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Table 2. Test considered for the determination of the initial bacterial status of the samples

and confirmation methods used in the study

Bacteria detected by
Novodiag® Bacterial GE+

Test considered for the
determination of the initial

bacterial status

Confirmation method if

necessary

Campylobacter coli Positive culture or Rida®Gene Bacterial Stool
PCR BD MAX™ positive Panel
Campylobacter jejuni Positive culture or Rida®Gene Bacterial Stool

PCR BD MAX™ positive

Panel

Salmonella sp

Positive culture or
PCR BD MAX™ positive

Rida®Gene Bacterial Stool
Panel

Shigella sp /EIEC Positive culture or ipaH and ial PCR
PCR BD MAX™ positive

Yersinia enterocolitica Positive culture biotyping*

EHEC PCR BD MAX™ positive stxI and stx2 PCR

ETEC PCR BD MAX™ positive It and stp PCR

Clostridioides difficile

none

Alethia C. difficile

EAEC

none

aggR PCR

EPEC

none

bfpA and eae PCR

*biotyping performed at the National Reference Center for yersiniosis

BD MAX™ = BD MAX™ Extended Enteric Bacterial Panel.

EPEC: enteropathogenic E. coli; EHEC: entero-haemorrhagic E. coli; ETEC: enterotoxigenic

E. coli; EIEC: enteroinvasive E. coli; EAEC: enteroaggregative E. coli.

0T8T9/AINN 1LNI YAIYOT14 ¥e 0202 ‘¢ AInc uo /610" wse wol//:dny woly papeojumoq



(19)
=
6
O]
(1)
——
U2)
(0)
o
——
o
g
\9}
2]
>
(=
=
O
(1)
——
(O
(19)
O
9}
<(

1  Table 3. Comparison between the expected results, those obtained using Novodiag® Bacterial GE+ and after confirmation.

2
Expected result (No.) R P Positive Novodiag®Bacterial GE+ Confirmation Not
culture result confirmed
Negative (61) 13 48 0 45 neg
1C. jejuni 1C. jejuni
1 C. jejuni+ EPEC 1C. jejuni + EPEC
2 Shigella sp /EIEC 2 Shigella sp /EIEC
3 C. difficile 3 C. difficile
1 EAEC 1 EAEC
5 EPEC 2 EPEC 3 EPEC
2 EHEC 2 EHEC
1 EAEC + EPEC 1 EPEC 1 EAEC
é C. jejuni (81) 79 2 54 69 C. jejuni
—8 1 C. jejuni + C. difficile 1 C. difficile
ire) 2 C. jejuni + EAEC + EPEC 2 EPEC + 1 EAEC 1 EAEC
g 2 C. jejuni + EHEC 2 EHEC
= 5 C. jejuni + EPEC 3 EPEC 2 EPEC
1C. jejuni + ETEC 1 ETEC
1neg 1C. jejuni
C. jejuni + EHEC (1) 1 0 0 1C. jejuni + EHEC
C. jejuni + ETEC (1) 1 0 0 1 C. jejuni + ETEC + EAEC 1 EAEC
C. coli (6) 5 1 3 6 C. coli
C. jejuni + C. coli (3) 3 0 3 (forboth) 1C. jejuni+C. coli
1C. jejuni + C. coli + EAEC 1 EAEC
1 C. jejuni + C. coli + EAEC + 1 EAEC + 1 EPEC
EPEC
Shigella sp (7) 7 0 7 7 Shigella sp
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Y. enterocolitica (9) 8 1 9 7 Y. enterocolitica
1Y. enterocolitica + EPEC 1 EPEC
1neg 1 non pathogenic Y.
enterocolitica
Y. enterocolitica + C. jejuni (1) 1 0 1 (for both) 1 C. jejuni 1 non pathogenic Y.
enterocolitica
EHEC (22) 22 0 nd 19 EHEC
2 EHEC + ETEC 1ETEC 1ETEC
1 NEG 1 NEG
ETEC (13) 13 0 nd 9 ETEC
2 ETEC + EPEC 2 EPEC
1 ETEC + EHEC 1 EHEC
1 ETEC + EAEC 1 EAEC
Salmonella sp (45) 44 1 45 41 Salmonella sp
1 Salmonella sp + C. difficile 1 C. difficile
2 Salmonella sp + EAEC 2 EAEC
1 Salmonella sp + EHEC 1 EHEC
Salmonella sp + C. difficile (1) 1 0 1* 1 Salmonella sp + C. difficile
198 53 135

nd : not done ; *for Salmonella sp only

In bold discordant result obtained by Novodiag® Bacterial GE+ compared to expected result.

R: retrospective study; P: prospective study.

EPEC: enteropathogenic E. coli; EHEC: entero-haemorrhagic E. coli; ETEC: enterotoxigenic E. coli; EIEC: enteroinvasive E. coli; EAEC:

enteroaggregative E. coli.
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1 Table 4. Performance of the Novodiag® Bacterial GE+.

2 (4A)
Composite reference standard (No. of results)
Pathogen (No. of ples) Results Positive Negative Total
Campylobacter sp (251) Positive 94 0 94
Negative 1 156 157
Salmonella sp (251) Positive 46 0 46
Negative 0 195 195
EHEC (123)* Positive 28 0 28
Negative 0 95 95
ETEC (119) Positive 15 2 17
Negative 0 102 102
Y. enterocolitica (251) Positive 8 0 8
= Negative 0 243 243
9 Shigella sp /EIEC (251) Positive 9 0 9
2 Negative 0 242 242
o 3 The CRS was defined as positive when culture was positive or, in the case of a negative culture (or if conventional culture was not performed or
.0 4 unable to detect the pathogen (i.e., EHEC, EPEC, EAEC, ETEC, C. difficile)), when the result was concordant with the one previously obtained
= 5  with the BD MAX™ Extended Enteric Bacterial Panel. When a discrepancy was noticed, CRS was defined as positive when at least one
6  independent PCR assay used for confirmation was concordant with Novodiag® Bacterial GE+. 95% confidence intervals were calculated using
7  the Wilson method.
8 (4B)
Campylobacter sp EHEC Shigella sp /EIEC ETEC Salmonella sp Y. enterocolitica
Sensitivity 98.98 (94.45-99.82) 100 (84.98-100) 100 (62.88 - 100) 100 (74.65 - 100) 100 (92.29 - 100) 100 (59.77 - 100)
Specificity 100 (97.60 - 100) 100 (96.11 -100) 100 (98.44 - 100) 98.08 (93.26-99.47) 100 (98.07 - 100) 100 (98.44 - 100)
PPV 100 (96.07 - 100) 100 (84.98-100) 100 (62.88 - 100) 88.24 (62.26-97.94) 100 (92.29 - 100) 100 (59.77 - 100)
NPV 99.36 (96.48 -99.89) 100 (96.11 -100) 100 (98.44 - 100) 100 (96.37- 100) 100 (98.07 - 100) 100 (98.44 - 100)

9  PPV: positive predictive value; NPV: negative predictive value. EHEC: entero-haemorrhagic E. coli; ETEC: enterotoxigenic E. coli; EIEC:
10  enteroinvasive E. coli.
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Table 5. Clinical features of Bordeaux University Hospital patients.

Symptoms Negative group Positive group P

(n=35) (n=92)

(95% CI) (95%CI)
Diarrhea 68.6(52.0-81.5) 98.9(94.1-99.8)  <0.001**
Vomiting 343(20.8-509) 413 (31.8-51.5) 0.464
Bloody stools 8.6(3.0-22.4) 44.6 (34,9 -54.8)  <0.001**
Fever 343 (20.8-50.9) 72.8(62.9-80.8) <0.001 **
Biological inflammatory  60.6 (43.7—75.3)' 583 (47.6—68.3)"° 0.835
syndrome
Rehydration 11.4 (4.5-25.9) 20.7 (13.7-30.1)  0.235
Probabilistic 372(232-53.7) 57.6(474-67,2)  0.038*
antibiotherapy

Idata available for 33 patients; Zdata available for 84 patients

#: p<0.05 ; **: p <0.001
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