.8 + 1 |a
temperature (20-25°C)
2020 2b Rice and_ banana! apple - Infant Cronobacter sakazakii QL 120117-1 | Infant Formula Stored for 2 weeks ? t room / 3.8 + 11b
cereal with probiotics temperature (20-25°C)
2020 | 3p | Multi-Grain-infantcerealwith | o0 tor sakazakii QL 120117-1 | Infant Formula | Stored for 2weeks atroom 38 £ 1D
probiotics temperature (20-25°C)
2020 | b |OdtsandQuinoa-infantcereal | o0 o sakazakii QL 1201171 | Infant Formula | Stored for 2weeks atroom |, 38 £ 1D
with probiotics temperature (20-25°C)
2020 | gp |OatmealInfant cereal with Cronobacter sakazakii QL 120117-1 | Infant Formula | S10red for 2 weeks at oom |, 38 £ 1D
probiotics temperature (20-25°C)
2020 | 13p |GoodStart-infantformulawith | o0 cier turicensis QL 170315 | Infant Formula | Stored for 2weeks atroom |, 48 £ 1D
probiotics temperature (20-25°C)
2020 | 1gp | Sensitive-infantformulawith | o0 tor uricensis QL 170315 | Infant Formula | Stored for 2weeks atroom |, 48 £ 1D
probiotics temperature (20-25°C)
Fat malabsorption problems - L Stored for 2 weeks at room
2020 19b infant formula with probiotics Cronobacter turicensis QL 17031.5 | Infant Formula temperature (20-25°C) / 4.8 + 1 1b
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Artificial contaminations

analysis N Strain Origin Injury protocol measure | levellsample [REELL
ment CFU/sample
2020 1c Organic Coconut oil Cronobacter sakazakii FSL F6-044 | Food Heat treatm.ent (50-55°C 0,56 3 + 1 1c
for 10-15 minutes)
2020 2c Whole Wheat Flour Cronobacter turicensis QL 17031.5 | Infant Formula Stored for 2 weeks f t room / 4.8 + 11|c
temperature (20-25°C)
2020 5¢ Old Fashioned Oats Cronobacter turicensis QL 17031.5 | Infant Formula Stored for 2 weeks ? t room / 4.8 + 1 1|c
temperature (20-25°C)
2020 8c Organic Soy Oil Cronobacter sakazakii FSL F6-044 | Food Heal treatmlent (50-55°C 0,56 3 + 1 1|c
for 10-15 minutes)
. . . Stored for 2 weeks at room
2020 11c | Non-fat dry milk powder Cronobacter sakazakii QL 111717-2 | Powdered Milk temperature (20-25°C) / 2.5 + 11]c
2020 13c | Instant milk powder Cronobacter sakazakii QL 111717-2 | Powdered Milk Stored for 2 weeks ? t room / 2.5 + 11]c¢
temperature (20-25°C)
2020 | 14c | Skim milk powder Cronobacter sakazakil QL 111717-2 | Powdered Milk | Stored for 2weeks atroom | 25 o1 e
temperature (20-25°C)
. . . Stored for 2 weeks at room
2020 16¢c | Whey protein Cronobacter sakazakii QL 111717-2 | Powdered Milk temperature (20-25°C) / 2.5 + 1 1]c
2020 | 17c | Organic sunflower oil Cronobacter sakazakii FSL F6-044 | Food Heat ireatment (50-55°C | 54 3 o1 e
for 10-15 minutes)
2019 | 7720 |Infantcereals withoutprobiotic | 0o tor cakazaki Ad2848 Cereals Seeding Lyophilised strain 2 | 15 + |2 ]a
multi cereals weeks ambient temperature
2019 | 7721 |Infant cereals without probiotic | o\ ter sakazakii Ad2848 Cereals Seeding Lyophilised strain 2 | 15 + |2 |a
brioche weeks ambient temperature
2019 7722 Infant cereals without probiotic Cronobacter sakazakii Ad2848 Cereals Seeding Lypph|l|sed strain 2 / 15 + 2 |4
5 cereals weeks ambient temperature
2019 | 7723 |Infant cereals without probiotic | oo\ tor sakazakii Ad2848 Cereals Seeding Lyophilised strain 2 | 15 + |2 a
vanilla (10 months+) weeks ambient temperature
2019 | 7724 |Infant cereals withoutprobiotic | 0o cakazaki Ad2848 Cereals Seeding Lyophilised strain 2 | 15 + |2 ]a
cocoa biscuit weeks ambient temperature
2019 | 7725 |Infantcereals without probiotic | o\ tor sakazaki Ad2848 Cereals Seeding Lyophilised strain 2 | 15 + |2 a
vanilla weeks ambient temperature
2019 | 7726 |Infant formula stage 2 Cronobacter sakazakii Ad1418 Milk powder | S¢eding Lyophilised strain 2.1, 23 + |2 a
weeks ambient temperature
2019 7727 | Infant formula stage 2 Cronobacter sakazakii Ad1418 Milk powder Seeding Lygphlllsed strain 2 / 2.3 + 2 |a
weeks ambient temperature
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Artificial contaminations

Origin

Injury protocol

Injury
measure
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BIO-RAD

Global
result

Inoculation
level/lsample
CFU/sample

2019 | 7728 |Infantformula stage 2 organic | Cronobacter sakazakii Ad1418 Milk powder | eeding Lyophilised strain 2.1, 23 + |2
weeks ambient temperature
2019 | 7729 | Follow-up infant formula Cronobacter sakazakii Ad1418 Milk powder | Sceding Lyophilised strain 2.1, 23 + |2
weeks ambient temperature
2019 7730 | Infant formula stage 1 Cronobacter sakazakii Ad1418 Milk powder Seeding Lygph|l|sed strain 2 / 2.3 + 2
weeks ambient temperature
2019 | 7731 |Infant formula stage 2 Cronobacter sakazakii Ad1418 Mik powder | Seeding Lyophilised strain 2.1, 23 + |2
weeks ambient temperature
Infant formula with probiotics . . . Seeding Lyophilised strain 2
2019 7732 stage 2 (B.infantis 8,3.10¢ CFU/g) Cronobacter turincensis Ad1445 Milk powder weeks ambient temperature / 14 + 2
Infant formula with probiotics Seeding Lvophilised strain 2
2019 | 7733 | thick formula with starch stage 2 | Cronobacter turincensis Ad1445 | Mikpowder | % 18 OREES S50 S| 14 + |2
(Bifidobacteria 8,3.104 CFU/g) P
Infant formula with probiotics Seeding Lvophilised strain 2
2019 7734 | thick formula stage 2 (B.infantis | Cronobacter turincensis Ad1445 Milk powder K 9 é’ P / 1.4 + 2
3,7.10° CFUIg) weeks ambient temperature
Infant formula with probiotics . . Seeding Lyophilised strain 2
2019 7735 stage 2 (L. reuteri 9,8.105 CFU/g) Cronobacter sakazakii Ad2349 Milk powder weeks ambient temperature / 2.9 + 2
Infant formula with probiotics Seeding Lvophilised strain 2
2019 7736 | thick formula stage 2 Cronobacter sakazakii Ad2349 Milk powder weeks gmziepnt femperature / 2.9 + 2
(Bifidobacteria 1,5.10% CFU/g) P
Infant formula with probiotics . . Seeding Lyophilised strain 2 i
2019 7737 stage 2 (B.lactis 5,2.105 CFU/q) Cronobacter sakazakii Ad2349 Milk powder weeks ambient temperature / 2.9 2
Infant cereals with probiotics . Seeding Lyophilised strain 2
Ak TS vanilla (B. lactis 5,3.105 CFU/g) Cronobacter sakazaki Ad2849 Cereals weeks ambient temperature / 11 ¥ 2
Infant cereals with probiotics 5 . Seeding Lyophilised strain 2
ALK VY cereals (B. lactis 2,7.106 CFU/g) Cronobacter sakazakil Ad2849 Cereals weeks ambient temperature / 11 ¥ 2
Infant cereals with probiotics Seeding Lvoohilised strain 2
2019 7740 | cocoa vanilla (B. lactis 4,5.106 Cronobacter sakazakii Ad2849 Cereals K g )é P t / 1.1 + 2
CFUlg) weeks ambient temperature
Infant cereals with probiotics . Seeding Lyophilised strain 2
2019 7741 biscuit (B. lactis 1,1.106 CFUlg) Cronobacter sakazakii Ad2849 Cereals weeks ambient temperature / 1.1 + 2
ADRIA 04 September 2025

Summary report (Version 0)
iQ-Check Cronobacter spp.




BIO-RAD

Artificial contaminations

analysis N Strain Origin Injury protocol measure | levellsample [REELL
ment CFU/sample

Infant cereals with probiotics oat Seedina Lvoohilised strain 2

2019 7742 | and wheat (B. lactis Cronobacter sakazakii Ad2849 Cereals K 9 -yop / 1.1 + 2
27105 CFUIqg) weeks ambient temperature
Infant cereals with probiotics Seeding Lvoohilised strain 2

2019 7743 | biscuit and nut (B. lactis Cronobacter sakazakii Ad2849 Cereals K 9 % P t i / 1.1 + 2
4,0.105 CFUlg) weeks ambient temperature

2019 | 7744 |Maltodextrin Cronobacter dublinensis DSM18705 | Milk powder | Sceding Lyophilised strain 2.1 1.0 + |2
weeks ambient temperature

2019 | 7745 |Maltodextrin Cronobacter sakazakii Ad947 Milk powder | Seeding Lyophilised strain 2.} -, 04 + |2
weeks ambient temperature

2019 | 7746 |Non-fat dry milk powder Cronobacter dublinensis DSM18705 | Milk powder | Sceding Lyophilised strain 2.1 1.0 + |2
weeks ambient temperature

2019 | 7747 |Non-fat dry milk powder Cronobacter sakazakii Ad947 Milk powder | Seeding Lyophilised strain2.) 04 + |2
weeks ambient temperature

2019 | 7748 | Whey Cronobacter dublinensis DSM18705 | Mik powder | ¢eding Lyophilised strain 2.1, 10 - |2
weeks ambient temperature

2019 | 7749 |Whey Cronobacter sakazakii Ad947 Milk powder | Seeding Lyophilised strain 2.} -, 04 - |2
weeks ambient temperature

2019 | 7750 |Whey Cronobacter sakazakii Ad947 Milk powder | Seeding Lyophilised strain 2}, 04 v |2
weeks ambient temperature

2019 | 7751 |Maltodextrin Cronobacter sakazakii Ad947 Milk powder | Seeding Lyophilised strain 2.} 04 + |2
weeks ambient temperature

2019 | 7752 |Whey Cronobacter dublinensis DSM18705 | Milk powder | Seeding Lyophilised strain 2.1 1.0 + |2
weeks ambient temperature

2019 | 7753 |Non-fat dry milk powder Cronobacter sakazakii Ad947 Milk powder | Seeding Lyophilised strain 2.} -, 04 + |2
weeks ambient temperature

2019 | 7754 |Non-fat dry milk powder Cronobacter dublinensis DSM18705 | Milk powder | Seeding Lyophilised strain 2.1 1.0 + |2
weeks ambient temperature

2019 | 7755 |Non-fat dry milk powder Cronobacter dublinensis DSM18705 | Milk powder | Sceding Lyophilised strain 2.1 1.0 + |2
weeks ambient temperature

2020 24 Process Water (Post clean - Port | Cronobacter dublinensis CCUG Water fountain | Heat treatment (50 - 55°C 0.8 18 + 3

1) - Spice Manufacturer 58095 Basin for 10-15 minutes) ’ '
2020 4d Process Water (Post clean - Port | Cronobacter dublinensis CCUG Water fountain | Heat treatment (50 - 55°C 0.8 18 + 3
2)-Milk and Dairy Manufacturer | 58095 Basin for 10-15 minutes) ’ '
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2020 7d Process Water (Preclean - Port | Cronobacter dublinensis CCUG Water fountain | Heat treatment (50 - 55°C 0.8 18 + 3 |a
4)-Spice Manufacturer 58095 Basin for 10-15 minutes) ’ '

2020 8d Process Water (Post clean - Port | Cronobacter dublinensis CCUG Water fountain | Heat treatment (50 - 55°C 0.8 18 + 3 |a
4)-Spice Manufacturer 58095 Basin for 10-15 minutes) ’ '

2020 9d Process Water (Preclean - Port | Cronobacter dublinensis CCUG Water fountain | Heat treatment (50 - 55°C 0.8 18 + 3 |a
5)-Milk and Dairy Manufacturer | 58095 Basin for 10-15 minutes) ’ '

2020 124 Process W§ter (Post clean - Cronobacter sakazakii CCUG 64760 Environment, Heat treatmlent (50 - 55°C 0.84 4 + 3 |a
Hose 1)-Spice Manufacturer Industry for 10-15 minutes)

2020 14d Process Wa_lter (Post clean - Cronobacter sakazakii CCUG 64760 Environment, Heat treatm.ent (50 - 55°C 0.84 4 + 3 |3
Hose 2)-Spice Manufacturer Industry for 10-15 minutes)
Process Water (Preclean - Hose , Environment, Heat treatment (50 - 55°C

A I 3)-Milk and Dairy Manufacturer Cronobater sakazakii CCUG 64760 Industry for 10-15 minutes) 084 4 * 3 |a

2020 | 21e |SWab-Doorhandie#-Milkand | oo ooter muytiensiiaL 17031.6 | EMVIONMeNtEl g s at 4°C / 18 + |3 b
Dairy Manufacturer Isolate
Swab - Employee glove - post o Environmental o

2020 22e shift (Left) - Spice Manufacturer Cronobacter muytjensii QL 17031.6 Isolate 48 hours at 4°C / 1.8 + 3 |b
Sponge - Mixing Blade #3 Environmental

2020 23e | (Preclean) - Milk and Dairy Cronobacter muytjensii QL 17031.6 Isolate 48 hours at 4°C / 1.8 + 3 |b
Manufacturer
Swab - Employee glove - post Environmental

2020 24e | shift (Right) - Spice Cronobacter muytjensii QL 17031.6 Isolate 48 hours at 4°C / 1.8 + 31b
Manufacturer
Sponge - Employee shoe - post C Environmental o

2020 25e shift (Left) - Spice Manufacturer Cronobacter muytjensii QL 17031.6 Isolate 48 hours at 4°C / 1.8 + 3 |b
Sponge - Employee shoe - post

2020 26e | shift (Right) - Spice Cronobacter sakazakii CCUG 28870 | Dish Brush 48 hours at 4°C / 2.25 + 3 |b
Manufacturer

2020 | 27¢ |Swab-Drain#4 (Preclean)-Milk | o 0. o sakazakii CCUG 28870 | Dish Brush 48 hours at 4°C / 225 + |3 |b
and Dairy Manufacturer

2020 | 28e |Sponge-TrashCan#d-Mik o 00 o sakazakii CCUG 28870 | Dish Brush 48 hours at 4°C / 225 + |3 b
and Dairy Manufacturer
Sponge - Conveyer belt #3

2020 29e | (Preclean) - Milk and Dairy Cronobacter sakazakii CCUG 28870 | Dish Brush 48 hours at 4°C / 2.25 + 3 |b
Manufacturer
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Appendix 4 — Sensitivity study: raw data

BIO-RAD

INFANT FORMULA AND INFANT CEREALS WITH AND WITHOUT PROBIOTICS INCLUDING INGREDIENTS (30 g sample size) (Study realized by Q-Laboratories Inc.)

Alternative method: iQ -Check Cronobacter spp
S0 22964 30 g + 270 mL BPW + 10 g /mL vancomycin - 20h £ 2h at 37°C £ 1°C + 1mL enriched BPW + 9mL BPW 4hz 1h at 37°C £ 1°C
PCR RAPID'Sakazakii (direct streaking 10 pl)
e Easy protocol Confirmation Final Result Agreement -
2 Product APF APF with FDRS APF Fast APF Fast with FDRS 2 Without purification |  With purification Negative Al Easy protocol Easy Protocol a8>’ g
£ = step step : =
S = 2 (ssa:\plles confir- 3
i i ~nti — - - -— ubculture | - -
CCl | Oxidase | dentiication | 81 g | ¢ |3 S| 5 |3| S| 5 |3| S| 5| 3| 5| 8 | ochemical | 3 | Biochemical |cssrsweakig| ™2 | | 5 | % | % 2 £,| & |32
= 3 | 8| 2 3 3 = 3 3 = S 8 8 & 8 onto CCl) tests |w |2 L | L9 w =Y [P w
T3 . | S| T : = T3 s = [ : = = S | gallery (API S | gallery (API T e e Lo w w 't
5 Q < 5 Q o 5 Q o 5 © o > 2 2 < g e |as < o o oS
K i = I = S K = S K = S = S ID32) S ID32) < |<|<% < < <%
13 Organic baby 2 i Cronobacter + 20 3283 20 3272 20 3388 20 3339 M i Cronobacter i Cronobacter / ‘ + + + + PA PA PA PA 11a
cereal spp. spp. spp.
2a | tep 1ifant : / / : 3276 | - 268 | - | - | 336 | - 3826 | - | - | J / / / i -l - -] - Na | NA| NA| NA[1]a
3a | Step Sinfant : / / : 3255 | - 3239 | - | - | 3346 | - | - |3308] - | - | J / / / i -l - -] - Na | NA| NA| NA[1]a
4a g;fg:l“”fa”t : / / : 33.05 | - 277 | - | - || - | - 33| - | - | / / / i ol -] - | NA | NA| NA|NA|1]a
5a Stage 2 infant 2 i Cronobacter + 28.7 + | 23 3317 | + 20 3438 | + 20 3304 | + M i Cronobacter i Cronobacter / + + + + + PA PA PA PA | 1|a
cereal Spp. Spp. spp.
Multigrain Cronobacter Cronobacter Cronobacter
6a | banana infant +1/2 - + 179 | 3366 | + | 19.35 | 34.04 | + 19 3380 | + 20 3312 | + +M - - / + + + + + PA PA PA PA 1] a
cereal SPp- Spp. Spp.
7a | oatmeal - / / - 36.29 | - 36 - - 33.34 - - 33.31 - - / / / / - - - - - - NA NA NA NA 1] a
ga | Single grain - / / - 3551 | - 3583 | - - 3349 | - - | 3344 - - / / / / - - - - |- -| N | NN | N | NA |[1]a
infant cereal
Oatmeal Cronobacter Cronobacter Cronobacter
9a | banana infant +1/2 - + 219 3272 | + 23 33.25 + 22 33.38 + 22 32.98 + +M - - / + + + + + PA PA PA PA 1] a
cereal SPp- SPP- SPP-
single grain
10a | raisin infant N - Cronobacter |, 1 9y | 3356 | + | 39 - +| 20 | 3383 |+ | 20 |3325| + | +m | - | Cronobacter | | Cronobacter / ¥ +| + |+ |+« | PA| PA| PA| PA|1]a
cereal SPp- SPp. SPp.
11 | Neosure infant | _ / / : 3461 | - %36 | - | - | 3345 | - | - |35 - | - |y / / / i ol oo - Na | NA | NA| NA[1]a
formula
12a Pure Bliss Infant /2 i Cronobacter + 206 3286 | + % 3772 + 20 3363 + 20 3353 + M i Cronobacter i Cronobacter / + + + + + PA PA PA PA 11a
Formula Spp. Spp. Spp.
State 1 Non- Cronobacter Cronobacter Cronobacter
13a | GMO Infant +1/2 - + 19.5 329 | + 20 32.96 + 20 64.08 + 20 33.61 + +M - - / + + + + + PA PA PA PA 1] a
Formula SPp- Spp. Spp.
Infant formula Cronobacter Cronobacter Cronobacter
14a | with iron, 0-12 +1/2 - + 215 3209 | + 22 32.48 + 22 33.37 + 22 33.48 + +M - - / + + + + + PA PA PA PA 1] a
Months Spp. Spp. Spp.
15 | tage 23infant | / / : 3556 | - 328 | - | - | 3336 | - | - |35 - | - | 1 / / / i ol - -] - Na | NA| NA| NA[1]a
formula
16a | S0y based : / / : 36.16 | - 204 | - | - | 3385 | - | - |38 - | - | / / / : ol -] - | NA | NA| NA|NA|1]a
infant formula
17a | Non-GMO M | .| Cromobacter oo q 13095 |+ | 23 | 3205 | + | 22 | 3311 | + | 22 |3352| + | +m | . | Cromobacter | | Cronobacter / s+ |+ + |+ + | pa| PA| PA| PA|1]a
Infant Formula Spp. Spp. Spp.
1ga | IMfantformula | 4o | | Cronobacter || 493 | 3993 | 4| 20 | 3262 | + | 20 | 3455 | + | 20 [3394| + | em | . | Cronobacter | ) Cronobacter / + |+ |+ |+ |+ | Pa| PA| PA| PA|1]a
with iron Spp. Spp. Spp.
Organic infant
19a | formula with - / / - 33.04 | - 32.85 - - 33.51 - - 33.38 - - / / / / - - - - - - NA NA NA NA 11]a
lactose
20q | Or0anicStage 2 4y || Cronobacter | qgg | azqq | 4| 20 | 3243 | + | 20 | 3353 | + | 20 |3372| + | +m | - | Cronobacter | | Cronobacter / s+ |+ |+ |+ |+ | Pa| PA| PA] PA|1]a
infant formula Spp. spp. spp.
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BIO-RAD

INFANT FORMULA AND INFANT CEREALS WITH AND WITHOUT PROBIOTICS INCLUDING INGREDIENTS (30 g sample size) (Study realized by Q-Laboratories Inc.)

Alternative method: iQ -Check Cronobacter spp
S0 22964 30 g + 270 mL BPW + 10 g /mL vancomycin - 20h £ 2h at 37°C £ 1°C + 1mL enriched BPW + 9mL BPW 4hz 1h at 37°C £ 1°C
PCR RAPID'Sakazakii (direct streaking 10 pl)
e Easy protocol Confirmation Final Result Agreement -
% Product APF APF with FDRS APF Fast APF Fast with FDRS 2 Without purification With purification Negative Al Easy protocol Easy Protocol 08)’ g
£ = step step : =
S = 2 (ssa:\plles confir- 3
H H H — - - — ubcuiture - . - -
OCl | Oxdase | ldentiication | 1 g | o |21 8| g [3] S| 5 |3| S| 5| 3| 3| 8| sochemical | g | Biochemical |csmrsteaing| W0V | | £, B |BE | £, | F | BE
B | J |8 8| 2 |8 B S lEl s | S 2] 2] 8| glleyaPl | S | gallery(API | omoCO o | Fy¥ue v o | Fx) o up
= O © > (&) © = (&) © = (&) © > < = < &E 'a_' &5 < &E & &5
S - |E| = = S S = S S = S = S ID32) e} ID32) < |[<|<% < < <%
Frawler - infant
qp | cereal with . / / . 3234 | - 3226 | - | - [ B4 | - | - [3a]| - | - | 4 / / / - - |- - -] -] N | N | N| N |T]D
probiotics
(8.2.108CFUIg)
Rice and
banana apple -
2 |infantcereal | +#12 | - | CTOMOPACr |\ 04 T arg7 |+ | 19 | 3335 | + | 21 | 3675 | + | 19 | 368 | + | +m | . | Cronobacter |} Cronobacter / + |+ |+ |+ |+ | PA| PA| PA| PA|1]|D
. S spp. Spp. Spp.
with probiotics
(4.9.106CFU/g)
Multi-Grain -
gp | Mfantcereal g, || Cromobacter | g gpqg |+ | 19 | 3099 | + | 20 | 3316 | + | 20 |3246| + | em | - | Cronobacter ) - Cronobacter | + o f+ |+ |+« | pa | pa | PA| PA 1]
with probiotics Spp. spp. spp.
(6.5.106CFU/g)
Organic with
DHA - Infant Cronobacter Cronobacter Cronobacter
4b | Cereal with R |- + | 199 | 3593 |+ | 19 | 3229 [ + | 20 368 |+ | 19 [3323| + | +M | - - / ¥ +| + | +| + | PA| PA| PA| PA |1]D
bioti spp. Spp. Spp.
probiotics
(2.3.106CFU/g)
Single grain rice
sy |-infantcereal |y || Cronobacter | qgg | 3508 |+ | 19 | 3337 | + | 19 | 3539 | + | 19 |3344 | + | em | - | Cronobacter ) - Cronobacter | + l+ |+ |+« | pa|pa | PA|PA|T]D
with probiotics Spp. spp. spp.
(5.0.106CFU/g)
Qats and
Quinoa - infant
6b | cereal with s | .| Cromobacter |l o0 Lo |+ | 20 | 3147 | + | 21 | 3349 | + | 21 [3241| + | em | - | Cromobacter | | Cronobacter / " +| + |+ |+« | PA| PA| PA| PA |1]D
biot Spp. Spp. Spp.
probiotics
(8.9.105CFUIg)
Single grain
variety pack -
7b |infant cereal - / / - 3246 | - 3164 | - - 3335 | - - 3265 - - / / / / - - - - |- - | NA| N | N | NA [1]D
with probiotics
(8.2.106CFUlg)
Oatmeal Infant
go |CErealwith g || Cromobacter |yl 5 | g5g5 |+ | 20 | 3508 | + | 20 | 3694 | + | 20 |3357| + | em | . | Cronobacter | Cronobacter b |+ x|+ |+ | PA | PA | PA| PA [1]D
probiotics spp. spp. spp.
(1.3.108CFUlg)
Organic
oatmeal with
go | Choline-infant | ) / : 3267 | - 3266 | - | - |37 | - | - |s283| - | - | / / / : -l -l Na | Na | Na | NA (1]
cereal with
probiotics
(1.8.108 CFUIg)
Oatmeal
banana
op | STAWDRITY - | g || Cronobacter | o041 aapt |+ | 19 | 3599 | + | 20 | 3668 | + | 20 |3481| + | em | - | Cromobacter -} Cronobacter | s o f+ |+ |+« | pa|pa | Pa|PA|1]D
infant cereal spp. spp. spp.
with probiotics
(45108 CFUIg)
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BIO-RAD

INFANT FORMULA AND INFANT CEREALS WITH AND WITHOUT PROBIOTICS INCLUDING INGREDIENTS (30 g sample size) (Study realized by Q-Laboratories Inc.)

Alternative method: iQ -Check Cronobacter spp
S0 22964 30 g + 270 mL BPW + 10 g /mL vancomycin - 20h £ 2h at 37°C £ 1°C + 1mL enriched BPW + 9mL BPW 4hz 1h at 37°C £ 1°C
PCR RAPID'Sakazakii (direct streaking 10 pl)
e Easy protocol Confirmation Final Result Agreement -
% Product APF APF with FDRS APF Fast APF Fast with FDRS 2 Without purification With purification Negative Al Easy protocol Easy Protocol 08)’ §
£ S step step samples fi 8| F
8 [ ificati 3 8 (Subcuplture comtir ©
= = = = 4 -— —— -— ——
CCl | Oxidase | dentiication | 81 g | ¢ |3 S| 5 |3| S| 5 |3| S| 5| 3| 5| 8 | sochemical | g | Biochemical |cssrsweaking| ™2V | | 5 | % | % 2 £,| & |32
B o | 5 o o B o o 3 o o S S S onto CCl) tests L | Sl w wl W e w w2
3 > 2] 3 . e D . e T . g s | = | gallery(API | = | gallery (API | loow |uf % || o |t
5 Q < 5 Q o 5 Q o 5 © o > 2 2 < g e |as < o o oS
= - £ & - i = - i A - i = © ID32) O ID32) < |<|<%E < < <%
Comfort - infant
11p | formula with . / / . 3278 | - 3275 | - | - | BT | - | - (3R] - | - | / / / - - |- - -] -] N | N | N| N |T]D
probiotics
(9.6.105CFUJg)
With iron - infant
12p | formula with : / / : 3235 | - 3244 | - | - | 3291 | - | - [3809] - [ - | J / / / - - |- - -] -] N | N | N| N |1]D
probiotics
(7.2.105CFUJg)
Good Start -
13b |nfantformqla 2 i Cronobacter + 193 | 3664 | + 20 3595 | + 19 3894 | + 20 3530 | + M i Cronobacter i Cronobacter / ‘ + + + + PA PA PA PA 110
with probiotics spp. spp. spp.
(6.8.105CFU/g)
For spit up -
14p | IMfantformula ) / : 3234 | - 275 | - | - | a8 | - | - [s205] - | - | 1 / / / : ool - -l Na | NA | NA | NA (1]
with probiotics
(8.8105CFUIg)
Total comfort -
15p | Infantformula 1 / / - 3244 | - 328 | - | - |35 | - | - 322 - | - | / / / - - | -] - -] - | N | NA| NA| NA[T1]D
with probiotics
(2.9.105CFUJg)
Organic Lactose
1gp | - Infantformula | g || Cronobacter \ | qe 5 15733 | + | 19 | 3677 | + | 19 | 3946 | + | 20 |3552| + | +m | - | Cromobacter |} Cronobacter | + l+ |+ |+« | pa|pa | PA|PA|T]D
with probiotics Spp. spp. spp.
(5.7.105CFUJg)
Milk based -
7p | Infantformuld g || Cronobacter |\ 5y gg34 |+ | 19 | 3587 | + | 20 | 3939 | + | 20 |3554| + | +m | - | Cromobacter |} Cronobacter | + |+« |+« | pa| Pa| Pal PA 1D
with probiotics Spp. spp. spp.
(3.6.105CFUJg)
Sensitive -
1gp | Mfantformula g | | Cronobacter || 515 | 3osg |4 | 20 | 3207 | + | 20 | 3328 | + | 20 |3230| + | em | . | Cromobacter ) Cronobacter | ¢ l+ |+ |+« | pa|pa | Pa|oPA 1D
with probiotics spp. spp. spp.
(7.8.105CFUJg)
Fat
malabsorption
1gp | PrODIemS -y || Cronobacter |\ o g | 3676 | + | 20 | 3441 | + | 19 | 3842 | + | 20 |3532| + | em | - | Cromobacter |} Cronobacter | + |+« |+« | pa| Pa|Pal Pa 1D
infant formula Spp. spp. spp.
with probiotics
(3.1.105CFUJg)
Gentle start -
20p | Mfant formula - / : 3 |- 3647 | - | - |34 | - | - [ss| - | - | / / / : ol -l Na | Na | Na | NA [0
with probiotics
(6.4.105CFUJg)
1o |QOANC | gy || Cromobacter |\ 516 |34 |+ | 20 | 3304 | + | 23 | 3302 |+ | 21 |3132| + | +m | . | Cronobacter - Cronobacter | ¢ | e+ |+ + | Pa [ PA | Pa | PA [1]c
Coconut oil Spp. Spp. Spp.
oc | Whole Wheat |, i Cronobacter | . | o597 | 3044 | + | 30 | 3204 | + 31 2041 | + 29 3079 + M i Cronobacter | Cronobacter / + N I I B PA PA PA PA | 11¢
Flour Spp. Spp. Spp.
3 Organic Brown 12 i Cronobacter + 35.37/ | 33.39/ | +/ | 34.76/ | 32.99/ A 36.47/ | 33.02/ o 343/ | 31.74/ A d('°”| i Enterobacter i Enterobacter i : i i i i PA PA PA PA 11¢
Rice Flour spp. 18.5 3157 | + | 187 | 31.73 23.06 338 30.47 | 36.51 ZT;/g:) cloacae cloacae FP(alt) FP(alt) FP(alt) FP(alt)
4c | Quinoa Flour - / / - 3232 | - 3215 | - - 3243 | - - 31.75 - - / / / / - - - - - - NA NA NA NA |1 ]c
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BIO-RAD

INFANT FORMULA AND INFANT CEREALS WITH AND WITHOUT PROBIOTICS INCLUDING INGREDIENTS (30 g sample size) (Study realized by Q-Laboratories Inc.)

Alternative method: iQ -Check Cronobacter spp
S0 22964 30 g + 270 mL BPW + 10 g /mL vancomycin - 20h £ 2h at 37°C £ 1°C + 1mL enriched BPW + 9mL BPW 4hz 1h at 37°C £ 1°C
PCR RAPID'Sakazakii (direct streaking 10 pl)
e Easy protocol Confirmation Final Result Agreement -
2 Product APF APF with FDRS APF Fast APF Fast with FDRS 2 Without purification |  With purification Negative Al Easy protocol Easy Protocol a8>’ g
£ = step step : =
S = 2 (ssa:\plles confir- 3
i i ~nti — - - -— ubculture | - -
CCl' | Oxidase | Identfication gl 8 = | 2| 8 = | 3| &8 o 2| &8 o | = @ | Biochemical | & | Biochemical |CSB+ streaking matory £, 8|82 £ @ B 0
= o o 5 o o = o o = o o S S S onto CCl) tests L | Sl w wl W e w w2
T3 . | S| T g = T3 : = [ : = 2 | = | gallery(API | = | gallery (API T e e Lo W w 't
5 Q < 5 Q o 5 Q o 5 © o > 2 2 < g e |as < o o oS
S - |E| = = S S = S S = S = S ID32) e} ID32) < |[<|<% < < <%
5¢ Old Fashioned 2 i Cronobacter + 25 5 3398 25 3235 % 32 64 25 3113 M i Cronobacter i Cronobacter / + + + + + PA PA PA PA 11¢
Qats spp. spp. spp.
6c Brown Rice 2 i Cronobacter + 214 3409 | + 21 3317 + 23 3298 + 21 3188 + M i Cronobacter i Cronobacter / ‘ + + + + PA PA PA PA 11¢
Flour Spp. spp. spp.
7c |Alpupose |y || Cromobacter |\ 515 | 3397 | 4| 21 | 3335 | + | 23 | 3354 | + | 21 |3218| + | +m | - | Cromobacter | | Cronobacter / s+ |+l e |+« | pa ] Pa| Pa | PA|1]c
Flour Spp. spp. spp.
8c |OrganicSoyoil | +12 | - | @ Ozg‘;acwr s | 203 | 3463 |+ | 19 | 3357 | + | 20 | 3419 | + | 20 |z281| + | m | - | O’;“’)‘;"”C‘e’ S| O O’;“’)‘;"”C‘e’ / s+ |+l e |+« | pal Pa| Pa| A |1]c
9c | Sodium Citrate - / / - 3284 | - 3339 | - - 33.08 | - - 32.78 - - / / / / - - - - - - NA NA NA NA |1 ]c
10c | Folic Acid - / / - 3299 | - 3298 | - - 3288 | - - 32.51 - - / / / / - - - - - - NA NA NA NA |1 ]c
e Nonfat dry milk 2 i Cronobacter + 215 | 3362 | + 21 413 | + 23 33.03 N 21 3274 N M i Cronobacter i Cronobacter / + + + + + PA PA PA PA 11 ¢
powder Spp. spp. spp.
12 | Organic goat - / / - 3293 | - 3287 | - - 322 | - - 3227 - - / / / / - - - - |- - | N | NA| N | NA |[1]0C
milk powder
13¢ Instant milk 2 i Cronobacter + 253 | 3395 | + 25 3177 | + % 34 N % 3142 + M i Cronobacter i Cronobacter / N N N + N PA PA PA PA 11¢
powder Spp. Spp. spp.
14¢ | Skim milk 2 i Cronobacter | .| og6 | 3999 | + | 29 | 3208 | + 31 33.04 | 0 3176 + M | Cronobacter | | Cronobacter / N R I O PA PA PA PA | 1] ¢
powder Spp. 33.01 spp. spp.
Organic fat free Cronobacter 35.26/ | 33.26/ | +/ | 34.61/ | 33.02 36.91/ | 34.04/ 35.37 | 32.52 d(-on Enterobacter Enterobacter PA PA PA PA
15¢ | . +1/2 - + ++ +/+ ++ | several | - - - - - - - - 11]c¢
milk powder spp. 1847 | 3212 | + | 18.61 | /31.82 22.79 34.18 129.19 | /34.52 plates) cloacae cloacae FP(alt) FP(alt) FP(alt) FP(alt)
16c | Wheyprotein | +12 | - | O 0’;‘;‘53“6' s | 26 |31 |+ | 20 | 3274 | + | 23 | 3257 |+ | 2 |32 + | m | - | O 0’;‘;‘;‘9“‘"’ .| o 0’;‘;‘;‘9“‘"’ / ¥ #| + |+ |+« | PA| PA| PA| PA|1]c
17¢ [Organic gy || Cromobacter |t oy5 | aa3g |+ | 21 | 343 | + | 23 | 3416 | + | 22 |3281| + | em | . | Cromobacter || Cronobacter / s+ L+ + |+ + | pa | Pa| PA| PA 1]
sunflower oil Spp. spp. spp.
18¢ gj’l‘f’;?:”ese - / / - 3232 | - 3238 | - - 3257 | - - | 3224 - - / / / / - - -l - - - | NA | NA | NA | NA [ 1]
19 |Sincsuftate | +12 | - | " Ogg‘;a“e’ + | 203 | 3534+ | 19 | 3528 | + | 2 |3a16 | + | 20 |3338] + | m | - | 0’;‘;‘;"”0’“ S| o 0’;‘;‘;"”0’“ / s+ L+ + |+ + | pa | Pa| PA| PA 1]
20c | Biotin - / / - 3319 | - 33.21 - - 3275 | - - 32.63 - - / / / / - - - - - - NA NA NA NA |1 ]¢c
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BIO-RAD

INFANT FORMULA AND INFANT CEREALS WITH AND WITHOUT PROBIOTICS INCLUDING INGREDIENTS (30 g sample size) (Study realized by Q-Laboratories Inc.)
Alternative method: iQ-Check Cronobacter spp
30 g +270 mL BPW + 10 pg /mL vancomycin - 20h % 2h at 37°C £ 1°C + 1mL enriched BPW + 9mL BPW 4hzt 1h at 37°C + 1°C+ storage 48h enrichment
1S0 22964 RAPID'sakazakii
PCR - 48h enrichment (direct strea_klng 10 pl) Final Result Agreement
- 48h enrichment -
Easy protocol Confirmation e Easy Protocol S| g
Sample N° Product - Al -48h enrichment - 48h enrichment S
APF APF with FDRS APF Fast | APF Fastwitn Without purification st 5|
wi as FDRS ithout purification step | confirmatory 3
— - — .. | Typical tests

N 5| 2 3 o 28| = | 3 = | @ |colonies . . APF o APF APF

5| © o < & ol gl © | o| © o Oxidase Biochemical gallery APF | with APF | Fast APF | with APF | Fast

| I | = = S |g|2 S |8|°| Y |= (API1D32) FDRS | Fast| with FDRs | Fast | with

= ic | il i i FDRS FDRS
1a | Organic baby cereal + 213215 + |NA/29.64* |NA/32.81* [i+* | 22 [33.07| + |23 [3278 + | +M Cronobacter spp. + +| + |+ ] «+ [ PA|PA]PA|PA|1]a
5a | Stage 2 infant cereal + 213223 + | 3192 | 3702 |+ [22] 329 + [22]3306| + | +M Cronobacter spp. + + | + |+ ] «+ [ PA|PA]PA|PA|1]a
6a Multigrain banana infant cereal + 21 (3380 + 21.31 32.67 + 12113722 + | 23 + +M Cronobacter spp. + + + + + PA PA PA PA |1 |a
9a Oatmeal banana infant cereal + 22 13196 | + 24.37 31.64 + 123 (33.06| + |24 {3256 + +M Cronobacter spp. + + + + + PA PA PA PA 11| a
10a single grain raisin infant cereal + 21 (3300 + 21.47 32.66 + 12213351 + | 233301 + +M Cronobacter spp. + + + + + PA PA PA PA |1 |a
12a | Pure Bliss Infant Formula + 21325 + | 2159 | 3225 | + [22]33.16| + |22 [3264 + | +M Cronobacter spp. ¥ + | + |+ ] «+ [ PA|PA]PA]PA|1]a
13a | State 1 Non-GMO Infant Formula ¥ 213201 + | 2159 | 3221 | + [22]3324| + |22 [3286| + | +M Cronobacter spp. + + | + |+ ] «+ [ PA|lPA]PA]PA|1]a
14a | Infant formula with iron, 0-12 Months ¥ 24 (3149 + | 2552 | 3158 | + [25(3255| + |26 [ 324 | + | +M Cronobacter spp. + + | + |+ ] «+ [ PA|lPA]PA]PA|1]a
17a | Non-GMO Infant Formula ¥ 223216 + | 2236 | 3211 | + [23[3282| + |23 [3242| + | +M Cronobacter spp. + + | + |+ ] «+ [ PA|lPA]PA]PA|1]a
182 | Infant formula with iron ¥ 213225] + | 2200 | 3234 | + [22]3203| + |23 [3286| + | +M Cronobacter spp. + + | + |+ ] «+ [ PA|lPA]PA]PA|1]a
20a Organic Stage 2 infant formula + 2112083 | + 21.85 32.2 +122(33.02| + |23 (3279 + +M Cronobacter spp. + + + + + PA PA PA PA | 1| a
2o | Ropanabenanadpplo-miantcerealwin |y o1 |3425| v | 2250 | 3203 |+ |22|3441] + |21(3137| + | M Cronobacter spp. + # ] + |+ | + [ Pa|PA|PA|PA|1]D
3b | Multi-Grain - infant cereal with probiotics ¥ 21322 + | 2282 | 3208 | + [22]3245] + [21[3131] + | +m Cronobacter spp. + + |+ |+ ] «+ [ PA|lPAlPA]PA]1]D
dp | i i DA~ nfant Gerealuily + | 20|3449] + | 222 | 3319 |+ |21|3528| + |21[3245| + | +M Cronobacter spp. : + [+ [+ | + | PA|PA|PA|PA[1]D
5b sriggi'gﬁg;ai” fice - infant cereal with + 21(3304| + | 2207 | 3263 |+ [22|336 | + |22]3235) + | +M Cronobacter spp. + s+ | + [+ + | PA|PA|PA|PALT]D
6b giﬁoi;g Quinoa - infant careal with + 24 (3304| + | 2658 | 3219 |+ |26(3235] + |27 |3176] + | +M Cronobacter spp. + s | + [+ + | PA|PA|PA|PAL|T]D
8b | Oatmeal Infant cereal with probiotics ¥ 213440 + | 2159 | 3307 | + [22]3469| + [22[3375) + | +M Cronobacter spp. + + |+ |+ ] «+ [ PA|lPAlPA]PA]1]D
100 | e o ooy -manteereal |0 3501 | + | 2145 | 3348 | + |21 |3668| + | 22[3403] + | M Cronobacter spp. : + [+ [+ | + | PA|PA|PA|PA[1]D
13b | Good Start - infant formula with probiotics ¥ 19 (3528 + | 2272 | 3269 | + [21[3639] + |24 [3292] + | +M Cronobacter spp. + + |+ |+ ] «+ [ PA|lPA]PA]PA|1]D
16b gggb?g‘t'i‘é;acmse"”fa””"rm“'a with + 191365 | + | 2352 | 3655 | + |21|382| + |21 |3561] + | +M Cronobacter spp. + s+ | + |+ | + | Pa|lPA|PAlPAlT]|D
17b Milk based - infant formula with probiotics + 21 (3395 + 25.08 33.93 + 1223499 + | 233413 + +M Cronobacter spp. + + + + + PA PA PA PA |1 |b
18b | Sensitive - infant formula with probiotics ¥ 22 |3177] + | 3371 3422 |+ [23|3279] + [26]3228] + | +M Cronobacter spp. ¥ + | + | + | + | PAPALPA | PALT]D
1gp | Fatmalabsorption problems - infant + 213350 | + | NA/B0.A1* | NAB2.62* | i+ | 22 [35.03| + | 24 [3387| + | +M Cronobacter spp. + s+ + |+ | + | PA|PA|PA|PA|1]D

formula with probiotics
1c Organic Coconut oil + 22 13369 + 20.32 30.82 + 12213315 + | 213278 | + +M Cronobacter spp. + + + + + PA PA PA PA |1 ]|c
2c | Whole Wheat Flour ¥ 313207 + | 29.71 31.00 | + [31[3223] + [31]3207] + | +M Cronobacter spp. ¥ + | + | + | + | PALlPA | PA|PA|1]c
d(-on

3¢ | Organic Brown Rice Flour + 35(3228| + | 3404 | 3188 | + [35[3247| + |36(3248| + | several Enterobacter cloacae : - . BN | |

olates) FP(alty | FP(alty | FP(alty | FP(alt)
5c | Old Fashioned Oats + 26 (3246 + | 2522 | 3142 | + [26(3229| + |26 [3200| + | +M Cronobacter spp. + + | + |+ ] + [ PA|PA]PA|PA|1]cC
6c | Brown Rice Flour + 22332+ | 2122 | 3266 | + [22]3209| + |22 [3244| + | +M Cronobacter spp. + + |+ |+ ] «+ [ pPA|lPA]PA]PA|1]cC
7c | Al purpose Flour + 22 (3354 + | 2154 | 3206 | + [22]33.18| + |22 [3255) + | +M Cronobacter spp. + + |+ |+ ] «+ [ pPA|lPA]PA]PA|1]cC
8 | Organic Soy Oil + 213430] + | 2065 | 3384 | + [20]3342| + [20] 326 +] +M Cronobacter spp. + + |+ |+ ] + [ PA|lPA]PA]PA|1]cC
11c | Non-fat dry milk powder + 223383 + | 2122 | 3276 | + [22]3278| + |21 [3264| + | +M Cronobacter spp. + + |+ |+ ] «+ [ pPA|lPA]PA]PA|1]c
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BIO-RAD

INFANT FORMULA AND INFANT CEREALS WITH AND WITHOUT PROBIOTICS INCLUDING INGREDIENTS (30 g sample size) (Study realized by Q-Laboratories Inc.)

Alternative method: iQ-Check Cronobacter spp

30 g +270 mL BPW + 10 pg /mL vancomycin - 20h % 2h at 37°C £ 1°C + 1mL enriched BPW + 9mL BPW 4hzt 1h at 37°C + 1°C+ storage 48h enrichment

1S0 22964 RAPID'sakazakii
PCR - 48h enrichment (direct strea_klng 10 pl) Final Result Agreement
- 48h enrichment -
Easy protocol Confirmation e Easy Protocol S| g
Sample N° Product - Al -48h enrichment - 48h enrichment S
APF APF with FDRS APF Fast | APF Fastwith Without purification st |-
wi as FDRS ithout purification step | ¢onfirmatory 3
— - — .. | Typical tests

R 5| |3 3 o8 28| = | 3 < | @ |colonies . . APF G APF APF

5| © o < & ol gl © | o| © o Oxidase Biochemical gallery APF | with APF | Fast APF | with APF | Fast

21 Q| = 2 Q T2 Q| = 9 s (API1D32) FDRS Fast | with FDRS Fast | with

= i = i | i i FDRS FDRS
13c Instant milk powder + 26 | 3248 | + 26.37 32.1 + |26 (3228| + | 26 [31.88]| + +M Cronobacter spp. + + + + + PA | PA PA PA | 1 |c
14c Skim milk powder + 313226 + 30.97 32.08 + |30 [3155| + | 313178 + +M Cronobacter spp. + + + + + PA | PA PA PA | 1 |¢c

d(-on

15c | Organic fat free milk powder + 35 |3064| + | 3507 | 3273 | + |35[3250| + | 35|3261| + | several Enterobacter cloacae : - . | PALPALPACLPAC o

pla teS) FP(alt) FP(alt) FP(alt) FP(alt)
16¢ Whey protein + 22 | 3356 | + 21.71 33.96 +(22(3299| + |22 (3276 + +M Cronobacter spp. + + + + + PA | PA PA PA | 1 |c
17c Organic sunflower oil + 22 (3380 + 21.44 33.16 + | 22(33.02| + | 22(3255]| + +M Cronobacter spp. + + + + + PA | PA PA PA | 1 |c
19¢ Sinc sulfate + 21 (3488 + 20.68 33.54 | +20(3329| + |20(3259| + +M Cronobacter spp. + + + + + PA | PA PA PA | 1 |c
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BIO-RAD

INFANT FORMULA AND INFANT CEREALS WITH AND WITHOUT PROBIOTICS AND INGREDIENTS (up to 375 g sample size) (Study realised by ADRIA Développement)

Alternative method: iQ-Check Cronobacter spp
1SO 22964° 3759 + 1125 mL pre-warmed (37°C) BPW with PIF supplement - 18h at 37°C+1°C
PCR RAPID'Sakazakii (direct streaking 10 pl)
Easy protocol Confirmation Final Result Agreement
APF APF with FDRS APF Fast APF Fast with .\{Vith.out With purification Easy protocol Easy Protocol
FDRS purification step step Negati =
Sample | Product (French 8 egative | S8
Ne roduct name) c samples : ) w2 >
= K] . (Subcultu | confir- ] nn: N g 3
. Identi- | Z - - - - S Bio- CSB+ | mato [~ T €| |
CCl| Oxidase fication | £ 3 o3 3 S o3 3 3 T 3 3 o > = & | Biochemical | $ chemical :reakin Y e 2| £ e 2| £
© < £ T < £ © < £ © 12 28 gallery (API | 3 gallery ontoCC?) tests 18 (S 5| &|g|E|E
2 | 0o | 8| 2| O | 8| 2| 0o | ®| 2| 0| =|=% = < | S|k glI<|= K5
kS = i kS = i K = i K = || F|OS ID32) e) (API w | <] S w| < | S
ID32) % E % E
Infant cereals Céréales infantiles Cronobacter Cronobacter
7720 | without probiotic | sans probiotique st / / 2712 | 4372 | + | 26.27 | 31.79 + 28.02 | 34.03 + | 2659|3197 | + +p - spp. - spp. / + + |+ |+ |+ |PD|/PD|PD|PD| 2 | a
multi cereals multicéréales
Infant cereals Céréales infantiles Cronobacter Cronobacter
7721 | without probiotic | sans probiotique +p - + + | 2644 | 3293 | + | 26.16 | 32.02 + 27.43 | 33.00 + 2680|3203 + +p - spp. - spp. / + + |+ |+ |+ |PA|{PA|{PA|PA| 2 | a
brioche saveur briochée
Infant cereals Céréales infantiles Cronobacter Cronobacter
7722 | without probiotic | sans probiotique 5 | +p - + + | 2169 | 3568 | + | 23.01 | 32.92 + 21.72 | 35.36 + | 23773318 | + +p - spp. - spp. / + + |+ |+ |+ |PA|PA|PA|PA| 2 | a
5 cereals céréales
Infant cereals Céréales infantiles Cronobacter Cronobacter
7723 | Without probiotic | sans probiotique | | _ + | 4| 2498 [ 3400 | + | 2688 | 3218 | + | 2576 | 3411 | + |2765(3223| + | +p | - SPP- - SPp. / ¥ + |+ |+ |+ |PA|PA|PA|[PA| 2 | a
vanilla (10 babivanille (10+
months+) mois)
Infant cereals Céréales infantiles Cronobacter Cronobacter
7724 | without probiotic | sans probiotique +p - + + | 2454 | 3494 | + | 23.78 | 34.67 + 2511 | 33.03 + | 2460 | 3488 | + +p - spp. - spp. / + + |+ |+ |+ |PA|PA|PA|PA| 2 | a
cocoa biscuit choco-biscuité
Infant cereals Céréales infantiles Cronobacter Cronobacter
7725 | without probiotic | sans probiotique +p - + + | 2726 | 332 + | 25.79 | 31.57 + 2749 | 3341 + 2590|3170 | + +p - spp. - spp. / + + |+ |+ |+ |PA|PA|PA|PA| 2 | a
vanilla vanille gourmande
Infant formula Poudre de lait Cronobacter Cronobacter
7726 stage 2 infantile 2éme age | +p - + + | 23.29 - + | 22.34 | 37.50 + 25.08 | 38.39 + | 22.82 | 4147 | + +p - spp. - spp. / + + |+ |+ |+ |PA|PA|PA|PA| 2 | a
sans probiotique
Infant formula lPoudrle de‘ lait , Cronobacter Cronobacter
7727 stage 2 infantile 2éme age | +p - + + | 2546 | 34.01 + | 2446 | 31.36 + 25.56 | 33.09 + | 2488|3169 | + +p - spp. - spp. / + + |+ |+ |+ |PA|PA|PA|PA| 2 | a
sans probiotique
Poudre de lait Cronobacter Cronobacter
7708 |Infantformula | infantile bio 2eme | | v |+ | 25074 | 3891 | + | 2212 | 3486 | + | 2286 | 41390 | + |2203(3643| + | +p | - Spp- : Spp- / +# |+ |+ [+ |+ |Pa|PA|PA[PA|2 | a
stage 2 organic | 4ge sans
probiotique
Poudre de lait Cronobacter Cronobacter
7729 f°"°‘”‘”p infant | infantile sans | - # |+ 2269 | - | + | 2280|3465 | + |2205| - | + [2309|4263| + | +p | - PP - PP / + |+ ]+ |+ |+ |PA[PA|PA|PA| 2 | a
ormula probiotique lait de
suite bio 2éme age
Poudre de lait Cronobacter Cronobacter
7739 | Infant formula | infantile sans |- + | +| 2558 | 37.00 | + |2362| - | + |2478|3707 | + |2237(3843| + | +p | - PP - PP / + |+ |+ |+ |+ |PA|PA|PA|PA| 2 |a
stage 1 probiotique
premier age
Poudre de lait Cronobacter Cronobacter
773¢ | Infantformula | infantile sans | - + |+ | 2522 [ 3410 | + | 2403|3090 | + | 2415|3401 | + |2373(3209| + | +p | - SPPp- - SPp- / " + |+ [+ ]|+ |PA|PA|PA|PA| 2 | a
stage 2 probiotique 2éme
age
Infant formula .F’oudr.e de lait
8011 stage 2 infantile 2éme age st / / - 3248 | - - 32.68 - - 32.44 - - 3321 - st / / / / st - - | -1-1|-|NA|{NA[NAINA| 2 | a
sans probiotique

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

INFANT FORMULA AND INFANT CEREALS WITH AND WITHOUT PROBIOTICS AND INGREDIENTS (up to 375 g sample size) (Study realised by ADRIA Développement)
Alternative method: iQ-Check Cronobacter spp
1SO 22964° 3759 + 1125 mL pre-warmed (37°C) BPW with PIF supplement - 18h at 37°C+1°C
PCR RAPID'Sakazakii (direct streaking 10 pl)
Easy protocol Confirmation Final Result Agreement
APF APF with FDRS APF Fast APF Fast with .\{Vith.out With purification Easy protocol Easy Protocol
FDRS purification step step Negati =
Sample | Product (French 8 egative | S8
Ne roduct name) c samples : ) w2 >
= K] . (Subcultu | confir- ] nn: N g 3
. Identi- | Z - - - - S Bio- CSB+ | mato [~ T €| |
CCl | Oxidase fication | & | & < ? S < ? S < ? S T | 3| ® | % | Biochemical | chemical srfreaking testsry w 28| w 28|
g 8 2 T 8 2 g 8 £ I 8 21 32 | 8| galleryapl | S gallery | onto CCl) | E|s 2|2 (E|0|2
© = s b = s © = s © = 3 > > S 2 | a 172} 2| a 17
S h= K h= S £ S sl F | O ID32) o (API w|<| S w <8
ID32) % W % w
< <
Poudre de lait
go1y | IMfantformula | infantle bio2eme | o |, / - 06| - | - |s27| - | - |29 | - | - |s302] - | st |/ / / / st - || - |- |Na|NA[NAINA| 2 | a
stage 2 organic age sans
probiotique
Infant formula Poudre de lait
8013 stage 2 infantile 2éme age st / / - 3225 | - - 32.88 - - 33.28 - - 3308 - st / / / / st - - | -] -|-|NA|{NA{NAINA| 2 | a
sans probiotique
Infant formula Poudre de lait
8014 stage 2 infantile 2éme age st / / - 3310 | - - 32.79 - - 32.83 - - | 3266 - st / / / / st - - | -] -|-|NA|{NA{NAINA| 2 | a
sans probiotique
Poudre de lait
go15 | Folowupinfant | infantle sans. s | / 83| - | - |s28s| - | - a2 - | - |3260] - | st | / / / st - |-l -] - |- |NA|NA|NA[NA| 2 | a
‘ormula probiotique lait de
suite bio 2éme age
Infant cereals Céréales infantiles
gote | Without probiotic | sans probiotique o 1| / - |sse2| - | - |ssaa| - | - |sm| - | - |3368] - | st | / / / st - |- -] -] - [NA[NA[NA[NA| 2 | a
vanilla (10 babivanille (10+
months+) mois)
Infant cereals Céréales infantiles
8017 | without probiotic sans probiotique st / / - 3439 | - - 33.38 - - 33.87 - - 33.14 | - st / / / / st - - | -] -1]-|NA|NAINA|NA| 2 | a
vanilla vanille gourmande
Infant cereals Céréales infantiles
8018 | without probiotic sans probiotique st / / - 3373 | - - 33.52 - - 33.88 - - 3315 | - st / / / / st - - | -] -1]-|NA|NAINA|NA| 2 | a
brioche saveur briochée
Infant cereals Céréales infantiles Cronobacter Cronobacter
8019 | without probiotic | sans probiotique st / / 3146 | 3301 | + | 31.08 | 32.60 + 30.11 | 32.08 + 30243319 | + +p - - / + +|+ |+ |+ |PD/PD|PD|PD| 2 | a
multi cereals multicéréales SPP- SPP-
Infant cereals Céréales infantiles
8020 | without probiotic 5 | sans probiotique 5 st / / - 3480 | - - 34.74 - - 34.66 - - 33.00 | - - / / / / - - - | -] -1]-|NA|NAINA|NA| 2 | a
cereals céréales
Inf ant forr_nulla Poudre de lait avec
with probiotics robiotiques 2éme Cronobacter Cronobacter
7732 | stage 2 P lques +p - + + | 21.81 | 4012 | + | 21.66 | 34.15 + 21.33 | 4297 + | 2256|3796 | + +p - - / + + |+ |+ |+ |PA|PA[PA|PA| 2 | b
: . age (B.infantis spp. spp.
(B.infantis 8,3.10¢ | 0%, o, CFUIg)
CFU/g) i
Infant formula Poudre de lait avec
with probiotics probiotiques
7733 | thickformula | formule épaissie | |, / 23.98 | 3876 | + | 2404 | 3816 | + | 2487 | 3542 | + |2552|3361| + | +p | - | Cronobacter| | Cronobacter| + |+|+|+]|+|po|PDfPD|PD| 2| b
with starch stage | amidon 2éme age spp. spp.
2 (Bifidobacteria | (Bifidobacteries
8,3.104 CFU/g) 8,3.104 CFU/g)
Infant formula Poudre de lait avec
with probiotics probiotiques
7734 | thickformula 1 actigest formule | + |+ | 1953 | 3450 | + | 2042|3280 | + | 2119|3594 | + [2000[3431| + | +p | . |Cronobacter| | Cronobacter | # |+ |+ |+ |+|PalPalPAalPAl 2| b
stage 2 épaisse 2éme age spp. spp.
(B.infantis 3,7.10¢ | (B.infantis 8,3.104
CFU/g) CFUlg)
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BIO-RAD

INFANT FORMULA AND INFANT CEREALS WITH AND WITHOUT PROBIOTICS AND INGREDIENTS (up to 375 g sample size) (Study realised by ADRIA Développement)
Alternative method: iQ-Check Cronobacter spp
1SO 22964° 3759 + 1125 mL pre-warmed (37°C) BPW with PIF supplement - 18h at 37°C+1°C
PCR RAPID'Sakazakii (direct streaking 10 pl)
Easy protocol Confirmation Final Result Agreement
APF APF with FDRS APF Fast APF Fast with .\{Vlth.out With purification Easy protocol Easy Protocol
FDRS purification step step Negati =
Sample Product (French 3 egative | S| g
o | Product £ samples %) w| 2| =
N name) - S Subcultu | confir- o x| g\
CCl | Oxidase \dent- | = =3 = = = 8 Bio- (reucgtllaiu mato 2 2 2 2| °
fcaon | €| S | 5|3 S| 513 |S| g 23|S|3|3| 5| 8)|biochemical | g | chemical | ghemking | toste |w | = | 2| S| |2|F|E
[ .| 2 ® : = I - = I .| E| & | 8| gallery(API | B gallery | onto CCl) a E|L|3|a|E|o|3
<4 O © > (] © = O © = O © > = =< <t s sl <= =5
kS = i kS = i K = i K = || F|OS ID32) e) (API w | <] S w| < | S
ID32) % W % w
< <
Infant formula Poudre de lait avec
with probiotics probiotiques Cronobacter Cronobacter
7735 |stage 2 (L. relais 2éme age (L. | st / / 27.32 - + | 2414 - + 27.69 - + 2529 - + +p - s - s / + + |+ |+ |+ (PD[PD[PD|PD| 2 | b
reuteri 9,8.105 reuteri 9,8.105 Pp- Pp-
CFU/g) CFU/g)
Infant formula Poudre de lait avec
with probiotics probiotiques
7736 | thick formula | formule épaissie | | + |+ | 2585 | 3437 | + | 2585|3300 | + | 2550|3932 | + |2600|3352| + | +p | - | Cronobacter| | Cronobacter| ¢ | +|+|+|+|pal|PalPalPal 2| b
stage 2 2éme age spp. spp.
(Bifidobacteria (Bifidobactéries
1,5.10° CFU/g) 1,5.10° CFU/g)
Infant formula Poudre de lait avec
7737 | With probiotics | probiotiques 2eme | o | / <3284 - | - || - | - 327 | - | - 3288 - | - | / / / - - |- -] -] - |NA[NA|[NA|[NA| 2 | b
stage 2 (B.lactis | age (B.lactis
5,2.105 CFU/g) 5,2.105 CFU/g)
Céréales infantiles
Infant cereals vanille avec
with probiotics i Cronobacter Cronobacter
7738 : - probiotiques +p - + + | 3271 | 3468 | + | 3341 | 3424 + 32.73 | 33.87 + 3341 338 | + +p - - / + + |+ |+ |+ |PA|PA|PA|PA| 2 | D
vanilla (B. lactis B.lactis 5.3.10° spp. spp.
5,3.10sCFUlg) | (Bifactis 3.
' CFUlg)
Céréales infantiles
Infant cereals 5 céréales avec
with probiotics 5 - Cronobacter Cronobacter
7739 .~ | probiotiques +p - + + | 3063 | 34.8 + | 3487 | 3441 + 29.91 | 33.68 + | 33.11]33.06| + +p - - / + + |+ |+ |+ |PA|PA|PA|PA| 2 | D
cereals (B. lactis B.lactis 2.7.10° spp. spp.
27405CFUlg) | (Bilactis 2.7.
' CFUlg)
Céréales infantiles
Infant cereals ille chocol
with probiotics vanifie choco atau
: lait avec Cronobacter Cronobacter
7740 | cocoa vanilla (B. L +p - + + | 26.24 - + | 2567 - + 25.81 | 36.52 + 23833640 + +p - - / + + |+ |+ |+ |PA|PA|PA|PA| 2 | D
; probiotiques spp. spp.
lactis 4,5.106 B.lactis 4.5.10°
CFUIg) (B.lactis 4,5.
CFU/g)
Céréales infantiles
Infant cereals saveur biscuit
with probiotics L Cronobacter Cronobacter
74 L . avec probiotiques | +p - + + | 2987 | 3489 | + | 27.73 | 33.81 + 28.96 | 33.58 + | 28.03]3225| + +p - - / + + |+ |+ |+ |PA|PA[PA|PA| 2 | b
biscuit (B. lactis B.lactis 1.1.10° spp. spp.
11.10:CFUlg) | (Bifactis 11,
' CFUlg)
Infant cereals Céréales infantiles
with probiotics avoine et blé avec Cronobacter Cronobacter
7742 | oat and wheat (B. | probiotiques +p - + + | 2655 | 3512 | + 29.9 - + 28.39 | 41.04 + | 2747 | 3462 | + +p - s - s / + + |+ |+ |+ |PA|PA|PA|PA| 2 | D
lactis 2,7.106 (B.lactis 2,7.10¢ pp. pp.
CFUig) CFUlg)
Infant cereals Céréales infantiles
with probiotics noisette biscuit Cronobacter Cronobacter
7743 | biscuit and nut avec probiotiques | +p - + + 293 | 3562 | + | 26.64 | 34.17 + 27.84 | 33.45 + [ 26.77 | 33.61| + +p - s - s / + + |+ |+ |+ |PA|{PA{PA|PA| 2 | D
(B. lactis 4,0.105 | (B.lactis 4,0.106 Pp. Pp.
CFU/g) CFU/g)
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BIO-RAD

INFANT FORMULA AND INFANT CEREALS WITH AND WITHOUT PROBIOTICS AND INGREDIENTS (up to 375 g sample size) (Study realised by ADRIA Développement)
Alternative method: iQ-Check Cronobacter spp
1SO 22964° 3759 + 1125 mL pre-warmed (37°C) BPW with PIF supplement - 18h at 37°C+1°C
PCR RAPID'Sakazakii (direct streaking 10 pl)
Easy protocol Confirmation Final Result Agreement
APF APF with FDRS APF Fast APF Fast with .\{Vlth.out With purification Easy protocol Easy Protocol
FDRS purification step step Negati =
Sample Product (French 8 egative | S8
o Product = samples %) w|l o=
N name) P : A=
= L2 . (Subcultu | confir- »n = n x| s
CCl| Oxidase | 98Nt | 2 = o = = =| 8 Bio- reCSB+ | mato = | |2 | | &|°
fication | & | & < ? © < ? S < ? S T | 3| ® | % | Biochemical | chemical | s¢reakin v 28| 28|
> S | = > S = > S = S| s || & | gl = ga'ery | onto CCl) < | By g <|E|w|g
S| S ElE| S EE| S E|E| T |ElF O] Dy | S (AR W x| 8 w x| 8
ID32) % I % w
< <
. Céréales infantiles
Infant cereals with L
robiotics biscuit save'ur'b|scwt avec
8104 ?B lacis 1.1.106 probiotiques - / / - 3487 | - - 34.38 - - 34.15 - - | 3444 - - / / / / st - - | -1 -1|-|NA|{NA{NAINA| 2 | Db
CFU/) " (B.lactis 1,1.108
9 CFUIg)
. Céréales infantiles 5
Infant cereals with | ~.”,
robiotics 5 cereglgs avec
8105 Eereals (B. lactis probiotiques - / / - 3480 | - - 34.88 - - 34.33 - - 3459 - - / / / / st - - | -1 -1|-|NA|{NA{NAINA| 2 | Db
97106 CFU/ ) (B.lactis 2,7.108
o 9 | cruig)
Céréales infantiles
Infant cereals with | vanille chocolat au
106 | Do e | motiotaues S / - lsste| - | - |sa20| - | - |saas5| - | - |3486| - | - | / / / st ~ Ll - - [NalNa[NAINA| 2 | b
4,5.108 CFU/g) (B.lactis 4,5.106
CFUlg)
. Céréales infantiles
Infant cereals with : o
robiotics biscuit nmsgttg biscuit avec
8107 |P . probiotiques - / / - 3469 | - - 34.83 - - 34.12 - - 3444 - - / / / / st - - | -1]-1|-|NA|{NA[NAINA| 2 | Db
and nut (B. lactis B lactis 4.0 106
40105CFUg) | (Bractis 40.
' CFU/qg)
. Céréales infantiles
Infant cereals with )
probiotics vanilla vanille avec
8108 (B. lactis 5,3.10¢ probiotiques - / / - 3576 | - - 34.85 - - 34.57 - - 3458 - - / / / / st - - | -1 -1|-|NA|{NA[{NAINA| 2 | Db
CF.U/) = (B.lactis 5,3.10°
9 CFUJg)
Infant formula with | Poudre de lait avec
probiotics thick probiotiques formule
8109 | formula stage 2 épaissie 2éme age | st / / - 3462 | - - 34.09 - - 33.60 - - 3336 | - st / / / / st - - | - -1]-|NA|NAINA|[NA| 2 | Db
(Bifidobacteria (Bifidobactéries
1,5.108 CFU/g) 1,5.108 CFU/g)
Infant formula with | Poudre de lait avec
g11 | Propioticsstage 2 | probiotiquesrelais | | / - aas2 | - | - |sama| - | - |ssss| - | - |321] - | st |/ / / / st - oo - [NalNa|NA|NA] 2 | b
(L. reuteri 3,2.106 | 2éme age (L. reuteri
CFU/qg) 3,2.108CFU/g)
Infant formula with | Poudre de lait avec
probiotics stage 2 | probiotiques 2éme
g1q | (Lactobacilus 1 age (Lactobacilus | | / - |asar| - | - |sso2| - | - |sss7| - | - |38 - | st |/ / / / st - oo - [NalNa|NA|NA] 2 | b
fermentum fermentum
hereditum 1,4.105 | hereditum 1,4.10°
CFUlg) CFU/g)
Infant formula with | Poudre de lait avec
g112 | Propiotics stage 2 probiotiques relais | | / - |ssaa| - | - |sa24| - | - |sa00| - | - |s400| - | st |/ / j / st - - -] - [NA[NAINAINA| 2| b
(L. reuteri 6,5.10% | 2éme &ge (L. reuteri
CFUlg) 6,5.103 CFU/g)
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BIO-RAD

INFANT FORMULA AND INFANT CEREALS WITH AND WITHOUT PROBIOTICS AND INGREDIENTS (up to 375 g sample size) (Study realised by ADRIA Développement)
Alternative method: iQ-Check Cronobacter spp
1SO 22964° 3759 + 1125 mL pre-warmed (37°C) BPW with PIF supplement - 18h at 37°C+1°C
PCR RAPID'Sakazakii (direct streaking 10 pl)
Easy protocol Confirmation Final Result Agreement
APF APF with FDRS APF Fast APF Fast with .\{Vlth.out With purification Easy protocol Easy Protocol
FDRS purification step step Negati =
Sample Product (French 8 egative | S8
o Product = samples »n w|l o=
N name) - S S confir- o €|z |F
i dentt | 2 = g = = = E Bio- (reugngBIiu mato & r ‘@ £|°
CCl | Oxidase | goation | & | S T | 32| © = | 3| & = | 2| S| | 3| ® | &|Biochemical | & | chemical | gyrenkin v 28| 28|
@ © 2 @ © e @ © 2 D © 2 = S allery (API 3 aller 2| tests g s|>-|S|E|ls|w|=
2| s |s| 2| S |s| 2|d|s|2|<d|=| B|X ¥ 5| B | <| 5% <|5|&| 3
S = £ RS} = £ S = £ S - | ] v |96 ID32) o) (AP w|<| S w|<| S
ID32) o m o m
< <
Infant formula with | Poudre de lait avec
g113 | Probiotics stage 2. | probiotiques 2eme | | / - 37| - | - |20 | - | - | 34de | - | - |3447| - | st |/ / / / st =l oo -] - [NA|[NA|[NA|NA| 2 | b
(Bifidobacteria age (Bifidobactéries
3210CFUlg) | 3,2.10°CFUIg)
7744 | Maltodextrin Maltodextrine st |/ / 2126 | 3421 | + | 214 | 3454 | + | 2221|3272 | + |2151(3268| + | +p | - Cm';“’f;a“e’ - Cm';“’f;a“e’ / " +|+|+|+|PD|PD|PD[PD| 2 | c
7745 | Maltodextrin Maltodextrine st |/ / 2485 | 3263 | + | 2489 | 3274 | + | 2521|3226 | + |2515(3216| + | +p | - Cm';“’f;a“e’ - Cm';“’f;a“e’ / " +|+|+|+|PD|PD|PD[PD| 2 | c
g | Loniery i | Fore el || | e [mpore | I | e e | | 292 | - | |287a|32ma| | e | | CORDRN] L Cronobacer Ty ¢ |+ |+ |+ |+ |palPalPalpal 2]
7747 Eg;;::d’y milk :gr‘::;ide lait | - b 12847 | | [ 2774 3623 |+ || | | 27.05(3192] + | 4p | - Cm';;t;a“er . C’O’;‘;ﬁa“er / + |+ +|+|+|PalPAlPA|PA| 2 | C
7748 | Whey Lactoserum st / / - 3282 | - - 3251 - - 3253 - - 3212 | - st / / / / st - - | -] -1-|NA|[NAINA[NA| 2 | c
7749 | Whey Lactoserum st / / - 33.01 - - 32.95 - - 32.50 - - 3246 - st / / / / st - - | -] -] - |NA|[NA|NA|NA| 2 | C
7750 | Vhey Lactoserum | - + |+ | 2082 | 3256 | + | 2550 | 3241 | + | 2809|3172 | + |2512|3892| + | +p | - C’O’;‘;‘;"”C’er : C’O’;‘;‘;"”C’er / s |+ |+ |+ |+ |palPalPalPal 2| c
7751 | Maltodextrin | Maltodextrine | - s | 4| 2108 | 3395 | + | 2227 | 3262 | + | 209 | 3247 | + |2240|3188| + | #p | - C’O’;‘F’f;"”c’er : C’O’;‘F’f;"”c’er / s |+ |+ |+ |+ |palPalPalPal 2|
7752 | Whey Lactoserum st | / 3002 | - | + |2804 3531 | + |308| - | + |2021|3218] + | +p | - C’O’;‘F’f;"”c’er : C’O’;‘F’f;"”c’er / + | +|+|+|+|po|PD|PD[PD| 2 | c
7753 | Lonle MK | o |- | | s s | 1| 2592 | 070 | | 2ma7| - | [2028| - |« | wp | - | CORDRN] L Cronobacer ¢ |+ |+ |+]|+|palPalPalPal 2] c
7754 | Loner M| e st | / 2771 | 3989 | + | 3846 | - | + |2028 | 3584 | + |2738(3638| + | wp | - | CORNCE] | COnmEr) + | +|+|+|+|po|PD|PD|PD| 2| ¢
7755 ggx;z:dry milk | Poure de [ait st | / 2724 | 3489 | + | 2641|3615 | + | 2725|3184 | + |2661(3244| + | +p | - C’O’;“’f;"”c’er : C’O’;“’f;"”c’er / + |+ |+|+|+|rPD|PDlPD|PD| 2 | c
8021 g‘:xj::drym"k Poudre de lai st | / oo ma2 | - | - | s2ar| - | - |3ss| - | - [3251] - | st | / / / st ol o< - |Na|NA|NAINA] 2 | ¢
8022 | Maltodextrin Maltodextrine st / / - 32.85 - - 33.08 - - 32.97 - - 3281 | - st / / / / st - - | -] -1]-|NA|[NA[NA|NA| 2 | ¢
8023 | Whey Lactoserum st | ] — 3239 | - | - 3245 | - | - [3229 - | - [3215] - | st | I ] J ] st — [ - [ - [ - [ - [NA[NA[NA[NA| 2 | C
8024 | Whey Lactoserum st / / - 3244 | - - 32.05 - - 3213 - - 3211 - - / / / / - - - | - | -] -|NA|NANAINA| 2 | C
8025 | Whey Lactoserum st / / - 178 | - - 32.14 - - 32.27 - - 33.00| - st / / / / st - - | -] -1-|NA|[NAINA[NA| 2 | ¢c
8114 E:xj::drym"k Poudre de lai st | / oo sat0| - | - |42, - | - |35 | - | - |3395] - | st |/ / / / st ool o< - |Na|NA|NAINA] 2 | ¢
8115 g‘ng::drym"k Poudre de lai st | / - 3286 - | - |42 | - | - |39 | - | - |3488] - | st |/ / / / st - - -] -|Na|NA|NAINA| 2 | ¢
g116 | Mik powder Ingredient poudre | oy | / oo - | - |3s0| - | - |3405| - | - |3375] - | st |/ / / / st -l - -] - |Na[NAINA|NA| 2 | ¢
ingredient de lait
g117 | Mik powder Ingredient poudre |y | / ~ 400 - | - |3308| - | - |38 - | - |34]-| st | / / / st -l o< -] - |Na[NAINA|NA| 2 | ¢
ingredient de lait
8118 | Maltodextrin Maltodextrine st | ] T 3386 - | - |03 | - | - 3383 - | - 331 - | st | ] ] ] st [ - - - NA[NA[NA|NA| 2 | ¢
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BIO-RAD

INFANT FORMULA AND INFANT CEREALS WITH AND WITHOUT PROBIOTICS AND INGREDIENTS (up to 375 g sample size) (Study realised by ADRIA Développement)
Alternative method: iQ-Check Cronobacter spp
ISO . 375g + 1125 mL pre-warmed (37°C) BPW with PIF supplement - 18h at 37°C+1°C + enrichment broth - Storage for 72h at 5°C * 3°C
22964 PCR RAPID'Sakazakii
(direct streaking 10 ) Final Result Agreement
Easy protocol Confirmation 9
Without purification Easy protocol Easy Protocol >
i i o] ©
Sa;lnople Product Product (French name) APF APF with FDRS APF Fast APF Fast with FDRS 8 step All g 8
g confi- " " 3"
- - - - 9 . rmatory o’ <5 o’ £
Restlt | 8 s | 3| 8 s | 2|1 8| 51 3| 8| s | 3|3 8]| 0, |tsts| |28 3, 2 8 |24
B © e B < e B < e B © 8 | & | 8 | Cchemicl o|ls |89 & | g | - |&a
S ||z B | ¢ 2| g |E| B|CQ|E|&| &y </ Flgsf < | 5 g (k8
— i — i — i = i ID32) w | <| g L < | &
< < < <
7729 | Infant cereals without | Céréales infantiles sans : 212 | 345 | + | 2483 | 3222 | + | 2736 | 3258 | + | 2557 | 3341 | + | +p | - |Cowbacri 1ty 4|+ | pD | PD | PD |PD|2|a
probiotic multi cereals | probiotique multicéréales spp.
771 |Infant cereals without | Céréales infantiles sans |, 2603 | 3481 | + | 278 | 3249 | + | 2550 | 3324 | + | 288 | 3370 | + | ap | - |Cronovacer) b tul 4| PA | PA| PA |PA[2]a
probiotic brioche probiotique saveur briochée spp.
. - . . NI/
772 | Infant cereals without | Céréales infantiles sans + | 2155 | 3928 | + | 2238 | 3407 | + | 2054 | - | + | 2346 | 325 | + | +p | - |Cronobacter| + |+ |+ |+|+| PA|PA| PA |PA[2]a
probiotic 5 cereals probiotique 5 céréales spp
Infant cereals without | Céréales infantiles sans Cronobacter
7723 | probiotic vanilla (10 probiotique babivanille (10+ + 26.24 34.41 + 36.65 35.41 + 25.97 34.03 + 2747 33.63 + +p - s + + 0+ |+ 4 PA PA PA |PA|2|a
months+) mois) Pp.
Infant cereals without Céréales infantiles sans Cronobacter
7724 | probiotic cocoa . s + 22.83 - + 23.75 33.39 + 22.75 - + 2459 34.71 + +p - + + |+ [+ |+ PA PA PA |PA|2|a
biscuit probiotique chocobiscuité spp.
Infant cereals without Céréales infantiles sans Cronobacter
7725 L . probiotique vanille + 26.55 33.41 + 26.74 33.97 + 26.29 | 33.05 + 27.75 | 33.17 + +p - + S0 I B PA PA PA |PA|2|a
probiotic vanilla spp.
gourmande
7726 | Infant formula stage 2 | Foudre de lait infantile 2eme | = 2128 - |+ | 2342 | 3688 | + | 2052 | - + | 2480 | 3336 | + | 4p | - |Cromobacri b s]| 4| Pa | PA| PA |PA[2]a
age sans probiotique spp.
7727 | Infant formula stage 2 | Foudre de lait infantile 2eme | = 2478 | 3558 | + | 269 | 323 | + | 2523 | 3484 | + | 2752 [ 3333 | + | 4p | - |Cromobacer; b ol o pa | PA| PA |PA|2]a
age sans probiotique spp.
7728 | Infant formula stage 2 | Poudre de lait infantile bio + 2121 | 3346 | + | 2364 | 385 | + | 2077 | 4059 | + | 2514 | 3592 | + | oap | - |CrOmobacr) b oo pa | PA| PA |PA|2]a
organic 2éme age sans probiotique spp.
Follow-up infant Poudre de lait infantile sans NI/
7729 formulap probiotique lait de suite bio + 21.01 - + 24.74 34.75 + 20.72 | 40.73 + 26.77 33.53 + +p - Cronobacter + + 0+ [+ |+ PA PA PA |PA|2]a
2éme age Spp.
7730 | Infant formula stage 1 | Foudre de laitinfantile sans | =, 260 | 3471 | + | 235 | - + |23 | 4183 | + | 2421 | 323 | + | o+p | - |COMEer) Tl oy s+ | pa|Pa| PA |PA|2]a
probiotique premier age spp.
7731 | Infant formula stage 2 | Foudre de laitinfantile sans | =, 2486 | 3677 | + | 2764 | 3183 | + | 2344 | 332 | + | 2779 [ 3213 | + |oap | - | CrOmobacer) b e+ | Pa | PA| PA |PA|2]a
probiotique 2eme age Spp.
go1g | Infant cereals without | Gereales infantiles sans : 2541 | 3577 | + | 2565 | 3574 | + | 244 | 3404 | + | 2484 | 3424 | + | ap | . |Cromobacr; ..+ pp | PD| PD [PD|2]a
probiotic multi cereals probiotique multicéréales Spp.
Infant formula with .
probiotics stage 2 Poudre de lait avec Cronobacter
7732 . . probiotiques 2éme age + 22.96 38.96 + 24.59 32.27 + 22.88 - + 25.35 33.27 + +p - + + ]+ [+ |t PA PA PA |[PA|2|D
(B.infantis 8,3.10* . b spp.
(B.infantis 8,3.104 CFU/g)
CFUlg)
Infant formula with Poudre de lait avec
probiotics thick probiotiques formule Cronobacter
7733 | formula with starch épaissie amidon 2éme age - 23.16 39.05 + 23.17 34.91 + 23.75 | 4292 + 25.37 346 + +p - s + SO I I PD PD PD |[PD|2|b
stage 2 (Bifidobacteria | (Bifidobacteries 8,3.104 Pp.
8,3.10¢ CFU/g) CFUlg)
Infant formula with .
L ) Poudre de lait avec
probiotics thick robiotiques actigest Cronobacter
7734 | formula stage 2 problotiques actigest + 2233 | 3865 | + | 2382 | 3176 | + | 2274 | 3808 | + | 2433 | 3339 | + | +p | - + |+| + |+ + | PA | PA| PA |PA|2]D
. . formule epaisse 2éme age Spp.
(B.infantis 3,710° | (B infantis 8,3.10¢ CFUIg)
CFUIlg) : o g

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

INFANT FORMULA AND INFANT CEREALS WITH AND WITHOUT PROBIOTICS AND INGREDIENTS (up to 375 g sample size) (Study realised by ADRIA Développement)

Alternative method: iQ-Check Cronobacter spp

ISO . 375g + 1125 mL pre-warmed (37°C) BPW with PIF supplement - 18h at 37°C+1°C + enrichment broth - Storage for 72h at 5°C * 3°C
22964 RAPID'Sakazakii
PCR . : N
(direct streaking 10 i) Final Result Agreement
Easy protocol Confirmation E tocol E 9 Protocol
. . Without purification asy protoco asy Frotoco gl o
Sa;lnople Product Product (French name) APF APF with FDRS APF Fast APF Fast with FDRS 8 step All g 8
g confi- " " 3"
- - - - 9 . rmatory o’ <5 o’ £
sl 3 o 7 3 o 7 3 o 7 3 o F % Q BIO.- tests 2 E z e 'ﬁ =
= o o = & o < & o e & o o 8 chemical Ll c|w| g & = w ? q
=2 S T > ) ® 2 O ® 2 O = S | = | gallery (API <| T |g|Lf < s i
© - k= © - k= © - k= © - k= L o L T8
= i = i = i = ic ID32) w | <5 L < | &
Infant formula with Poudre de lait avec Cronobacter
7735 | probiotics stage 2 (L. | probiotiques relais 2eme 22.85 + 25.62 31.57 + 24.32 - + 26.77 35.88 + +p - spp. + L R PD PD PD [PD|2|Db
reuteri 9,8.10° CFU/g) | age (L. reuteri 9,8.105 CFU/g)
Infant formula with Poudre de lait avec Cronobacter
probiotics thick probiotiques formule spp.
7736 | formula stage 2 épaissie 2éme age + 22.83 + 27.29 33.28 + 23.12 - + 27.59 34.07 + +p - + L R PA PA PA |PA|2|b
(Bifidobacteria 1,5.10° | (Bifidobactéries 1,5.10°
CFU/g) CFUig)
Infant cereals with Céréales infantiles vanille Cronobacter
7738 | probiotics vanilla (B. | avec probiotiques (B.lactis + 35.03 33.84 + 34.64 33.53 + 31.75 33.02 + 32.82 32.27 + +p - spp. + + |+ [+ |+ PA PA PA |PA|2|Db
lactis 5,3.10° CFU/g) 5,3.105 CFU/g)
Infant cereals with L . . Cronobacter
robiotics 5 cereals Céréales infantiles 5 s
7739 |P . céréales avec probiotiques + 28.36 33.74 + 28.56 34.48 + 2786 | 35.96 + 26.03 32.42 + +p - Pp- + ]+ [+ |t PA PA PA |PA|2|Db
(B. lactis 2,7.108 .
(B.lactis 2,7.10¢ CFU/g)
CFU/g)
Infant cereals with Céréales infantiles vanille Cronobacter
probiotics cocoa chocolat au lait avec i i spp.
7740 vanilla (B. lactis probiotiques (B.lactis 4,5.10° + 25.68 35.7 + 23.54 33.96 + 23.74 + 22.33 2414 + +p + S I PA PA PA |PA|2|b
4,5.108 CFUlg) CFU/g)
Infant cereals with Céréales infantiles saveur Cronobacter
7741 | probiotics biscuit (B. | biscuit avec probiotiques + 28.27 32.35 + 31.36 32.91 + 26.74 | 32.58 + 27.86 32.11 + +p - spp. + + ]+ [+ |+ PA PA PA |PA|2|Db
lactis 1,1.10¢ CFU/g) (B.lactis 1,1.10° CFU/g)
Infant cereals with Céréales infantil ine et Cronobacter
robiotics oat and ereales infantries avoine € spp.
7742 |P - blé avec probiotiques + 28.8 33.92 + 28.48 35.02 + 27.46 37.3 + 25.65 422 + +p - + S I PA PA PA |PA|2|b
wheat (B. lactis 2,7.106 .
(B.lactis 2,7.10¢ CFU/g)
CFU/g)
Infant cereals with Céréales infantil isett Cronobacter
robiotics biscuit and ereaes Iniantres noisetle spp.
7743 |P . biscuit avec probiotiques + 25.02 32.81 + 28.08 3243 + 26.26 | 33.03 + 26.72 32.01 + +p - + + ]+ [+ |+ PA PA PA |[PA|2|D
nut (B. lactis 4,0.10¢ -
(B.lactis 4,0.106 CFU/qg)
CFU/g)
NI/
7744 | Maltodextrin Maltodextrine 222 31.82 + 24.07 31.97 + 2227 | 32.35 + 24.05 32.08 + +p - Cronobacter + S I R PD PD PD [PD|2|c
spp.
7745 | Maltodextrin Maltodextrine 2600 | 328 | + | 2741 | 3352 | + | 2412 | 3166 | + | 2495 | 3174 | + | +p | - C’O’;;‘;a“e’ +# |+ +|+|+ | PD|PD|PD [PD|2]|cC
Non-fat drv milk Poudre de lait écrémé NI/
7746 powder ry + 28.04 + 33.78 - + 26.68 - + 26.16 - + +p - Cronobacter + + 0+ [+ |+ PA PA PA |[PA|2|cC
spp.
7747 Non-fat dry milk Poudre de lait écrémé + 2185 + 101495 | 13414t | i 2573 i + a7 i + +p i Cronobacter + R R I PA PA PA | PAl2 ¢
powder Spp.
7750 | Whey Lactoserum + 2745 | 3137 | + | 2176 | 3126 | + | 2223 | - + | 2667 | 3476 | + | +p | - Cm’;;‘;a“e’ + |+ + [+ +| PA|PA| PA |[PA|2]|cC
7751 | Maltodextrin Maltodextrine + 2329 | 3205 | + | 2482 | 3142 | + | 2248 | 4127 | + | 2246 | 3159 | + | +p | - C’O’;;‘;a“e’ +# |+ +|+|+ | PA|PA| PA[PA|2]C
NI/
7752 | Whey Lactoserum 25.62 31.72 + 30.79 32.44 + 25.04 | 3146 + 28.91 32.73 + +p - Cronobacter + + 0+ [+ |+ PD PD PD [PD|2|c
Spp.
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BIO-RAD

INFANT FORMULA AND INFANT CEREALS WITH AND WITHOUT PROBIOTICS AND INGREDIENTS (up to 375 g sample size) (Study realised by ADRIA Développement)
Alternative method: iQ-Check Cronobacter spp
ISO 375g + 1125 mL pre-warmed (37°C) BPW with PIF supplement - 18h at 37°C*1°C + enrichment broth - Storage for 72h at 5°C % 3°C
22964* : r
RAPID'Sakazakii
PCR . : N
(direct streaking 10 * ) .
- : Final Result Agreement
Easy protocol Confirmation E | Easy P |
. , Without purification asy protoco asy Protoco gl o
Sa;lnople Product Product (French name) APF APF with FDRS APF Fast APF Fast with FDRS 8 step A"f . S E
S confi- 3
_ _ ~ _ | = . rmatory b4 £ b4 £
Result 3 > 5 g o 5 g - 3 3 - EREEEE Bio- tests 28 2, 2 5|2y
B © e B < e B < e B © 8 | & | 8 | Cchemicl o|ls |89 & | g | - |&a
> o) = > S = > S = o O = S | = | gallery (API <| T |&|=f§ < = & |«
© - = © - = © - = © - k= L (@) [T T8
~ ic — ic = ic = i ID32) L < g L < |
< < < <
7753 | Non-fat dry milk Poudre de lait écrémé N 2195 + 30.55 . + 25.62 - + 26.58 - + +p .| Cronobacter + t)+ |+ +| PA | PA| PA |PA|2]|C
powder Spp.
Non-fat drv milk Poudre de lait écrémé NI/
7754 powder ry - 247 - + 33.18 - + 2513 - + 27.47 - + +p - Cronobacter + L R PD PD PD |[PD|2|c
Spp.
Non-fat drv milk Poudre de lait écrémé NI/
7755 powder r - 23.55 33.1 + 30.01 33.16 + 25.01 - + 2715 | 40.56 + +p - Cronobacter + S I R PD PD PD |PD|2|c
spp.
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BIO-RAD

ENVIRONMENTAL SAMPLES (Study realized by Q-Laboratories Inc.)
Alternative method: iQ-Check Cronobacter spp
S0 22964 30g + 270 mL BPW or Sampling device + 10 mL (Swab), + 100 mL (sponge) + 225 mL (wipe) - 18h % 2h at 37°C
PCR RAPID'Sakazakii (direct streaking 10 pl)
Easy protocol Confirmation Final Result Agreement
APF APF with FDRS APF Fast APF Fast with FDRS _f\{Vithput With purification Easy protocol Easy Protocol |
Sample - purification step step Negative 2 o
NE Product 2 samples | All ® w |3 S
. o = 2 (Subculture | confir- % E % é 3
CCl | Oxidase | Identification é 3 o Z 3 2| 8 | 2| 8 o | 7 = 8 | Biochemical @ | Biochemical CSB+ matory 28| = e @ £
= o @ 5 oz o = o ) = o o | 8| & & streaking tests | uw | o | 2| % | 4 < o s
o = o | Qo | = g, = g, = g | = | gallery (API kel gallery (APl | 4nto ccl) |l =5 | L2 & E= w z
& 2 | 8| & el s |2 | 8| &s5| 2| 8|75 ID32) S ID32) T 2|2 Sl % | B8
— ir — iT — iT — iT L < D L < i
<< & < &
< <
Process Water
1d | (Preclean - Port 1) - st / / - 3317 | - - 3274 | - - 33.36 | - - | 3254 - st / / / / - - - - - - | NA | NA | NA | NA |3 |a
Spice Manufacturer
Process Water (Post Cronobacter Cronobacter Cronobacter
2d |clean-Port1)- +M - + | 2172 | 3197 | + | 196 | 3207 | + | 2209 |32.07| + | 207 |3217| + | +M | - - / + + + |+ |+ | PA| PA| PA| PA |3]|a
Spice Manufacturer SPP- SPP- SPP-
Process Water
39 | [predean- Port2) ) g | / : 3306 | - | - |3285|-| - |3283 - | - [328| - | st |/ / / / : - |- - - -] Na| Na| NA|NA|3]a
ilk and Dairy
Manufacturer
Process Water (Post
ag | Clean-Port2eMilk |y | | Cromobacter | | 5085 | 3234 | + | 1976 | 3228 | + | 2158 |3222| + |2084[3212| + | em | . | Cromobacter | Cronobacter | ¢ |+ |+ [+ |+ Pa|Pa|ralPals]|a
and Dairy spp. Spp. Spp.
Manufacturer
Process Water
54 (Preclean - Port 3)-
Milk and Dai st / / - 3287 | - - 3254 | - - 3281 - - | 3265| - st / / / / - - - - - - | NA | NA | NA | NA |3 |a
ry
Manufacturer
Process Water (Post
6d clean - Port 3)-Milk
. st / / - 3313 | - - 3321 | - - 3321 - - 3255 - st / / / / - - - - - - | NA | NA | NA | NA [3]|a
and Dairy
Manufacturer
Process Water Cronobacter Cronobacter Cronobacter
7d | (Preclean-Port4)- | +M - + | 2028 | 323 + | 1986 | 321 | + | 2164 |3257| + (2073|3219 | + | +M | - - / + + + |+ |+ | PA| PA| PA| PA |3]|a
Spice Manufacturer SPP- SPP- SPP-
Process Water (Post Cronobacter Cronobacter Cronobacter
8d | clean - Port 4)-Spice | +M - + | 2052 | 3246 | + | 2009 | 3247 | + | 2162 | 325 | + 209 (3219 + | M | - - / + + + |+ |+ | PA| PA| PA| PA |3]|a
Manufacturer SPP- SPP- SPP-
Process Water
gg | (Preclean-Portd) | | | Cromobacter | | 5541 | 323 | + | 2031 | 3214 | + | 2202 |3208| + |2132(3205| + | em | . | Cromobacter | ) Cronobacter | + | 4|+ |+ |+ |Pa|palPa]Pals]a
Milk and Dairy spp. spp. spp.
Manufacturer
Process Water (Post
fog | clean-PortSMik ) | / : 3306 | - | - |3289 |- | - |[3296] - | - [s281| - | st | / / / : - -l - -] - | Na|NA|NA|NA|3]a
and Dairy
Manufacturer
Process Water
11d | (Preclean - Hose 1)- st / / - 33.13 - - 3311 | - - 3307 - - 3253 - st / / / / - - - - - - NA | NA | NA | NA |3 ]a
Spice Manufacturer
Process Water (Post Cronobacter Cronobacter Cronobacter
12d | clean - Hose 1)- +M - + | 208 322 + | 1959 | 3216 | + | 21.74 | 323 | + (2098|3202 + | +M | - - / + + + |+ |+ | PA| PA| PA| PA |3]|a
Spice Manufacturer SPP- SPP- SPP-
Process Water
13d | (Preclean - Hose 2)- st / / - 3278 | - - 3286 | - - 3284 - - 13289 - st / / / / - - - - - - | NA | NA | NA | NA [3]|a
Spice Manufacturer
Process Water (Post Cronobacter Cronobacter Cronobacter
14d | clean - Hose 2)- +M - + | 20.14 32.2 + | 19.69 | 3227 | + | 2165 |3221| + [21.01(3232| + | +M | - - / + + + |+ |+ | PA| PA| PA| PA |3]|a
Spice Manufacturer SPP- SPP- SPP-
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BIO-RAD

ENVIRONMENTAL SAMPLES (Study realized by Q-Laboratories Inc.)
Alternative method: iQ-Check Cronobacter spp
S0 22964 30g + 270 mL BPW or Sampling device + 10 mL (Swab), + 100 mL (sponge) + 225 mL (wipe) - 18h % 2h at 37°C
PCR RAPID'Sakazakii (direct streaking 10 pl)
Easy protocol Confirmation Final Result Agreement
APF APF with FDRS APF Fast APF Fast with FDRS _\{Vlthput With purification Easy protocol Easy Protocol
Sambl purification step step Negative g o
al:}fe Product .g samples All @ » _g S
: o x |
= 2 (Subculture | confir- D 2] D s S
1 ificati = = = = o n -
CCl | Oxidase | Identification é 3 o3 ? 3 3 3 o3 3 3 o3 2 w @ | Biochemical 3 Biochemical CSB.+ matory 2 2| £ e 3 <
= o > = o | © - (&} ) - (&} @ o o 3 streaking tests w | - | 2| E [T = e =
S - = g | Qo= & S = 8 .| = | & | 2| gallery(API | S | gallery (API e | E|LX| 3| o s L s
© Q e © e © e e © e & = ID32) 3 ID32) onto CCI) < | = | x| B < = a @
— ic — ic — ic — ic w = || & u < =
< L < L
< <
Process Water
15q | {Preclean-Hose3}- ), | | Cronobacter | | »057 | 3233 | + | 1984 | 3228 | + | 2183 |3269| + [2107[3203| + | em | . | Cromobacter | | Cronobacter / +# |+ |+ |+ |+ | PA|PA|PA|PA|3]|a
Milk and Dairy Spp. Spp. Spp.
Manufacturer
Process Water (Post
16 |Clean-Hosed)-Mik ) ) / : 284 | - | - |a278 |- | - |as08| - | - [3204| - | st |/ / / / : - -l - -] -|Na|Na|NA|NA[3]a
and Dairy
Manufacturer
Process Water
17d | (Preclean - Hose 4)- st / / - 3717 - - 3278 | - - 3312 - - 3293 - st / / / / - - - - - - NA | NA | NA | NA (3 ]a
Spice Manufacturer
Process Water (Post
18d | clean - Hose 4)-Spice | st / / - 3663 | - - 3312 | - - 33.09| - - 13298 - st / / / / - - - - - - | NA | NA | NA | NA [3]|a
Manufacturer
Process Water
19q |(Precean-Hosed)- | | / : 3693 | - | - |28 |- | - [s314] - | - |28 - | st | / / / : - -l - -] -|Na|NA|NA|NA[3]a
Milk and Dairy
Manufacturer
Process Water (Post
20g | dean-HoseS-Mik g 1 / : %13 | - | - 3304 |- | - |3319] - | - [3274| - | st | / / / : | - - - - Na| Na| N NA|3]a
and Dairy
Manufacturer
Process Water
p1g |(Predean-PotO g |y / : 3488 | - | - | 326 |- - |3 | - | - [s312] - | st | / / / : | - - - - Na| Na| N NA|3]a
ilk and Dairy
Manufacturer
Process Water (Post
29 | dlean-Port®)qMik | g | / : 3347 | - | - |%265 |- | - [ss01] - | - |28 - | st | / / / : - -l - -] -|Na|NA|NA|NA[3]a
and Dairy
Manufacturer
Sponge - Conveyer
e | Pelt(Preciean)-Milk / / : 317 | - | - |38 - | - |s204| - | - |ste7| - | - | / / / : - -l - -] - | Na| NA|NA| NA 3D
and Dairy
Manufacturer
Swab - Drain #1
4e | (Post-clean)-Spice / / - 31.73 - - 3161 | - - 3197 - - | 3185 - - / / / / - - - - - - NA | NA | NA | NA |3 ]|D
Manufacturer
Swab - Drain #2
7e | (Post-clean)-Spice / / - 31.81 - - 3158 | - - 3187 - - 13194 - - / / / / - - - - - - | NA | NA | NA | NA |3]|Db
Manufacturer
Sponge - Employee
glove - post shift i i i i i i i i i i i i i i i
8e (Left)-Milk and Dairy / / 32.08 31.58 32.03 31.85 / / / / NA | NA | NA | NA |3|bDb
Manufacturer
Sponge - Employee
ge | Shoe-postohift ' |y .| Cronobacter |, | 1506 | 3902 | + | 1845 | 3502 | + | 174 [3926| + |1778[36.32| + | em | . | Cronobacter ) | Cronobacter ) # |+ |+ |+ |+ | PalPa|PA|PA 3D
(Right)-Milk and Dairy spp. spp. spp.
Manufacturer
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BIO-RAD

ENVIRONMENTAL SAMPLES (Study realized by Q-Laboratories Inc.)
Alternative method: iQ-Check Cronobacter spp
S0 22964 30g + 270 mL BPW or Sampling device + 10 mL (Swab), + 100 mL (sponge) + 225 mL (wipe) - 18h % 2h at 37°C
PCR RAPID'Sakazakii (direct streaking 10 pl)
Easy protocol Confirmation Final Result Agreement
APF APF with FDRS APF Fast APF Fast with FDRS _f\{Vithput With purification Easy protocol Easy Protocol |
Sample . | Rur ication step step Negative 2 o
No | Product 2 samples | All ® w |3 S
. o = 2 (Subculture | confir- @ E @ é 3
n = = = = o - -
OCl | Oridase | Identfication | 61 g | o | Z| 8 1Z S 151318 5| 3| 3|8|sochenica | g | Bochemical | oo | eS| | E(B|g|, |2 F| s
g S ] 8 882 B IS8 5| = | g2 |8 galeyAPl | S | gallery(APl | gniocl e €|y |3| x| £ || 2
© e 2 © 2 © e e © e & L ID32) 3 ID32) ) < | s |2|B6| < = a 7]
— iT — ic — ic — ic w = || & u < =
<< & < &
< <
Sponge - Doorhandle
12e | #4 (preclean)-Spice / / - 31.9 - - 3164 | - - M6 | - - | 3NTT - - / / / / - - - - - | - | NA| NA | NA | NA |3|Db
Manufacturer
Sponge - Doorhandle
13e | #4 (Post-clean)-Spice / / - 32.1 - - 3182 | - - 3242 | - - | 3207 - - / / / / - - - - - - NA | NA | NA | NA (3D
Manufacturer
Sponge - Trash Can Cronobacter Cronobacter Cronobacter
14e | #6-Milk and Dairy +1/2 - + | 1825 | 39.76 + | 18.24 | 3564 | + 178 3964 | + |1797|36.06 | + M | - - / + + + + + PA PA PA PA |3 |b
Manufacturer SPP- SPP- SPP-
Swab - Mixing Blade
15e | #1 (Post-clean)-Spice / / - 3195 | - - 3147 | - - 3217 - - | 387 - - / / / / - - - - - | - | NA| NA | NA | NA |3|Db
Manufacturer
Swab - Mixing Blade
16e | #2 (Preclean)-Spice / / - 31.83 - - 316 | - - 3181 - - | 3204 - - / / / / - - - - - - NA | NA | NA | NA (3D
Manufacturer
Swab - Doorhandle
19e | #2 (preclean)-Spice / / - 31.34 - - 3164 | - - 3174 - - 3193 - - / / / / - - - - - - NA | NA | NA | NA (3D
Manufacturer
Swab - Doorhandle Cronobacter Cronobacter Cronobacter
21e | #6 - Milk and Dairy | +1/2 - + | 2204 | 3612 | + | 1914 | 3227 | + | 19.76 |31.91| + [1971|3217| + | +M | - - / + + | + | + |+ | PA|PA| PA|PA 3D
Manufacturer SPP- SPP- SPP-
Swab - Employee
220 |Qlove-postshit |, 1 | Cronobacter | | 5165 | 3589 | + | 1927 | 329 | + | 1963 |9186| + |1951(3208| + | M | . | Cromobacter | ) Cronobacter | + | 4|+ |+ |+ | Pa]pa|PalPa 3D
(Left) - Spice spp. spp. spp.
Manufacturer
Sponge - Mixing
230 | pode#8 (Preclean) -y, || Cronobacter |y | p135 | 3647 | + | 1948 | 3342 | + | 1944 |3191| + |1039|3242| + | em | . | COMbacler | Gronobacter | + |+ |+ |+|+|Pa|PalPalralsb
ilk and Dairy Spp. Spp. Spp.
Manufacturer
Swab - Employee
24e | dlove-postshift | ., | Cronobacter | | 5105 | 3540 |+ | 2012 | 3418 | + | 196 |3172| + |1943|3185| + | +m | . | Cronobacter | Cronobacter / s+ |+ |+ |+ |+ | PalPalPAlPAl3|D
(Right) - Spice spp. Spp. Spp.
Manufacturer
Sponge - Employee
250 | Shoe-postshift |, | Cronobacter |} 5093 | 3537 | + | 2068 | 34.98 | + | 1955 |3150| + |1933|3177| + | +m | . | Cronobacter ) | Cronobacter | ¢ |+« |+|+|Pa|ralPalral3|p
(Left) - Spice spp. spp. spp.
Manufacturer
Sponge - Employee
26e |Shoe-Postshift - g, | Cromobacter |\ 9075 | 35146 | + | 2106 | 3499 | + | 1945 |3154| + | 193 |3174| + | am | - | Cromobacter | Cronobacter | + | 4|+ |+ |+ | Pa]pa|Palra 3D
(Right) - Spice spp. spp. spp.
Manufacturer
Swab - Drain #4 Cronobacter Cronobacter Cronobacter
27e | (Preclean) - Milk and | +1/2 - + | 2045 | 34.09 + 212 | 3559 | + 199 3137 + |1951|3203 | + M| - - / + + + + + PA PA PA PA |3 |b
Dairy Manufacturer SPP- SPP- SPP-
Sponge - Trash Can
28 |#4-Milkand Dairy | +1/2 | - | C1OM00acter |t yq9 | 3371 | + | 2161 | 3557 | + | 195 [3181] + | 197 |3177| + | +m | . | Cronobacter |} Cronobacter / + |+ |+« |+ |+ | Pa|PA|PAlPAl3]D
Manufacturer SPP- SPP- SPP-
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BIO-RAD

ENVIRONMENTAL SAMPLES (Study realized by Q-Laboratories Inc.)
Alternative method: iQ-Check Cronobacter spp
S0 22964 30g + 270 mL BPW or Sampling device + 10 mL (Swab), + 100 mL (sponge) + 225 mL (wipe) - 18h % 2h at 37°C
PCR RAPID'Sakazakii (direct streaking 10 pl)
Easy protocol Confirmation Final Result Agreement
APF APF with FDRS APF Fast APF Fast with FDRS _\{Vlthput With purification Easy protocol Easy Protocol
purification step step ; =
Sample o Negative g »
No | Product 2 samples | All ® w |3 S
= 2 (Subculture | confir- % = % x 38
i et 7] = = = = o . 5 - 5
CCl | Oxidase | Identification & 3 g 3 S 2 S g 2 S g 2 s ® | Biochemical 3 Biochemical st::es;iit] n::;c:;y w ol I | o e & =
= 12 s o888 |2 | S| e ES| caleyir | £ | galleryiap i S £\ w|Z x| €| x| 2
o  |s| 2 |=°|s| 2 |o || 2|0 || &N g | Ay onto CCI) < | Elels| | x|z
kS = sl S sl S =l sl & = |&g|¥|OS ID32) S ID32) v |8 & < 8
< L < L
< <
Sponge - Conveyer
29 | Delt#3 (Preclean)- |, [ | Cronobacter |} 494y | 3068 | + | 1963 | 3347 | + | 1981 |3186| + |1935| 321 | + | +m | . | Cronobacter ) | Cronobacter | + |+« |+ +|Pa|PalPalrals|b
Milk and Dairy Spp. Spp. Spp.
Manufacturer
Dust (floor sweepings Cronobacter Cronobacter Cronobacter
1f | & dryer lint)-Spice +1/2 - spp + | 2677 | 3389 | + | 2517 | 304 | + | 27.01 |3562| + |27.06|3564| + | +M | - sp - spp / + + + |+ |+ | PA| PA| PA|PA |3|cC
Manufacturer ) ) )
Dust (floor sweepings Cronobacter Cronobacter Cronobacter
2f | &dryerlint)-Milk and | +1/2 - spp + | 2434 | 3233 | + | 2344 | 3062 | + | 2425 | 334 | + |2458|3439| + | M | - spp - spp / + + + |+ |+ | PA| PA| PA| PA |3|cC
Dairy Manufacturer ) ) )
Dust (floor sweepings
3 | &dryerlint)}-Spice | +12| - Cm’;g‘;a"te' + | 2644 | 3307 | + | 2531|3223 | + | 2672 [35.19| + |274 (3571 | + | M| - Cm’;gga“e’ - Cm’;gga“e’ / + + | + |+ |+ | PA|PA|PA|PA|3]|C
Manufacturer ) ) )
Dust (floor sweepings
4f | & dryer lint)-Milk and / / - 3265 | - - 3244 | - - 33.05| - - 13238 - - / / / / - - - - - - | NA | NA | NA | NA |3|cC
Dairy Manufacturer
Dust (floor sweepings Cronobacter Cronobacter Cronobacter
5f | & dryer lint)-Spice +1/2 - spp + | 2437 | 3237 | + | 2355|3096 | + | 2416 |33.13| + |2461[3359| + | +M | - spp - spp / + + + |+ |+ | PA| PA| PA| PA |3|cC
Manufacturer ) ) )
Dust (floor sweepings
6f | & dryer lint)-Spice / / - 3247 | - - 3232 | - - 3256 | - - | 3275 - - / / / / - - - - - - | NA | NA | NA | NA |3]|cC
Manufacturer
Dust (floor sweepings
7f | &dryer lint)-Milk and / / - 3227 | - - 3285 | - - 3225| - - 13286 - - / / / / - - - - - - | NA | NA | NA | NA |3|cC
Dairy Manufacturer
Dust (floor sweepings Cronobacter Cronobacter Cronobacter
8f | &dryerlint)-Milk and | +1/2 - spp + | 24.36 32.8 + | 2399 | 3119 | + | 242 |3357| + |2457(3336| + | tM | - spp - spp / + + + |+ |+ | PA| PA| PA| PA |3|cC
Dairy Manufacturer ' ' '
Dust (floor sweepings
9f | &dryer lint)-Spice / / - 3227 | - - 3278 | - - 3257 - - 3242 - - / / / / - - - - - - | NA | NA | NA | NA |3]|cC
Manufacturer
Dust (floor sweepings
10f |&dryerlint)-Spice | +1/2 | - | Cromobacter | | anes | aoes | + | 2004 | 3162 | + | 3073 |3446| + |3148|3425| + | +m | - | Cronobacter | | Cronobacter / s |+ L+ |+ |+ palpralralrals]c
spp Spp Spp
Manufacturer ' ) )
Dust (floor sweepings
1f | &dyerlint-Spice | +1/2 | - | Cromobacter |\ oees | 3337 | + | 264 | 33.95 | + | 2669 |3521| + |2682| 358 | + | +m | - | Cromobacter | | Cronobacter / s+ |+ |+ |+ | +|Pa|Pa|pPalpral3]c
Spp Spp Spp
Manufacturer ) ) )
Dust (floor sweepings Cronobacter Cronobacter Cronobacter
12f | &dryer lint)-Milk and | +1/2 - spp + | 2441 | 3299 | + | 24.06 | 31.98 | + | 2424 |3262| + |2445|3264| + | +M | - sop - spp / + + + |+ | + | PA| PA| PA| PA |3]|cC
Dairy Manufacturer ) ) )
Dust (floor sweepings
13f | & dryer lint)-Milk and / / - 3249 | - - 3238 | - - 3264 - - | 3274 - - / / / / - - - - - - | NA | NA | NA | NA |3|cC
Dairy Manufacturer
Dust (floor sweepings
14f | & dryer lint)-Spice / / - 32.41 - - 3265 | - - 3241 - - 3263 - - / / / / - - - - - - NA | NA | NA | NA |3 ]|¢c
Manufacturer
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BIO-RAD

ENVIRONMENTAL SAMPLES (Study realized by Q-Laboratories Inc.)

Alternative method: iQ-Check Cronobacter spp
S0 22964 30 + 270 mL BPW or Sampling device + 10 mL (Swab), + 100 mL (sponge) + 225 mL (wipe) - 18h £ 2h at 37°C
PCR RAPID'Sakazakii (direct streaking 10 pl)
Easy protocol Confirmation Final Result Agreement
APF APF with FDRS APF Fast APF Fast with FDRS _\{Vlthput With purification Easy protocol Easy Protocol
purification step step ; =
Sample o Negative g »
NE Product 2 samples | All ® w |3 S
= 2 (Subculture | confir- % = % x 38
CCl | Oxidase | Identification | § = = = = S . . . . CSB+ mato - | - L
& }2 g g g G2 g gg 8 g g 8 g g % Biochemical § Biochemical streaking test;y u E uz; § u E uz; §
S %) = S |20 | 2 S %) = S %) = E‘ 2 gallery (API S gallery (APl | 4nto ccl) 2|2 || 2 B e m =
R = h= K h= S = £ S = = S ID32) e} ID32) w | <| 8 w < S
< L < L
< <
Dust (floor sweepings
15f | & dryer lint)-Spice / / - 32.44 - - 3266 | - - 3224\ - - 13286 - - / / / / - - - - - - NA | NA | NA | NA |3|c
Manufacturer
Dust (floor sweepings
16f | &dryerlint)-Milkand | +12 | - Cm’;g‘;a"te' + | 3132 | 3313 | + | 3076 | 3266 | + | 31.3 [3362] + |[3167[3423| + | M| - Cm’;gga“e’ - Cm’;gga“e’ / + + | + |+ |+ | PA|PA|PA|PA|3]|C
Dairy Manufacturer ) ) )
Dust (floor sweepings Cronobacter Cronobacter Cronobacter
17f | & dryer lint)-Spice +1/2 - spp + | 2441 | 3292 | + | 2426 | 316 | + | 243 |3272| + |2454|3346| + M | - sp - spp / + + + |+ |+ | PA| PA| PA|PA |3|cC
Manufacturer ) ) )
Dust (floor sweepings Cronobacter Cronobacter Cronobacter
18f | &dryer lint)-Milk and | +1/2 - spp + | 2658 | 3286 | + | 2615 | 323 | + | 26.77 |3541| + [2692|3558 | + tM | - sop - sop / + + + |+ |+ | PA| PA| PA| PA |3|cC
Dairy Manufacturer ) ) )
Dust (floor sweepings
19f | & dryer lint)-Milk and / / - 326 - - 3229 | - - 323 | - - 13236 - - / / / / - - - - - - NA | NA | NA | NA |3|c
Dairy Manufacturer
Dust (floor sweepings Cronobacter Cronobacter Cronobacter
20f | &dryerlint)-Mik and | +1/2 - spp + | 2654 | 3329 | + | 26.05 | 31.94 | + | 2647 - + 2669|3543 | + +M | - sp - spp / + + + |+ |+ | PA| PA| PA|PA |3|cC
Dairy Manufacturer ) ) )
Dust (floor sweepings Cronobacter Cronobacter Cronobacter
21f | & dryer lint)-Spice +1/2 - spp + | 2433 | 32.71 + | 2418 | 3129 | + | 242 |3333| + |2446|3354 | + tM | - sop - sop / + + + |+ |+ | PA| PA| PA| PA |3|cC
Manufacturer ' ) )
Dust (floor sweepings
22f | &dryerlint)-Spice | +112| - C’O’;‘;‘;a"te' + | 2428 | 3266 | + | 2426 | 3178 | + | 2419 [3286| + [2445[3318| + | +M | - Cm’;ggade’ - Cm’;ggade’ / + + | + |+ |+ | PA|PA|PA|PA|3]|C
Manufacturer ) ) )
Dust (floor sweepings Cronobacter Cronobacter Cronobacter
23f | & dryer lint)-Spice +1/2 - spp + | 2442 | 3167 | + | 2427 | 3249 | + | 2422 |33.38| + |24.37|3446| + +M | - sp - sp / + + + |+ |+ | PA| PA| PA|PA |3|cC
Manufacturer ) ) )
Dust (floor sweepings
24f | & dryer lint)-Milk and / / - 32.42 - - 3253 | - - 3219| - - 325 - - / / / / - - - - - - NA | NA | NA | NA |3|c
Dairy Manufacturer
Dust (floor sweepings
25f | & dryer lint)-Milk and / / - 32.39 - - 3279 | - - 3235 - - 1323 - - / / / / - - - - - - NA | NA | NA | NA |3|¢c
Dairy Manufacturer
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BIO-RAD

ENVIRONMENTAL SAMPLES (Study realized by Q-Laboratories Inc.)
Alternative method: iQ-Check Cronobacter spp
S0 22964 30g + 270 mL BPW or Sampling device + 10 mL (Swab), + 100 mL (sponge) + 225 mL (wipe) - 18h +/- 2h at 37°C + enrichment broth - Storage for 48h at 5°C % 3°C
PCR RAPID'Sakazakii (direct streaking 10 pl) .
- : Final Result Easy Agreement Easy >
Sample Easy protocol Confirmation protocol - Protocol - S| g
N° Product APF APF with FDRS APF Fast APF Fast with FDRS Without purification step ko) l%
o — — > — o — Typical All confirmatory o a O
Result % 8 % > S é % S é % S % colonies Oxid Biochemical gallery tests w | P 8 §§ w | S 8 EE
S| o |5 S|l al=l8|cls| &5 c|= xidase (API ID32) < a8 &k &g < (&8 & ks
[4v] —_— c —_— o © —_— o @ —_— [ | =
aq | Process Water (Post clean - Port + 2116 | 324 | + | 2055 | 3185 | + | 2062 | 3175 | + | 2023 | 3163 | + +M : Cronobacter spp. + s+ |+ |+ | + |PalPalPAlPAl 3] a
1) - Spice Manufacturer
4q | Process Water (Post clean - Port + 2107 | 3226 | + | 2061 | 3225 | + | 204 | 3187 | + | 2024 | 3157 | + M : Cronobacter spp. + s+ |+ | + |+ |palPalPAalPAl 3| a
2)-Milk and Dairy Manufacturer
74 | Process Water (Preclean - Port + 2062 | 3224 | + | 2044 | 3231 | + | 2035 | 3155 | + | 2013 | 3156 | + M : Cronobacter spp. + s+ |+ | + |+ |palPalPAalPAl 3| a
4)-Spice Manufacturer
gq | Frocess Water (Post clean - Port + 2081 | 3252 | + | 2035 | 3181 | + | 2044 | 3186 | + | 198 | 3153 | + M : Cronobacter spp. + s+ | + |+ | + |PalPA|PA|PA| 3] a
4)-Spice Manufacturer
gq | Process Water (Preclean - Port + 2084 | 325 | + | 203 | 3200 | + | 2031 | 3205 | + | 1978 | 3155 | + M : Cronobacter spp. + s+ | + |+ | + |PalPa|PAlPAl 3] a
5)-Milk and Dairy Manufacturer
124 | Process Water (Post clean - + 208 | 3214 | + | 2041 | 3213 | + | 2041 | 317 | + | 1974 | 3127 | + M - Cronobacter spp. ¥ + | + | + |+ |PA|PA|PA|PA| 3| a
Hose 1)-Spice Manufacturer
149 | Process Water (Post clean - + 2059 | 3241 | + | 203 | 3216 | + | 2047 | 3169 | + | 1963 | 3164 | + M : Cronobacter spp. + s+ |+ | + |+ |palPalPalPal 3| a
Hose 2)-Spice Manufacturer
154 | Process Water (Preclean - Hose + 2083 | 3219 | + | 2038 | 3185 | + | 2051 | 3159 | + | 1994 | 3145 | + M : Cronobacter spp. + + |+ | + |+ |palPalPalPal 3| a
3)-Milk and Dairy Manufacturer
Sponge - Employee shoe - post
9 | shift (Right)-Milk and Dairy + 1837 | 4184 | + | 1998 | 3474 | + | 17.82 | 3972 | + | 1963 | 3463 | + M - Cronobacter spp. + + |+ | + | + |PA|PA|PA[PA| 3 | D
Manufacturer
14¢ | Sponge - Trash Can #6-Milk and + 1823 | 4107 | + | 1855 | 3854 | + | 17.91 | 3980 | + | 182 | 3672 | + +M : Cronobacter spp. + s |+ |+ |+ |pa|pPalPalPal 3|
Dairy Manufacturer
21¢ | Swab - Doorhandle #6 - Milk and + 1933 | 3439 | + | 182 | 3208 | + | 1838 | 3176 | + | 1878 | 3243 | + M : Cronobacter spp. + s+ |+ | + |+ |palPalPalpPal 3|
Dairy Manufacturer
22¢ | Swab - Employee glove - post + 194 | 3387 | + | 1857 | 324 | + | 1874 | 31.78 | + | 1912 | 3203 | + M - Cronobacter spp. + + | + |+ | + |PA|PA|PA|PA| 3 | D
shift (Left) - Spice Manufacturer
Sponge - Mixing Blade #8
23e (Preclean) - Milk and Dairy + 19.97 | 33.46 + | 1877 | 3279 | + | 1927 | 317 + | 1892 | 3186 | + +M - Cronobacter spp. + + + + + | PA|PA|PA|PA| 3 b
Manufacturer
Swab - Employee glove - post
24e | shift (Right) - Spice + 1971 | 3318 | + | 1889 | 3316 | + | 19.08 | 3155 | + | 1861 | 3233 | + M - Cronobacter spp. + + |+ | + | + |PA|PA|PA[PA| 3 | D
Manufacturer
250 | Sponge - Employee shoe - post + 1974 | 3374 | + | 1944 | 3326 | + | 1891 | 3195 | + | 1865 | 3168 | + M - Cronobacter spp. " + |+ | + | + |PA|PA|PA[PA| 3 | D
shift (Left) - Spice Manufacturer
Sponge - Employee shoe - post
26e | shift (Right) - Spice + 1934 | 3412 | + | 1973 | 3336 | + | 1842 | 3173 | + | 1871 | 3207 | + M - Cronobacter spp. " + |+ | + | + |PA|PA|PA[PA| 3 | D
Manufacturer
a7e | Swab - Drain #4 (Preclean) - Milk + 1992 | 3355 | + | 1976 | 3376 | + | 19 | 3173 | + | 1882 | 3161 | + M : Cronobacter spp. + s+ |+ | + |+ |palPalPalpPal 3|
and Dairy Manufacturer
2ge | Sponge - Trash Can #4 - Milk + 2017 | 3355 | + | 19.99 | 3395 | + | 1941 | 3181 | + | 1882 | 3179 | + M : Cronobacter spp. + s+ |+ | + |+ |palPalPalpPal 3|
and Dairy Manufacturer
Sponge - Conveyer belt #3
2% (Preclean) - Milk and Dairy + 19.99 | 3345 + | 2041 | 3385 | + 18.9 32 + 11952 | 3159 | + +M - Cronobacter spp. + + + + + | PA|PA|PA|PA| 3 b
Manufacturer
1t | Dust(floor sweepings & dryer lint)- + 255 | 3450 | + | 2352 | 3011 | + | 2533 | 3273 | + | 2681 | - | + +M : Cronobacter spp. + s |+ |+ |+ |pa|PalpPalPal3|c
Spice Manufacturer
ot | Dust(floor sweepings & dryer fint)- + 2743 | 357 | + | 2527 | 3199 | + | 2798 | - | + | 2642 | 3262 | + +M : Cronobacter spp. + s+ |+ |+ |+ |palPalPalpPal 3|
Milk and Dairy Manufacturer
g | Dust (floor sweepings & dryer lint)- + 2521 | 3321 | + | 2368 | 311 | + | 2530 | 3384 | + | 2483 | 30.86 | + +M : Cronobacter spp. + s |+ |+ |+ |pa|PalpPalPal3|c
Spice Manufacturer
5t | Dust (floor sweepings & dryer lint)- + 3229 | 3349 | + | 2569 | 3245 | + [ 3305 | - | + | 2604 | 3424 | + M : Cronobacter spp. + s+ |+ |+ |pa|pPalPalPal3|c
Spice Manufacturer
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ENVIRONMENTAL SAMPLES (Study realized by Q-Laboratories Inc.)
Alternative method: iQ-Check Cronobacter spp
S0 22964 30g + 270 mL BPW or Sampling device + 10 mL (Swab), + 100 mL (sponge) + 225 mL (wipe) - 18h +/- 2h at 37°C + enrichment broth - Storage for 48h at 5°C % 3°C
PCR RAPID'Sakazakii (direct streaking 10 pl) .
- : Final Result Easy Agreement Easy >
Sample Easy protocol Confirmation protocol - Protocol - S| g
N° Product APF APF with FDRS APF Fast APF Fast with FDRS Without purification step ko) S
- — — > — o — Typical All confirmatory o a O
Result % 8 % > S é % S % % S % colonies Oxid Biochemical gallery tests w | P S |8 § w | S S |8 E
S| o |5 S|l al=l8|cls| &5 c|= xidase (API ID32) < a8 &k &g < (&8 & ks
[4v] —_— c —_— o © —_— o @ —_— [ | i
gr | Dust(floor sweepings & dryer lint)- + 3212 | 3392 | + | 263 | 3248 | + | 3237 | 3541 | + | 2586 | - | + +M : Cronobacter spp. + + |+ |+ |+ |Pa|PAlPAlPAl 3| ¢
Milk and Dairy Manufacturer
1or | Dust (floor sweepings & dryer fint)- + 2761 | 3433 | + | 3055 | 3227 | + | 2731 | - | + | 2057 | 3231 | + +M : Cronobacter spp. + + |+ |+ |+ |Pa|PAlPAlPAl 3| ¢
Spice Manufacturer
197 | Dust (floor sweepings & dryer fint)- + 2524 | 3209 | + | 2462 | 3231 | + | 2500 | 3269 | + | 2366 | 31.78 | + +M : Cronobacter spp. + + |+ |+ |+ |Pa|PAlPAlPAl 3| ¢
Spice Manufacturer
19¢ | Dust (floor sweepings & dryer lint)- + 3272 | 3424 | + | 3139 | 325 | + | 3179 | 3372 | + | 2058 | 3077 | + M : Cronobacter spp. + s+ |+ | + |+ |palPalPalpPal3|c
Milk and Dairy Manufacturer
16r | Dust (floor sweepings & dryer finf)- + 2544 | 3472 | + | 2746 | 3327 | + | 251 | 3231 | + | 2605 | 3453 | + +M : Cronobacter spp. + s+ |+ | + |+ |Pa|PalPalpPAal 3|
Milk and Dairy Manufacturer
17¢ | Dust (floor sweepings & dryer lint)- + 3062 | 3332 | + | 2504 | 3301 | + | 3236|3434 | + | 239 | 326 | + +M : Cronobacter spp. + s |+ |+ |+ |pa|pPalPalPal 3| c
Spice Manufacturer
1gr | Dust (floor sweepings & dryer lint)- + 2512 | 3271 | + | 2496 | 3257 | + | 2489 | 3371 | + | 2525 | 3454 | + +M : Cronobacter spp. + s |+ |+ |+ |pa|pPalPalPal 3| c
Milk and Dairy Manufacturer
gof | Dust (floor sweepings & dryer fint)- + 3244 | 33874 | + | 3189 | 3288 | + | 3203 [ 3371 | + | 3253 | 3468 | + +M : Cronobacter spp. + + |+ |+ |+ |Pa|PA|PA|PA] 3|
Milk and Dairy Manufacturer
g1 | Dust (floor sweepings & dryer fint)- + 2517 | 3401 | + | 2505 | 3299 | + | 2493 | 3325 | + | 2528 | 331 | + +M : Cronobacter spp. + s+ |+ | + |+ |PalPalPalpPAal 3|
Spice Manufacturer
gpf | Dust (floor sweepings & dryer linf)- + 27 | 322 | + | 2543 | 3320 | + | 2721 [ 3437 | + | 2518 | 3265 | + +M : Cronobacter spp. + s |+ |+ |+ |pa|pPalPalPal 3| c
Spice Manufacturer
gaf | Dust (floor sweepings & dryer fint)- + 2737 | 3456 | + | 2512 | 3266 | + | 27.20 | 3404 | + | 2522 | 3227 | + +M : Cronobacter spp. + + |+ | + |+ |Pa|PalPAalPAl 3| c
Spice Manufacturer
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Appendix 5 — Relative level of detection study: raw data

Matrix: Infant cereals with probiotics - 30g (Q-Lab)
Strain: Cronobacter sakazakii QL 11007.9

Seeding protocol with lyophilized strain storage for 2 weeks at ambient temperature

Unpaired

Total viable count: 2,4.103 CFU/g

iQ-Check Cronobacter spp. method
I1SO 22964 30 g + 270 mL BPW + 10 pg /mL vancomycin - 20h * 2h at 37°C £ 1°C + 1mL enriched BPW + 9mL BPW 4h% 1h at 37°C £ 1°C
PCR RAPID'Sakazakii iQ-Check Cronobacter spp
Inoculation Samople Sample N° B tocol (direct streaking Final Result Positive Results/Total
Lovel - N altormative asy protoco 10 i) Al . ina etsu I 05|E ive e51t1 S, Io a
(clui2sg) | (reference Positive | method) APF APF with FDRS APF Fast APF Fast with FDRS confirmato asy protoco asy profaco
method) | cCl| Oxidase | Identification | Result | Results/Total test "y APF APF APE APF
(1S022964) Target| I1.C. | Final | Target| I.C. | Final |Target| 1.C. | Final | Target| I.C. | Final | Typical colonies | o> APE | with | APF | Fast 'T | APF | Fast
C Cq |result| C Cq |result| C C result| C Cq | result pats Fast| with APF | with Fast | with
a a - a1~ a | FDRS FDRS
FDRS FDRS
8 / / 3 - 3391 - - 13242 - - 34.54 - - 33.96| - - - - - - -
10 / / 16 - 13335 - - 33 - - 33.89 | - - 3347 - - - - - - -
0 0 12 / / 0/5 18 - 332 | - - 133.08| - - 3321 | - - 1329 - - - - - - - 0/5| 0/5 | 05| 0/5
16 / / 23 - 3322 - - 3277 - - 32.56 | - - 13265 - - - - - - -
27 / / 24 - 13325 - - 133.08| - - 33 - - 3313 - - - - - -
1 / / 1 - 3469 - - 13299 - - 3B - - 3494 - - - - - - -
2 / / 2 18.38 14063 + | 1813|3252 + |19.36 |35477| + |2143|3469| + +M + + + + +
4 - / / - 4 18.22 140.38| + | 1813 |33.52| + 21 36.41 + 12029 [3498| + +M + + + + +
& +M - Cronobacter spp. | + 5 18.38 | NA + [ 1824 |3212| + |2061)36.9 | + |2053|3527| + +M + + + + +
6 - / - 6 - 32.6 - - 13268 - - 33.27 - - 33.2 - - - - - -
7 - / / 7 18.7 | NA + 11902 [3427| + |2115]36.32 | + |20.08 |3448| + +M + + + + +
9 - / / - 9 - 13335 - - 13296 - - 33.07 | - - 13502 - - - - - -
11 +M - Cronobacterspp. |+ 10 18.81 | NA + 1914 13479 + | 18313691 | + [27.79| NA + +M + + + + +
13 +M - Cronobacter spp. | + 1 - 13386 - - 3282 - - 3323 | - - 3454 - - - - - -
14 - / / - 12 18.37 | NA + |18.67 |3519| + |1815|3828 | + |2342|3598| + +M + + + + +
Low 1 15 - i ] - 7120 13 T 33691 - T 3071 - - 301 | - 13349 - - - - - - 8/20| 8/20 | 8/20| 8/20
17 +M - Cronobacter spp. | + 14 - 13265 - - 13293 - - 32.9 - - 13289 - - - - - -
18 - / / - 15 - 33.38| - - 33 - - 33.83 - - 33.04| - - - - - -
19 - / / - 19 - 3347 - - 33 - - 33.32 - - 32.58| - - - - - -
20 +M - Cronobacter spp. | + 21 - 13348 - - 3254 - - 32.93 - - 3265 - - - - -
21 - / / - 25 18.53 | NA + 1922 |3746] + |18.03] 386 + [19.35[3545| + +M + + + + +
25 - / / - 26 1834 | NA | + |19.05|3762| + [1795]39.92 | + |18.88|3549| + +M + + +
26 +M - Cronobacter spp.| + 27 - 13334 - - 3279 - - 3285 | - - 13262 - - - - - -
29 - / / - 28 - 3315 - - 13301 - - 3275 | - - 3257 - - - - - -
30 +M - Cronobacter spp.| + 29 - 3414 - - 3441 - - 3494 | - - 13648| - - - - - - -
3 +M - Cronobacter spp. | + 8 18.55 | NA + | 18.79 |3486| + [1999 | 3756 | + |1868 |3552| + +M + + + + +
22 +M - Cronobacter spp. | + 17 18.48 | NA + 189 [36.13| + | 18.16 | 37.11 + |18.63 [36.51| + +M + + + + +
High 8 23 +M - Cronobacter spp. | + 515 20 18.07 | NA + | 1847 |36.29| + 18 | 39.71 + 118.39 [36.78| + +M + + + + + 5/5 | 5/5 | 5/5| 5/5
24 +M - Cronobacter spp. | + 22 18.06 | 39.89| + | 1855|36.65| + |1772|3832| + |1848 |3551| + +M + + + + +
28 +M - Cronobacter spp. | + 30 18.23 | NA + |18.81 |3766| + 179 | 4044 | + | 1855|3712 + +M + + + + +
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Matrix : Infant formula with probiotics - 375g (ADRIA Développement)
Strain : Cronobacter sakazakii Ad1418
Seeding protocol with lyophilized strain storage for 2 weeks at ambient temperature
Unpaired
Total viable count: 2,8.108 CFU/g
Lactic count : 1,7.106 CFU/g
iQ-Check Cronobacter spp. method
I1SO 22964* 375g + 1125 mL pre-warmed (37°C) BPW with PIF supplement - 18h at 37°C+1°C
PCR RAPID'Sakazakii iQ-Check Cronobacter spp
samoleN° | Lovel |”°|CU|3|“°” Easy protocol (dlrec1t os ::f)akmg Final Result Positive Results/Total
TRER T o) Positive APF APF with FDRS APF Fast APF Fast with FDRS conﬁf‘n']'atory Easy protocol Easy protocol
CCl | Oxidase | Identification | Result | Results/Total tests APF APF APF APF
(15022964) | Target | I.C. | Final | Target | I.C. | Final | Target | I.C. | Final | Target | I.C. | Final | Typical colonies APF | with APF | Fast APF | with APF | Fast
Cq Cq |result| Cq Cq |result| Cq Cq |result| Cq Cq | result FDRS Fast | with FDRS Fast | with
FDRS FDRS
8205 st / / - 33.51 - - 3475 - - 33.02| - - 3297 | - st - - - - -
8206 st / / - 3397 | - - 33.84| - - 33 - - 32.5 - st - - - -
8207 0 / st / / 0/5 - 3347 - - 33.51 - - 3258 | - - 3253 | - st - - - - 0/5 | 0/5 | 0/5 | 0/5
8208 st / / - 33.71 - - 33.28 | - - 33.11 - - 3325 - st - - - -
8209 st / / - 33.81 - - 33.2 - - 33.05| - - 3263 | - st - - - - -
8268 st / / - 2412 13448 | + | 2311|3731 + | 2237 [38.00] + | 2334 - + +p + + + + +
8269 +p - + + 2635 |33.84| + | 2491 35.02| + | 2563 [33.08| + | 24.05 - t+ +p + + + + +
8270 st / / 2825 | 3255 | + 26394 3293 + | 2690 |3387| + |2612 |3505| + +p + + + + +
8271 +p - + + 29.00 | 3247 | + 3032|3264 + | 2863 3307 + [2938 3309 + +p + + + + +
8272 +p + + - 3313 | + - 3313 | - - 33.26 | - - 3379 - st - - - - -
8273 +p - + + 2754 |33.75| + | 2759 |3451| + | 2631 [3343] - 2654 | 3314 | + +p + + + + +
8274 st / / 27.03 13203 | + | 2913 |3297| + | 27.04 |3262| + | 2897 |3307| + +p + + + + +
8275 st / / - 36.75 | 3340 | + | 3417 |32.81| + |3243 |3303| + |33303310| + +p + + + + +
8276 +p - + + 2940 13296 | + | 2898 |3319| + | 27.30 [3278| + [27.00 |3331| + +p + + + + +
ST Low |19 f; / ! : upo e e . - bt 50| 15020 | 15720 | 15120
8279 st / / - - 38347 - - 3340 | - - 33.80 | - - 3368 | - st - - - -
8280 +p - + + 2793 [3322 | + | 2702 |3275| + | 2731 |3449| + | 2644 |3398| + +p + + + + +
8281 +p + + 3211 133.02| + | 3297 |3243| + 3330 [3323| + |31913279| + +p + + + + +
8282 +p + + 2743 14061 | + | 2597 |3316| + | 2635 |40.09| + | 2521 |3354| + +p + + + + +
8283 +p + + - 33.87| - - 32.61 - - 413 - - 3352 | - st - - - - -
8284 +p + + 2726 |3316| + | 2659 |33.28| + | 2678 |[34.89| + | 2624 |3493| + +p + + + + +
8285 +p + + - 3237 - - 3265 - - 3357 | - - 33.06| - st - - - - -
8286 +p + + 3147 13234 + |3231(3232| + |3058 (3310 + |31.87 |3323| + +p + + + + +
8287 +p + + 2893 13340 + | 2819 3352| + | 26.84 - + | 2628 {3329 + +p + + + + +
8288 +p + + 2562 3398 | + | 2764 [3222| + | 24.31 - + | 2714 | 327 + +p + + + + +
8289 +p + + 2417 | 3539 | + | 2492 | 3549 | + | 2287 [4219| + | 2415 |36.77| + +p + + + + +
8290 High 5.1 +p + + 5/5 2343 - + | 2541 | 3287 | + | 2437 |4339| + | 2514 |3439| + +p + + + + + 5/5 | 5/5 | 5/5 | 5/5
8291 +p + + 26.77 |33.27 | + 26 3249 | + | 2448 |40.06| + | 2572 [3419| + +p + + + + +
8292 +p + + 2525 | 3513 | + | 26.04 | 3356 | + 263 |34.06| + | 2595 |3489| + +p + + + + +

* Analyses performed according to the COFRAC accreditation (Accreditation Testing n°1-0144, scope available on www.cofrac.fr)
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Matrix: Process water (Q-Lab)
Strain: Cronobacter sakazakii CCUG 28868
Seeding48 hat5+ 3°C
Unpaired
Total viable count: 1,1.102 CFU/g
ISO 22964 iQ-Check Cronobacter spp. method - Category 3 - 30g + 270 mL BPW - 18h + 2h at 37°C
. PCR RAPID'Sakazakii iQ-Check Cronobacter spp
Inoculation a'TopIe Sample N° Easy protocol (direct streaking Final Result Easy Positive Results/Total
Level level ; (alternative : : 10 ) Al protocol Easy protocol
(cful25) (reference Positive method) APF APF with FDRS APF Fast APF Fast with FDRS confirmato
method) | CCl | Oxidase | Identification | Result | Results/Total oot . APF APF APF
(1S022964) Target | I.C. | Final | Target| I.C. | Final | Target| I.C. | Final | Target| I.C. | Final | Typical colonies ests APF | wi APF | Fast ... | APF| Fast
Cq Cq |result| Cq Cq |result| Cqg Cq |result| Cq Cq | result ot Fast | with APF | with Fast | with
FDRS FDRS
FDRS FDRS
2 st / / 2 - 13359 - - [3224] - - 3254 - - 13289 - st -
18 st / / 9 - 13364 - - 3324 - - 3242 - - 321 - st - - - - -
0 / 21 st / / 0/5 14 - 13361 - - 8312] - - 3274 - - 13524 - st - - - - - 05| 0/5 | 05| 0/5
25 st / / 21 - 183393 - - |3362] - - 5| - - 5| - st - - - - -
28 st / / 24 - 13367 - - 8337] - - 13263 - - 3271 - st
1 st / / 1 - 183362 - - [31.99] - - 3265 - - 13269 - st -
3 +M - Cronobacterspp.| + 3 20.65 | 36.02| + 19.8 [3267| + [20.16 3382 + |21.13[3341] + +M + + + + +
5 +M - Cronobacter spp. 4 2045 13538 | + 1999 [32.93| + [2042[34.03] + |20.86|3345| + +M + + + + +
6 +M - Cronobacter spp.| + 5 20.78 |36.74| + |20.06| 3.3 + 12018 13343 + |21.07 |3349| + +M + + + + +
7 st / / - 6 20.78 | 35.88| + 201 |33.78| + 2028|337 | + 205 [3412] + +M + + + + +
8 st / / 7 - 13522 - - 13347 - - 3254 - - 3273 - st
9 +M - Cronobacter spp.| + 8 - 3351 - - 13323] - - 3256 - - 3253 - st - - - - -
11 st / / - 10 20.36 138.88| + |19.71]36.15| + [19.71|3486| + |26.12 (4044 + +M + + + + +
12 st / / - 11 - 82| - - 33.14] - - 13248 - - 13407 - st - - - - -
13 +M - Cronobacter spp. | + 12 - 13383 - - 33.3 - - 13284 - - 1349 - st - - - - -
Low 15 15 |+M| - | Cronobacterspp.| + 10/20 13 _ [3359] - _ 331 - - [3319] - - [35.12] - st - T - [ - |90 9720920 9120
16 st / / - 15 19.76 139.72] + [19.85[3563| + [1913[3576] + |29.82| NA + +M + + + + +
19 st / / - 16 - 13347 - - 3329 - - 3246 - - 3548 - st - - - - -
20 +M - Cronobacterspp. |+ 17 21.02 |3798| + |20.13 3628 + [20.81[3423| + | 205 [3437| + +M + + + + +
22 +M - Cronobacter spp.| + 18 2046 | 373 | + 11939 [3508| + 2009|3487 + |1941]3452| + +M + + + + +
23 st / / - 19 - 3373 - - 3332] - - 3244 - - 13253 - st
26 st / / - 20 - 388 | - - |3349] - - 3277 - - 3271 - st
27 +M - Cronobacter spp. | + 23 - 3382 - - 13336 - - 13269 - - 13281 - st
29 st / / - 25 - 3447 - - 3367 - - 13266 - - |33.02] - st - - -
30 +M - Cronobacterspp. | + 28 19.85 13934 + |19.84[3839| + |20.03|3758| + |19.46 3444| + +M + + + + +
4 +M - Cronobacterspp. | + 22 2016 |3749| + |1963|36.14| + [19.84 349 | + |1946[3459| + +M + + + + +
10 +M - Cronobacterspp. | + 26 2029 |38.81| + |1946 365 | + [20.78 3396 + 191 13634 + +M + + + + +
High 8.8 14 +M - Cronobacterspp. |+ 5/5 27 10.92 13854 + [1949[3859| + [20.09[3472] + |19.13 (3568 + +M + + + + + 5/5| 55 | 5/5| 5/5
17 +M - Cronobacter spp. | + 29 19.87 [41.34| + 19.8 [ 382 | + |19.75[3798| + |19.11[3508]| + +M + + + + +
24 +M - Cronobacterspp. | + 30 18.14 | NA + 1824 14115 + | 1758 |139.08| + |17.76 138.22| + +M + + + + +
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Appendix 6 — Inclusivity and exclusivity study: raw data

BIO-RAD

INCLUSIVITY (Initial validation, 2007)
Inoculation Level PCR RAPID
No Genus Species N° Origin CFU/225mIBPW | Easy | Standard ..
. Sakazakii
+ vancomycin protocol | protocol
1 | Cronobacter | dublinensis DSM18705 Dairy Product 5 +19.86 +16.84 +
2 | Cronobacter | malonaticus DSM18702 Dairy Product 2 +19.08 +16.12 +
3 | Cronobacter | malonaticus Ad1708 Dairy Product 19 +33.32 +17.02 +
4 | Cronobacter | muytjensii CIP103581 / 11 +19.45 +16.21 +
5 | Cronobacter | sakazakii Ad939 Infant formula 2 +19.01 +16.01 +
6 | Cronobacter | sakazakii Ad940 Infant formula 4 +18.62 +16.21 +
7 | Cronobacter | sakazakii Ad941 Infant formula 7 +18.75 +15.67 +
8 | Cronobacter | sakazakii Ad942 Infant formula 8 +18.70 +16.1 +
9 | Cronobacter | sakazakii Ad943 Infant formula 1 +18.67 +15.51 +
10 | Cronobacter | sakazakii Ad944 Infant formula 1 +20.21 +15.93 +
11 | Cronobacter | sakazakii Ad945 Infant formula 0 +20.33 +16.01 +
12 | Cronobacter | sakazakii Ad946 Infant formula 1 +19.10 +15.84 +
13 | Cronobacter | sakazakii Ad947 Infant formula 4 +19.29 +15.87 +
14 | Cronobacter | sakazakii Ad948 Infant formula 10 +19.02 +15.62 +
15 | Cronobacter | sakazakii Ad949 Infant formula 7 +18.62 +16.12 +
16 | Cronobacter | sakazakii Ad950 Infant formula 11 +18.86 +16.25 +
17 | Cronobacter | sakazakii Ad951 Infant formula 7 +19.72 +16.79 +
18 | Cronobacter | sakazakii Ad952 Infant formula 9 +19.44 +16.25 +
19 | Cronobacter | sakazakii Ad953 Infant formula 3 +19.21 +16.02 +
20 | Cronobacter | sakazakii Ad963 Infant formula 3 +19.64 +15.89 +
21 | Cronobacter | sakazakii 95 Infant formula 1 +19.71 +15.51 +
22 | Cronobacter | sakazakii Ad704 Infant formula 7 +19.86 +16.09 +
23 | Cronobacter | sakazakii Ad831 Infant formula 8 +19.04 +16.88 +
24 | Cronobacter | sakazakii Ad829 Infant formula 7 +19.37 +16.91 +
25 | Cronobacter | sakazakii Ad916 Infant formula 7 +19.31 +16.74 +
26 | Cronobacter | sakazakii Ad893 Infant formula 8 +19.45 +16.35 +
27 | Cronobacter | sakazakii Ad894 Infant formula 7 +20.35 +15.51 +
28 | Cronobacter | sakazakii Ad895 Infant formula 3 +19.19 +15.08 +
29 | Cronobacter | sakazakii Ad896 Infant formula 5 +19.82 +16.05 +
30 | Cronobacter | sakazakii Ad897 Infant formula 8 +19.46 +15.71 +
31 | Cronobacter | sakazakii Ad898 Infant formula 11 +19.51 +16.37 +
Cronobacter | ™S honz18707 T | Dairy Product 2 #1970 | +15.70 '
32 lactaridi
dublinensis ) +
23 Cronobacter lausannensis DSMZ 18706 T | Dairy Product 1 +19.09 +16.10
34 | Cronobacter | sakazakii Ad1418 Infant formula +19.86 +15.77 +
35 | Cronobacter | sakazakii Ad1419 Infant formula +19.79 +15.33 +
36 | Cronobacter | sakazakii Ad1420 Infant formula 13 +19.61 +15.15 +
37 | Cronobacter | sakazakii Ad1421 Infant formula 11 +20.19 +15.37 +
38 | Cronobacter | sakazakii Ad1424 Infant formula 3 +20.04 +15.75 +
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INCLUSIVITY (Initial validation, 2007)
Inoculation Level PCR RAPID
No Genus Species N° Origin CFU/ 225mI BPW | Easy | Standard ..
. Sakazakii
+ vancomycin protocol | protocol
39 | Cronobacter | sakazakii Ad1425 Infant formula 1 +19.19 +15.63 +
40 | Cronobacter | sakazakii Ad1426 Infant formula 38 +18.86 +14.92 +
41 | Cronobacter | sakazakii Ad1427 Infant formula 1 +18.73 +16.50 +
42 | Cronobacter | sakazakii Ad1428 Infant formula 10 +19.16 +16.30 +
43 | Cronobacter | sakazakii Ad1429 Infant formula 1 +20.23 +15.83 +
44 | Cronobacter | sakazakii Ad1430 Infant formula 8 +21.41 +15.84 +
45 | Cronobacter | sakazakii Ad1431 Infant formula 17 +21.17 +15.96 +
46 | Cronobacter | sakazakii Ad1432 Infant formula 10 +23.19 +16.04 +
47 | Cronobacter | sakazakii Ad1433 Infant formula +23.86 +16.91 +
48 | Cronobacter | sakazakii Ad1434 Infant formula +22.55 +16.22 +
49 | Cronobacter | sakazakii Ad1435 Infant formula 14 +21.15 +16.67 +
50 | Cronobacter | sakazakii Ad1436 Infant formula +19.70 +16.64 +
51 | Cronobacter | turicencis Ad 1445 Infant formula +19.97 +16.19 +
52 | Cronobacter | turicencis DSMZ 18703 / +20.00 +16.75 +
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*1/10 dilution

INCLUSIVITY (ADRIA Développement, 2020)

Strains iQ-Check Cronobacter spp. method - (37°C) BPW + specific supplement (d%a). Incubation for 18-24 h at 37°C £ 1°C
Inoculation . PCR - Easy protocol . Confirmation PCR on colonies
APF Classic APF Fast FDRS-APF Classic FDRS-APF Fast APF Classic APF Fast
No| Genus Species N° Origin (CF:JeIV;ZISmI RAPID' Sakazakii Api ID
BPW) Cq | I1.C.Cq | Result | Cq | I.C.Cq | Result Cq .C.Cq | Result | Cq | I.C.Cq | Result Agirdf("zéEizC)h at F Cq |I.C.Cq|Result| Cq | I.C.Cq | Result

1 | Cronobacter | dublinensis | DSM18705 Dairy Product 12 21.35 | 31.72 + 2046 | 32.08 + 22.18 31.99 + 22.83 | 33.76 + + + 20.6 | 34.12 + 2169 | 34.8 +
2 | Cronobacter | malonaticus | DSM18702 Dairy Product 2 2148 | 31.6 + 20.94 | 3247 + 19.34 32.87 + 20.93 | 33.74 + + + 2124 | 32.14 + | 21.04 | 32.34 +
3 | Cronobacter | malonaticus | Ad1708 Dairy Product 21 19.10 | 34.21 + 19.14 | 35.65 + 19.06 34.83 + 18.71 | 35.63 + + + 20.27 | 33.22 + 204 | 33.93 +
4 | Cronobacter | muytjensii CIP103581 / 6 2011 | 33.77 + 18.86 | 35.63 + 20.45 35.59 + 2047 - + + + 16.16| - + 18.19 - +
5 | Cronobacter | sakazakii Ad939 Infant formula 14 18.76 | 32.33 + 18.44 | 32.04 + 23.69 354 + 22.73 | 37.69 + + + 19.86 | 32.39 + 19.86 | 33.67 +
6 | Cronobacter | sakazakii Ad940 Infant formula 53 18.75 | 33.88 + 19.36 | 34.28 + -21.54* | -/33.52* | il+* | 23.93 - + + + 1866 - + 19.33 | 39.99 +
7 | Cronobacter | sakazakii Ad941 Infant formula 22 18.18 | 34.89 + 19.55 | 33.71 + 22.99 - + 20.85 - + + + 18.18 - + 19.47 | 40.56 +
8 | Cronobacter | sakazakii Ad942 Infant formula 27 18.38 | 35.36 + 19.95 | 34.52 + -21.24* | -/33.34* | il+* | 20.13 - + + + 20.27 | 33.08 + 12058 | 35.04 +
9 | Cronobacter | sakazakii Ad943 Infant formula 10 19.25 | 32.02 + 20.02 | 32.79 + 19.73 32.09 + 2256 | 36.5 + + + 2576 | 31.62 + 16.27 | 31.71 +
10 | Cronobacter | sakazakii Ad944 Infant formula 20 18.71 | 34.11 + 18.76 | 39.87 + 19.7 34.74 + 19.47 - + + + 216 | 33.17 + | 21.75 | 34.09 +
11 | Cronobacter | sakazakii Ad945 Infant formula 14 19.45 | 32.37 + 19.27 | 33.04 + 19.62 32.83 + 18.21 | 33.79 + + + 19.36 | 33.85 + 26.09 - +
12 | Cronobacter | sakazakii Ad946 Infant formula 14 19.44 | 3422 + 18.44 | 36.61 + 19.45 33.92 + 18.63 | 39.16 + + + 20.15| 44.01 + | 2145 | 36.75 +
13 | Cronobacter | sakazakii Ad947 Infant formula 20 19.09 | 31.68 + 18.47 | 32.13 + 21.15 33.54 + 18.35 | 32.65 + + + 19.91| 32.13 + 28.7 | 35.81 +
14 | Cronobacter | sakazakii Ad948 Infant formula 24 20.00 | 32.25 + 19.26 | 36.89 + 25.3 35.08 + 19.83 | 32.74 + + + 19.19| 335 + 12299 | 317 +
15 | Cronobacter | sakazakii Ad949 Infant formula 8 18.40 | 32.02 + 19.14 | 32.17 + 22.71 34.6 + 17.96 | 32.35 + + + 23.35| 36.44 + | 2434 | 3312 +
16 | Cronobacter | sakazakii Ad950 Infant formula 19 18.70 | 32.19 + 1913 | 31.78 + 2412 35.3 + 20.87 | 32.86 + + + 23.31| 31.52 + 23.78 | 31.54 +
17 | Cronobacter | sakazakii Ad951 Infant formula 14 18.45 | 34.83 + 19.14 | 33.16 + 19.45 35.04 + 21.11 - + + + 21.7 - + | 2363 | 3253 +
18 | Cronobacter | sakazakii Ad952 Infant formula 24 19.69 | 32.02 + 19.35 | 31.69 + 19.72 33 + 18.26 | 33.96 + + + 19.5 | 32.84 + 18.65 | 35.28 +
19 | Cronobacter | sakazakii Ad953 Infant formula 32 19.54 | 333 + 18.82 | 36.04 + 20.04 34.54 + 195 | 35.83 + + + 2148 32.93 + 228 | 3269 +
20 | Cronobacter | sakazakii Ad963 Infant formula 19 20.50 | 32.81 + 19.07 | 35.73 + 19.97 33.58 + 18.86 | 38.41 + + + 20.75| 36.17 + | 2172 | 4242 +
21 | Cronobacter | sakazakii 95 Infant formula 21 19.54 | 32.41 + 19.07 | 33.07 + 19.52 324 + 18.95 | 32.82 + + + 22.38 | 32.05 + 21.63 | 32.27 +
22 | Cronobacter | sakazakii Ad704 Infant formula 26 19.58 | 32.01 + 18.77 | 32.15 + 22.93 32.18 + 209 | 3227 + + + 1763 - + 12038 | 3397 +
23 | Cronobacter | sakazakii Ad831 Infant formula 26 18.08 | 32.12 + 19.2 | 32.23 + 19.45 31.98 + 18.69 | 32.55 + + + 20.84 | 32.57 + 2049 | 33.96 +
24 | Cronobacter | sakazakii Ad829 Infant formula 16 18.08 | 3557 + 18.76 | 35.37 + 22.33 41.44 + 22.07 | 41.03 + + + 19.48 | 34.63 + 19.56 | 38.28 +
25 | Cronobacter | sakazakii Ad916 Infant formula 15 19.52 | 32.74 + 202 | 3292 + 2343 33.35 + 221 32.24 + + + 19.19 - + 21.05 | 33.09 +
26 | Cronobacter | sakazakii Ad893 Infant formula 17 2091 | 31.82 + 18.55 | 31.99 + 19.9 3217 + 18.65 | 32.35 + + + 19.7 | 34.13 + 201 | 33.13 +
27 | Cronobacter | sakazakii Ad894 Infant formula 14 19.89 | 33.38 + 18.75 | 35.25 + 22.89 36.86 + 19.49 | 34.08 + + + 19.38 | 34.67 + 19.95 | 36.22 +
28 | Cronobacter | sakazakii Ad895 Infant formula 7 18.84 | 33.7 + 18.53 | 35.88 + 19.32 34.48 + 18.07 | 40.62 + + + 19.02 - + 18.35 +
29 | Cronobacter | sakazakii Ad896 Infant formula 13 22.05| 31.89 + 19.16 | 32.21 + 20.46 32.1 + 19.14 | 32.53 + + + 19.87 | 32.58 + 19.51 | 35.85 +
30 | Cronobacter | sakazakii Ad897 Infant formula 21 2185 | 32.27 + 18.48 | 36.85 + 20.46 36.47 + 19.11 | 40.68 + + + 19.44| 36.76 + 19.58 | 36.79 +
31 | Cronobacter | sakazakii Ad898 Infant formula 9 21.32 | 3212 + 19.37 | 32.87 + 19.87 33.23 + 19.16 | 34.16 + + + 19.97 | 32.88 + 12022 | 33.94 +
32 | Cronobacter gﬂﬁs/s DSMZ18707 T | Dairy Product 12 2248 | 3136 | + | 203 | 3227 | + 20.2 3246 | + |2015| 3241 | + ¥ 0 |2121] 322 | + | 2149 319 | +
33 | Cronobacter ZLL’I”S’;”ne::r’,ZiS DSMZ 18706 T | Dairy Product 23 2119 | 3182 | + [2043| 3232 | + 204 3217 | + |2533| 3634 | + ¥ + |2152] 331 | + |1976| 3652 | +
34 | Cronobacter | sakazakii Ad1418 Infant formula 17 20.07 | 31.95 + 18.9 | 32.36 + 19.68 32.19 + 20.52 | 3349 + + + 21.24 | 32.03 + 2128 | 32.29 +
35 | Cronobacter | sakazakii Ad1419 Infant formula 24 21.01| 32.01 + 18.26 | 32.58 + 22.09 31.93 + 2124 | 3257 + + + 20.41| 31.66 + | 21.03 | 3208 +
36 | Cronobacter | sakazakii Ad1420 Infant formula 14 20.22 | 31.61 + 18.58 | 32.18 + 19.06 32.06 + 18.84 | 327 + + + 18.49| 37.31 + 18.12 | 38.45 +
37 | Cronobacter | sakazakii Ad1421 Infant formula 12 20.37 | 32.08 + 18.16 | 32.16 + 215 32.16 + 2044 | 31.83 + + + 20.14 | 33.01 + 12005 | 3295 +
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INCLUSIVITY (ADRIA Développement, 2020)

Strains iQ-Check Cronobacter spp. method - (37°C) BPW + specific supplement (d%z). Incubation for 18-24 h at 37°C £ 1°C
Inoculation . PCR - Easy protocol - Confirmation PCR on colonies
APF Classic APF Fast FDRS-APF Classic FDRS-APF Fast APF Classic APF Fast
No| Genus Species N° Origin (CFlIJeIV;ZISmI RAPID' Sakazaki Api ID
BPW) Cqg [ I.C.Cq | Result | Cq | I.C.Cq | Result Cq .C.Cq | Result | Cq | I.C.Cq | Result Age;fr4 (0232 -1_+°2C ;1 at F Cq [I.C.Cq|Result| Cq | I.C.Cq | Result
38 | Cronobacter | sakazakii Ad1424 Infant formula 16 30.21| 322 + 18.35 | 33.36 + 24.2 34.38 + 21.08 | 3212 + + + 18.36 | 38.13 + 1822 | 41.11 +
39 | Cronobacter | sakazakii Ad1425 Infant formula 1 18.82 | 34.56 + 18.89 | 35.62 + 22.36 46.66 + 18.56 | 39.54 + + + 20.01| 338 + | 1958 | 40.55 +
40 | Cronobacter | sakazakii Ad1426 Infant formula 26 18.26 | 32.21 + 19.28 | 32.05 + 19.92 32.7 + 21.09 | 34.02 + + + 20.8 | 32.04 + 21.27 | 31.48 +
41 | Cronobacter | sakazakii Ad1427 Infant formula 33 17.51 | 36.94 + 18.71 34.9 + 19.28 34.49 + 24.32 - + + + 16.89 - + 17.35 +
42 | Cronobacter | sakazakii Ad1428 Infant formula 13 18.78 | 34.42 + 1922 | 343 + 19.14 34.66 + 22.88 - + + + 235 | 32.41 + 234 | 32.04 +
43 | Cronobacter | sakazakii Ad1429 Infant formula 12 20.89 | 31.63 + 19.07 | 32.23 + 20.58 31.95 + 2043 | 32.25 + + + 2211 31.99 + 2231 | 31.47 +
44 | Cronobacter | sakazakii Ad1430 Infant formula 27 18.37 | 32.89 + 18.31 | 32.97 + 21.67 32.21 + 2149 | 3218 + + + 21.19| 31.81 + 21.27 | 31.62 +
45 | Cronobacter | sakazakii Ad1431 Infant formula 21 18.10 | 32.06 + 18.27 | 32.28 + 18.45 32.14 + 19.11 | 3345 + + + 20.21| 31.78 + 2096 | 32.38 +
46 | Cronobacter | sakazakii Ad1432 Infant formula 16 18.56 | 34.64 + 19.11 345 + 21.13 42.23 + 20.27 - + + + 20.92 | 33.28 + 2114 | 34.21 +
47 | Cronobacter | sakazakii Ad1433 Infant formula 19 18.41 | 34.84 + 18.08 | 33.8 + 19.73 33.16 + 20.08 | 37.17 + + + 21.53| 32.76 + 20.05 | 34.98 +
48 | Cronobacter | sakazakii Ad1434 Infant formula 18 18.03 | 35.23 + 19.09 | 34.26 + 25.03 37.99 + 233 | 34.78 + + + 22.51| 32.72 + 20.24 | 36.59 +
49 | Cronobacter | sakazakii Ad1435 Infant formula 15 20.36 | 35.41 + 19.44 | 36.32 + 22.54 34.65 + 2315 | 36.13 + + + 2318 3441 + 19.61 - +
50 | Cronobacter | sakazakii Ad1436 Infant formula 9 20.64 | 33.05 + 19.28 | 34.84 + 21.95 32.64 + 2254 | 33.44 + + + 19.37 | 34.79 + 19.55 | 34.32 +
51 | Cronobacter | turicencis Ad 1445 Infant formula 20 3119 | 31.29 + 19.62 | 32.16 + 22.49 32.12 + 2111 | 32.01 + + + 20.98 | 31.21 + 20.26 | 33.46 +
52 | Cronobacter | turicencis DSMZ 18703 / 20 2092 | 31.61 + 19.58 | 32.32 + 20.18 32.25 + 19.31 | 32.33 + + + 19.29 | 33.45 + 2045 | 32.48 +
ADRIA 72187 04 September 2025

Summary report (Version 0)
iQ-Check Cronobacter spp.



BIO-RAD

CLUSIVITY (Initial validation, 2007)

Inoculation PCR
Genus Species N° Origin level Easy Protocol

CFU/ml BPW | BPW 16h 37°C
1. | Citrobacter braakii Ad833 Beef 4.00E+05 -
2. | Citrobacter diversus Ad173 Dairy product 2.60E+05 -
3. | Citrobacter fameri Ad116 Environmental sample 3.50E+05 -
4. | Citrobacter freundi 39 Environmental sample 5.10E+05 -
5. | Citrobacter koseri CIP105177 / 3.40E+05 -
6. | Enterobacter | aerogenes Ad889 Meat flour 2.90E+05 -
7. | Enterobacter | agglomerans 11 Dairy product 2.60E+05 -
8. | Enterobacter | agglomerans 136 Dairy product 1.50E+05 -
9. | Enterobacter | amnigenus 52 Vegetables 1.10E+05 -
10. | Enterobacter | amnigenus 129 Raw milk 1.00E+05 -
11. | Enterobacter | amnigenus A00C068 Poultry 1.70E+05 -
12. | Enterobacter | cloacae 51 Vegetables 4.80E+05 -
13. | Enterobacter | cloacae 10 Dairy product 1.80E+05 -
14. | Enterobacter | ferqusonii 2876 Environmental sample 4.00E+05 -
15. | Enterobacter | gergoviae CIP76.1 / 3.30E+05 -
16. | Enterobacter | helveticus DSM 18396 T | fruit powder 1.40E+05 -
17. | Enterobacter | hormaechei Ad990 Butter 4 .40E+05 -
18. | Enterobacter | intermedius 60 Vegetables 1.40E+05 -
19. | Enterobacter | kobei Ad706 Milk powder 2.60E+05 -
20. | Escherichia coli 16 Dairy product 3.80E+05 -
21. | Escherichia hermanii Ad462 Dairy product 2.00E+05 -
22. | Hafnia alvei Ad245 Dairy product 4.20E+05 -
23. | Klebsiella pneumoniae 122 Dairy product 3.10E+05 -
24. | Kluyvera oxytoca MI030497b Milk powder 2.70E+05 -
25. | Leclercia adecarboxylata Ad707 Milk powder 8.60E+04 -
26. | Salmonella ?g’f‘;’;a:m) CIP 5523 / 1.40E+05 .
27. | Salmonella z:rii,;?e Ad 1298 Dairy environmental sample 4.80E+05 -
28. | Salmonella Typhimurium Ad1333 Dairy product 4.60E+05 -
29. | Serratia ficaria 113 Vegetables 4.20E+05 -
30. | Serratia marcescens Ad455 Raw milk 4.20E+05 -
31. | Yersinia intermediae Ad133 Dairy product 4.70E+05 -
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Appendix 7 — Inter-laboratory study: results obtained by the collaborative laboratories and the expert laboratory

Laboratory A
Aerobic mesophilic flora: 66/ml
N°Sample Reference method ISO / TS 22964 Alternative method: iQ-Check Cronobacter spp
. . " — Agreement
Typical colonlesn . Confirmation Final result PCR Result Confirmation " Final result
COMPASS Enterobacter sakazakii TCS Oxidase API 20E RAPID'Sakazakii
A2 / / / - - / - NA
A6 / / / - - / - NA
A10 / / / - - / - NA
A11 / / / - - / - NA
A17 / / / - + (CT 29,59) - - PD rp@iy
A19 / / / - - / - NA
A22 / / / - - / - NA
A24 / / / - - / - NA
A1 + + - + + - / - ND
A4 / / / - +(CT 41,72) - PD rpaly
A9 / / / - + + + PD
A12 / / / - + + + PD
A14 / / / - + + + PD
A18 / / / - + + + PD
A20 / / / - + + + PD
A21 / / / - - / - NA
A3 + + + + + + + PA
A5 + + + + + + + PA
A7 + + + + + + + PA
A8 + + + + + + + PA
A13 + + + + + + + PA
A15 + + + + + + + PA
A16 + + + + + + + PA
A23 + + + + + + + PA
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Laboratory B
Aerobic mesophilic flora: 44/ml
N°Sample Reference method ISO / TS 22964 Alternative method: iQ-Check Cronobacter spp
Typical colonles” . Confirmation Final resut PCR Resuilt Confirmation i sl Agreement
COMPASS Enterobacter sakazakii TCS Oxidase API 20E RAPID'Sakazakii
B2 / / / - - / - NA
B6 / / / - - / - NA
B10 / / / - +(CT 46,4) - - PD Fpalty
B11 / / / - - / - NA
B17 / / / - - / - NA
B19 / / / - - / - NA
B22 / / / - - / - NA
B24 / / / - - / - NA
B1 / / / - + + + PD
B4 / / / - + + + PD
B9 / / / - + + + PD
B12 / / / - + + + PD
B14 / / / - + + + PD
B18 / / / - - / - NA
B20 + + + + - / - ND
B21 + + + + + + + PA
B3 + + + + + + + PA
B5 + + + + + + + PA
B7 + + + + + + + PA
B8 + + + + + + + PA
B13 + + + + + + + PA
B15 + + + + + + + PA
B16 + + + + + + + PA
B23 + + + + + + + PA
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Laboratory c
Aerobic mesophilic flora:46 cfu/ml Reference method : micropipette was used to transfer 0.1 ml BPW into mLST+V
N°Sample Reference method ISO / TS 22964 Alternative method: iQ-Check Cronobacter spp
, . - T Agreement
Typical colonies _ Confirmation Finalresult | PCR Result Confirmation __| . 1 |
COMPASS Enterobacter sakazakii TCS Oxidase API 20E RAPID'Sakazakii
C2 / / / - - / - NA
C6 + + - + + + + + PA
C10 / / / - + + + PD
Cc11 / / / - + + + PD
c17 / / / - + + + PD
c19 / / / - + + + PD
C22 + + - + + + + + PA
C24 / / / - + - PD Fp(aty
C1 + + + + + - PA rraiy
C4 + + + + + + + PA
C9 + + + + - / - ND
C12 + + + + + + + PA
C14 + + - + + - / - ND
C18 / / / - + + + PD
C20 / / / - - / - NA
C21 / / / - + + + PD
C3 + + + + + + + PA
C5 + + + + + + + PA
Cc7 + + + + + + + PA
C8 + + + + + + + PA
Cc13 + + + + + + + PA
C15 + + + + + + + PA
Cc16 + + + + + + + PA
C23 + + + + + + + PA
ADRIA 76/87 04 September 2025

Summary report (Version 0)
iQ-Check Cronobacter spp.




BIO-RAD

Laboratory D
Aerobic mesophilic flora:50 cfu/ml
N°Sample Reference method I1SO / TS 22964 Alternative method: iQ-Check Cronobacter spp
Typical colonies“ . Confirmation Final result PCR Result Confirmation i Final resut Agreement
COMPASS Enterobacter sakazakii TCS Oxidase API 20E RAPID'Sakazakii
D2 / / / - - / - NA
D6 / / / - - / - NA
D10 / / / - +(CT29,4) / - PD Fp(at)
D11 / / / - +(CT35,9) / = PD Fp(alt)
D17 / / / - +(CT42,51) / - PD rar)
D19 / / / - - / - NA
D22 / / / - +(CT39,75) / - )
D24 / / / - +(CT34,49) / - PD rpiar)
D1 + + - + + + + + PA
D4 / / / - + + + PD
D9 + + + - = ND
D12 + + + + PA
D14 + - + + + PA
D18 / / / - - / - NA
D20 / / / - - / - NA
D21 / / / - + + + PD
D3 + + + + + + + PA
D5 + + + + + + + PA
D7 + + + + + + + PA
D8 + + + + + + + PA
D13 + + + + + + + PA
D15 + + + + + + + PA
D16 + + + + + + + PA
D23 + + + + + + + PA
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Laboratory E
Aerobic mesophilic flora: 33cfu/ml
N°Sample Reference method ISO / TS 22964 Alternative method: iQ-Check Cronobacter spp
Typical colonles“ . Confirmation Final result PCR Resul Confirmation i Einal resul Agreement
COMPASS Enterobacter sakazakii TCS Oxidase API 20E RAPID'Sakazakii
E2 / / / - - / - NA
E6 / / / - - / - NA
E10 / / / - - / - NA
E11 / / / - - / - NA
E17 / / / - - / - NA
E19 / / / - - / - NA
E22 / / / - - / - NA
E24 / / / - - / - NA
E1 + + - + + + + + PA
E4 / / / - + + + PD
E9 + + + + + + + PA
E12 + + + + + + + PA
E14 + + + + + + + PA
E18 + + + + - / = ND
E20 + + - + + - / = ND
E21 / / / - - / s NA
E3 + + + + + + + PA
E5 + + + + + + + PA
E7 + + + + + + + PA
ES8 + + + + + + + PA
E13 + + + + + + + PA
E15 + + + + + + + PA
E16 + + + + + + + PA
E23 + + + + + + + PA
ADRIA 78/87 04 September 2025

Summary report (Version 0)
iQ-Check Cronobacter spp.




BIO-RAD

Laboratory F Reference method : micropipette was used to transfer 0.1 ml BPW into mLST+V
Aerobic mesophilic flora:37 cfu/ml

N°Sample Reference method ISO / TS 22964 Alternative method: iQ-Check Cronobacter spp
Typical colonles“ . Confirmation Final result PCR Result Confirmation i Final resut Agreement
COMPASS Enterobacter sakazakii TCS Oxidase API 20E RAPID'Sakazakii
F2 / / / - - / - NA
F6 / / / - - / - NA
F10 / / / - - / - NA
F11 / / / - - / - NA
F17 / / / - +(CT34,31) - - PD re(alt
F19 / / / - - / - NA
F22 / / / - - / - NA
F24 + + + + - / - ND
F1 + + + + - / - ND
F4 + + + + - / - ND
F9 + + - + + + PA
F12 / / / - + PD
F14 + + + + - / - ND
F18 + + + + + PA
F20 + + - + + + + + PA
F21 / / / - - / - NA
F3 + + + + + + + PA
F5 + + + ar + + + PA
F7 + + + ar + + + PA
F8 + + + + + + + PA
F13 + + + + + + + PA
F15 + + + + + + + PA
F16 + + + ar + + + PA
F23 + + + + + + + PA
ADRIA 79/87 04 September 2025

Summary report (Version 0)
iQ-Check Cronobacter spp.



BIO-RAD

Laboratory G
Aerobic mesophilic flora:50(Ne)cfu/ml Reference method : micropipette was used to transfer 0.1 ml BPW into mLST+V
N°Sample Reference method ISO / TS 22964 Alternative method: iQ-Check Cronobacter spp
Typical colonles“ . Confirmation Final result PCR Result Confirmation i Final resut Agreement
COMPASS Enterobacter sakazakii TCS Oxidase API 20E RAPID'Sakazakii
G2 / / / - - - - NA
G6 / / / - - - - NA
G10 / / / - - - - NA
G11 - / / / - - - - NA
G17 + + - + + - - - ND
G19 - / / / - - - - NA
G22 + + - + + - - - ND
G24 / / / - - - - NA
G1 - / / / - + + + PD
G4 + + - + + + + + PA
G9 / / / - + + PD
G12 / / / - - - - NA
G14 + + + + + + + PA
G18 + + + + + + + PA
G20 + + - + + + + + PA
G21 / / / - - - NA
G3 + + + + + + + PA
G5 + + + + + + + PA
G7 + + + + + + + PA
G8 + + + + + + + PA
G13 + + + + + + + PA
G15 + + + + + + + PA
G16 + + + + + + + PA
G23 + + + + + + + PA
ADRIA 80/87 04 September 2025

Summary report (Version 0)
iQ-Check Cronobacter spp.



BIO-RAD

Laboratory H Reference method : micropipette was used to transfer 0.1 ml into mLST+V
Aerobic mesophilic flora:48 cfu/ml
N°Sample Reference method ISO / TS 22964 Alternative method: iQ-Check Cronobacter spp
Typical colonles“ . Confirmation Final result PCR Result Confrrmatlon i Final result Agreement
COMPASS Enterobacter sakazakii TCS Oxidase API 20E RAPID'Sakazakii
H2 / / / - - - NA
H6 + + - + + - S ND
H10 / / / - +(CT41,94) - PD rr(ar)
H11 + + - + + - - ND
H17 / / / - +(CT27,30) - PD rp@iy
H19 + + + + - - ND
H22 +1col + - + + +(CT43,13) - PD rriar)
H24 / / / - - - NA
H1 + + - + + + + + PA
H4 / / / - + + PD
H9 / / / - - - NA
H12 + + + + + + + PA
H14 + + + + + + + PA
H18 + + + + - - ND
H20 + + + + + + + PA
H21 + + + + + + + PA
H3 + + + + + + + PA
H5 + + + + + + + PA
H7 + + + + + + + PA
H8 + + + + + + + PA
H13 + + + + + + + PA
H15 + + + + + + + PA
H16 + + + + + + + PA
H23 + + + + + + + PA
ADRIA 81/87 04 September 2025

Summary report (Version 0)
iQ-Check Cronobacter spp.




BIO-RAD

Laboratory I
Aerobic mesophilic flora: 43 cfu/ml
N°Sample Reference method ISO / TS 22964 Alternative method: iQ-Check Cronobacter spp
Typical colonles“ . Confirmation Final result PCR Result Confirmation i Final resut Agreement
COMPASS Enterobacter sakazakii TCS Oxidase API 20E RAPID'Sakazakii
12 / / / - - / - NA
16 / / / - - / - NA
110 / / / - - / - NA
11 / / / - - / - NA
17 / / / - - / - NA
119 / / / - - / - NA
122 / / / - - / - NA
124 / / / - - / - NA
1 + + - + + - / - ND
14 / / / - - / - NA
19 + + - + + - / o ND
112 / / / - - / - NA
114 + + + + + PA
118 + + - + + + + + PA
120 / / / - + + + PD
121 + + + + - / - ND
13 + + + + + + + PA
15 + + + + + + + PA
17 + + + + + + + PA
18 + + + + + + + PA
113 + + + + + + + PA
115 + + + + + + + PA
116 + + + + + + + PA
123 + + + + + + + PA
ADRIA 82/87 04 September 2025

Summary report (Version 0)
iQ-Check Cronobacter spp.



BIO-RAD

Laboratory J
Aerobic mesophilic flora: 8 cfu/ml
N°Sample Reference method ISO / TS 22964 Alternative method: iQ-Check Cronobacter spp
Typical colonles“ . Confirmation Final result PCR Result Confirmation i Final resut Agreement
COMPASS Enterobacter sakazakii TCS Oxidase API 20E RAPID'Sakazakii
J2 / / / - - - - NA
J6 / / / - - - - NA
J10 / / / - - - = NA
J11 / / / - - - = NA
J17 / / / - - - = NA
J19 / / / - - - - NA
J22 / / / - - - = NA
J24 / / / - - - - NA
J1 / / / - - - - NA
J4 + + + + + + + PA
J9 + + + + + + + PA
J12 + + + + + + + PA
J14 + + + + + + + PA
J18 + + + + - - - ND
J20 + + - + + - - - ND
J21 / / / - - = NA
J3 + + + + + + + PA
J5 + + + + + + + PA
J7 + + + + + + + PA
J8 + + + + + + + PA
J13 + + + + + + + PA
J15 + + + + + + + PA
J16 + + + + + + + PA
J23 + + + + + + + PA
ADRIA 83/87 04 September 2025

Summary report (Version 0)
iQ-Check Cronobacter spp.



BIO-RAD

Laboratory K
Aerobic mesophilic flora:2,0 E10+05 cfu/ml
N°Sample Reference method ISO / TS 22964 Alternative method: iQ-Check Cronobacter spp
Typical colonles“ . Confirmation Final result PCR Result Confirmation i Final resut Agreement
COMPASS Enterobacter sakazakii TCS Oxidase API 20E RAPID'Sakazakii
K2 / / / - - - - NA
K6 / / / - - - - NA
K10 / / / - - - - NA
K11 / / / - - - - NA
K17 / / / - - - - NA
K19 / / / - - - - NA
K22 / / / - - - - NA
K24 / / / - - - - NA
K1 / / / - + + + PD
K4 / / / - - - - NA
K9 / / / - - - - NA
K12 + + - + + + PA
K14 / / / - + + + PD
K18 + + - + + - - - ND
K20 / / / - + + + PD
K21 + + + + + + + PA
K3 + + + + + + + PA
K5 + + + + + + + PA
K7 + + + + + + + PA
K8 + + + + + + + PA
K13 + + + + + + + PA
K15 + + + + + + + PA
K16 + + + + + + + PA
K23 + + + + + + + PA
ADRIA 84/87 04 September 2025

Summary report (Version 0)
iQ-Check Cronobacter spp.




BIO-RAD

Laboratory L
Aerobic mesophilic flora: 43/ml
N°Sample Reference method ISO / TS 22964 Alternative method: iQ-Check Cronobacter spp
Typical colonles“ . Confirmation Final result PCR Result Confirmation i Final resut Agreement
COMPASS Enterobacter sakazakii TCS Oxidase API 20E RAPID'Sakazakii
L2 / / / - - - - NA
L6 / / / - - - - NA
L10 / / / - - - s NA
L11 / / / - - - s NA
L17 / / / - - - = NA
L19 / / / - - - = NA
L22 / / / - - - - NA
L24 / / / - - - s NA
L1 / / / - - - - NA
L4 / / / - + + + PD
L9 / / / - - - - NA
L12 + + - - - ND
L14 + - + - - = ND
L18 - / / / - - - NA
L20 + + + + + + + PA
L21 - - - - - NA
L3 + + + + + + + PA
L5 + + + + + + + PA
L7 + + + + + + + PA
L8 + + + + + + + PA
L13 + + + + + + + PA
L15 + + + + + + + PA
L16 + + + + + + + PA
L23 + + + + + + + PA
ADRIA 85/87 04 September 2025

Summary report (Version 0)
iQ-Check Cronobacter spp.



BIO-RAD

Laboratory M
Aerobic mesophilic flora: 50/ml
N°Sample Reference method ISO / TS 22964 Alternative method: iQ-Check Cronobacter spp
Typical colonles“ | Confirmation i PCR Result Conf!rmanon i R Agreement
COMPASS Enterobacter sakazakii TCS Oxidase API 20E RAPID'Sakazakii
M2 / / / - - / - NA
M6 / / / - + + + PD
M10 / / / - +(CT 44,92) - PD Fpalty
M11 / / / - - / - NA
M17 / / / - + + + PD
M19 / / / - +(CT 39,07) - PD Fp(alty
M22 / / / - + + + PD
M24 / / / - - / - NA
M1 / / / - + + PD
M4 / / / - + + PD
M9 / / / - +(CT 33.51) - - PD rpaly
M12 + + + - / - ND
M14 + + + + + + PA
M18 + - + + - / - ND
M20 / / / - + + + PD
M21 / / / - +(CT 28.42) - PD rpaty
M3 + + + + + + + PA
M5 + + + + + + + PA
M7 + + + ar + + + PA
M8 + + + ar + + + PA
M13 + + + + + + + PA
M15 + + + + + + + PA
M16 + + + + - / - ND
M23 + + + ar + + + PA
ADRIA 86/87 04 September 2025

Summary report (Version 0)
iQ-Check Cronobacter spp.




Laboratory

N (ADRIA)

Aerobic mesophilic flora:145cfu/ml

BIO-RAD

N°Sample Reference method ISO / TS 22964¢ Alternative method: iQ-Check Cronobacter spp
Typical coIonles“ ' Confirmation Final result PCR Resut Confrrmatlon i Final resuit Agreement
COMPASS Enterobacter sakazakii TCS Oxidase API 20E RAPID'Sakazakii
N2 / / / - - - NA
N6 / / / - - - NA
N10 / / / - i/- - NA
N11 / / / - - - NA
N17 / / / - - - NA
N19 / / / - - - NA
N22 / / / - - - NA
N24 / / / - - - NA
N1 + + + +(CT40.67) - PA rriar)
N4 + - + + - - ND
N9 / / / - + + PD
N12 + + - + + + + PA
N14 / / / - + + PD
N18 / / / - - - NA
N20 + + - + + - - ND
N21 / / / - + + + PD
N3 + + + + + + + PA
N5 + + + ar + + + PA
N7 + + + + + + + PA
N8 + + + + + + + PA
N13 + + + + + + + PA
N15 + + + ar + + + PA
N16 + + + ar + + + PA
N23 + + + + + + + PA

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

ADRIA

Summary report (Version 0)
iQ-Check Cronobacter spp.
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