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30YAHUKN IHOEKLIMHOIO raCTPOEHTEPUTY

bakTepianbHi BipycHi [NapasuTapHi
e Campylobacter ® aleHOoBipycH e Giardia lamblia
e Salmonella ® poTaBipycH e Entamoeba histolytica
e Shigella ® acTpoOBipycH e Cyclospora
e Plesiomonas e HOpOBipyCH cayetanensis
e Vibrio e Cryptosporidium

e Yersinia enterocolitica

e Clostridioides
difficile (paHiwe Clostr
idium difficile )

® MNATOreHHI
wtamu Escherichia
coli



RAaCcUYHI meToan AlarHOCTUKKM [ KI3

(1) docaidirceHHS Kyabmypu md 8U3HAYEHHS 4ymaueocmi 0o
aHMubiomukis,

(2) MiKkpocKoniuHe 00Cai0XHCeHHS KAy

(3) susisnenHs1 anmuzeHis 36ydHukie I'KI3 3a donomozor
IMYHO(epMeHMHO20 aHA1I3y YU WeUOKUX mecmis



RAaCcMyHI meToaun
NIarHOCTUKKM K13

(1) OJdocaidixceHHs Ky/qibmypu ma 6U3HAYEHHSA Yymausocmi
do aHmub6iomuckie:

v’ 30/10THH CTaHAAPT AiarHOCTUKH GaKTepiaJbHUX IaTOTeHiB
v CneyudivyHictb mociBy — 100%

v HasiBHiCTb i30J1Ty, IKMH MOXXHA BUKOPHCTOBYBATH [JIs
noJa/bIINX AOCAi>KeHb (Hanp., Ha Yy TJAUBICTb 0
aHTUOIOTUKIB)

v UyT/uBicTh MeTOAy pi3Ha, 3a3BUYal HU3bKA, il BAXKKO
BU3HAYUTH,

v TpuBaJjicTh gocaigxenHs 3-5 1i6

v HeoOxijHi 3Ha4yHi 1abopaTopHi pecypcH i gocBiz giis
nepeBipKM BCi€El HOpMaJIbHOI QJIOPU Ta MOLIYKY MAaTOTeHa i
NpOBEJlEHHS NpoLeAypH ifeHTUdiKalii



RAaCcnyHI meToaun
NlarHOCTUKKM K13

(2) mikpockoniuHe d0cAidXHCeHHs Kaay

v/ Ma€ HMU3bKY YYTMBICTb, TEXHIYHO CKNAaHeE i
BMMAra€ 4oCBiA4Y€HOro nepcoHany

v BuaineHHa Aeub Ta MapasunTiB MoXKe byTu
nepiognYHMM, a He NOCTIMHUM




RAaCcnyHI meToaun
NlarHOCTUKKM K13

(3) eusieaeHHss aHmuezeHie 36ydHukie I'KI3 3a
d0NnomMo2010 iMyHOhepMeHmMHO20 aHAaAi3y YU
weudKux mecmis

v’ LBNAKi TECTU — NONYNAPHA Ta SIerKa Y BUKOHAHHI
npoueaypa ANna NeBHUX NaTOreHiB

v H13bKa YyTAUBICTb

v’ He BuaBnaoTb BCix 36yaHuMKis MKI3




MARHRK Tectn B AlarHocTnul [ KI3



MAHK ana suasneHHs TokcureHHux Clostridioides difficile

Patients with risk factors for C. difficile diarrhea and loose stool

Toxin A & B EIA/GDH antigen screen C. difficile NAAT testing

‘]/ OR ‘J/

Positive Positive

Confirmation by C. difficile Can be supplemented by C. difficile
Culture/cytotoxin production/ Culture/cytotoxin production/
NAAT testing for toxin gene Highly specific toxin A & B EIA
Positive Positive

Consistent with infection Consistent with infection

An Overview of the Molecular Methods in the Diagnosis of
Gastrointestinal Infectious Diseases, Int J Microbiol. 2020



https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7128059/#:~:text=Traditional%20laboratory%20diagnoses%20of%20gastrointestinal,3)%20antigen%20detection%20via%20immunoassays.

MAH

K 1A BuABAeHHA TokcureHHux Clostridioides difficile

Habip peareHTiB

Cepridikar akocTi

BupobHuK

Npunag, \ aHanizaTop

MiweHb \ meToauKa

Quidel Diagnostics, San Diego,

Hand-held Disposable

tcdA, isothermal helicase-

AmpliVue®C. difficile FDA/CE CA, USA cassette dependent
[lumigene™ (Alethia) C. Meridian Bioscience, . tedA, Ioop—me<.:I|.atefj
ccpe - FDA/CE o . Incubator/reader isothermal amplification
difficile Cincinnati, OH, USA
(LAMP)
ProGastro™ Cd test FDA/CE Hologic, San Diego, CA, USA SmartCycler tcdB, real-time PCR
O, yrglr s . . SmartCycler, ABI 7500, .
Lyra“C. difficile FDA/CE Quidel, San Diego, CA, USA QuantStudio tcdA and tcdB, real-time PCR
Simplexa™C. difficile FDA/CE Focus Dx, Cypress, CA, USA 3M Integrated Cycler tcdB, real-time PCR
o gepps s Becton Dickinson & Co., .
BD Max"C. difficile FDA/CE Sparks, MD, USA BD Max System tcdB, real-time PCR
o . Roche Diagnostics, . :
Cobas Liat Cdiff FDA/CE Indianapolis, IN, USA Cobas Liat System tcdB, real-time PCR
s Meridian Bioscience, . .
GenePOC" CDiff assay FDA/CE Cincinnati, OH, USA Revogene integrated analyzer tcdB, real-time PCR
ARIES°C. difficile FDA/CE Luminex, Austin, TX, USA ARIES system tcdA, tcdB, real-time PCR
® g s . . B, All B 1/027,
GeneXpert“C. difficile/Epi FDA/CE Cepheid, Sunnyvale, CA, USA GeneXpert system ted 7th.C( |/NAP1/027
real-time PCR
tcdA, tcdB, A117tcdC
Verigene®C. difficile FDA/CE Luminex, Austin, TX, USA Verigene processor and (BI/NAP1/027), multiplex
reader PCR/nanoparticle array
hybridization
Qiagen- artus C. difficile Qs- FDA/CE Qiagen, Hilden, Germany QIAsymPhony rotor-gene Q tcdA, tcdB, real-time PCR
RGQ instruments
EntericBio real-time°C. .. . .
CE-IVD Serosep, Limerick, Ireland ABI 7500, LightCycler 480 tcdB, real-time PCR

difficile




KomepuinHi MynbTUNNEKCHI TECT-CUCTEMM ANA BUABNEHHA iHLIMX KMLLKOBUX NaToreHis, cxsaneHi FDA

Hasea Ha6bopy peareHTiB

BioFire® FilmArray®
Gastrointestinal (Gl) Panel
FDA/CE-IVD

XTAG® Gastrointestinal
Pathogen Panel FDA/CE-IVD

Verigene® Enteric Pathogens
TestFDA/CE-IVD

Prodesse® ProGastro™ SSCS
assay FDA/CE-IVD

BD MAX™ Enteric Bacterial,
Ext Bacterial, Parasite, and
Viral Panels FDA/CE-IVD

Stool Bacterial Pathogens
Panel FDA/CE-IVD

BioFire, Salt Lake City, UT,

Great Basin Scientific, Salt

Bupo6HUK USA Luminex, Austin, TX, USA Luminex, Austin, TX, USA Hologic, San Diego, CA, USA |BD, Sparks, MD, USA Lake City, UT, USA
Bakrepii

Campylobacter spp VC. jejuni, C. coli, C. upsaliensis ' VC. jejuni, C. coli, and C. lari VC. jejuni, C. coli \ VC. jejuni, C. coli

Clostridioides difficile VToxin A/B VToxin A/B

Plesiomonas shigelloides '

Salmonella spp v v v \' v v

Yersinia enterocolitica v v* v v

Vibrio s VV. cholera, V. W. cholera VV. cholera, V. VV. cholera, V.

PP parahaemolyticus, V. vulnificus ) parahaemolyticus parahaemolyticus, V. vulnificus

Enteroaggregative E. y

coli (EAEC)

Enteropathogenic E. v

coli (EPEC)

Enterotoxigenic E.

coli (ETEC) It/st v v v

Shiga-like toxin-producing E.

coli (STEC) stx1/stx2 v v v v v

E. coli 0157 ' ' v

Enteroinvasive E. VS. dysenteriae, S. boydii, S. .

coli (EIEC)/Shigella spp v v sonnei, and S. flexneri v v vshigella spp
Bipycu

Adenovirus VF40/41 VF40/41 VF40/41

Astrovirus v v

Norovirus VGI/GlI VGI/GlI VGI/GlI '

Rotavirus VA VA VA VA

Sapovirus vIL I, IV, and V Vv

Parasites VF40/41

Cryptosporidium spp v v VC. parvum, C. hominis

Cyclospora cayetanensis Vv

Entamoeba histolytica ' ' '

Giardia lamblia ' ' '




KomepLUinHi MyNbTUNNEKCHI TECT-CUCTEMM ANA BUABNEHHS iIHLWNX KULWKOBUX NATOreHis 3 mapkysaHHAM CE-IVD

Allplex™ Gastrointestinal Panel [Seeplex® Diarrhea ACE QlAstat-Dx” Gastrointestinal RIDA® GENE real-time PCR kits |EntericBio real-time® Gastro
Hasea Habopy peareHTis (virus, bacteria 1, bacterial 2, |Detection (virus, bacteria 1, panel CE-IVD (bacterial, parasite, and viral |Panel I, Il and lll. Virus panel |CLART® EnteroBac CE-IVD GastroFinder® 2SMART CE-IVD
and parasite) CE-IVD and bacterial 2) CE-IVD stool) panel CE-IVD CE-IVD
BupobHuk Seegene, Seoul, South Korea [Seegene, Seoul, South Korea |Qiagen, Hilden, Germany g-eBrl:‘r;:;rm AG, Darmstadt, Serosep, Limerick, Ireland Genomica, Madrid, Spain PathoFinder, the Netherlands
Bakrepii
VA. media, A. veronii, A.
salmonicida,
Aeromonas spp. v A. sobria, A. bivalvium, A. v
hydrophila
L . . . - VC. jejuni, C. coli, C. lari, C.
Campylobacter spp. \' VC. jejuni, C. coli VC. jejuni, C. coli, C. upsaliensis \ \ laridis, C. upsaliensis V'
Clostridium difficile VToxin B a"sc:;;zperv'r”'e”t VToxin B VToxin A/B v VToxin B VToxins A and B
Clostridium perfringens v
Plesiomonas shigelloides \
Salmonella spp. v VS. bongori, S. enterica \ \ \ \ \
Yersinia enterocolitica v v v v VY. enterocolitica, . pgstls, Y. v
pseudotuberculosis
Vibrio cholerae and other v VV. cholerae, V. VV. cholerae, V y
Vibrio spp. parahaemolyticus, V. vulnificus | parahaemolyticus, V. vulnificus
Enteroaggregative E. coli (EAEC) v v
Enteropathogenic E. coli (EPEC) v v v v
Enterotoxigenic E.
coli (ETEC) It/st v v v v
Shiga-like toxin-producing E.
coli (STEC) stx1/stx2 v v v v v
E. coli 0157 v VvO157:H7 \ \ \
Enteroinvasive E. v VS. flexneri, S. boydii, S. y y y VS. flexneri, S. boydii, S. y
coli (EIEC)/Shigella spp. sonnei, S. dysenteriae sonnei, S. dysenteriae
Bipycu
Adenovirus v v VF40/41 ) ) VF40/41
Astrovirus v v v v v
Norovirus VGI/GII VGl VGI/GII \ VGI/GII VGI/GII/IV
Rotavirus VA VA VA v VA VA
Sapovirus Vv v (I, 1,1V, V) Vv V(I 10,1V, V)
Parasites
Blastocystis hominis \
Cryptosporidium spp. \ \ \ \ \
Cyclospora cayetanensis \ v
Dientamoeba fragilis \ \ \
Entamoeba histolytica \ \ \ \ v
Giardia lamblia v v v ) )




ANTOPUTM TECTYBAHHA Ha KMLWKOBI MATOTeHM
33 Zonomoroto MAHK

Patients with diarrhea for =3 days
Multiplex NAAT assay

Positive for Positive for Pnsni\"c for Negative tor
Salmonella Spp Adenovirus ('.‘rypm;;mridium spp C. ‘ﬁ.”"“ ile any palh('ﬁ“'
Shigella spp Astrovirus Cyclospora cayetanensis

Vibrio spp Norovirus Entamoeba histolytica

Campylobacter spp Rotavirus Giardia lamblia

Y. enterocolitica Sapovirus

Shiga toxin producing E. coli (STEC) \L

v v v

Custom culture Confirms infection Follow C. difficile No further testing
Full ID and susceptibility No further testing required algorithm required

E. coli 0157:H7 1D

v

Isolates to state public health laboratories as required

An Overview of the Molecular Methods in the Diagnosis of
Gastrointestinal Infectious Diseases, Int J Microbiol. 2020



https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7128059/#:~:text=Traditional%20laboratory%20diagnoses%20of%20gastrointestinal,3)%20antigen%20detection%20via%20immunoassays.
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