bbicTpaAa AnarHOCTUKa

| roCrnuTasibHbIX MHPEKL MY

, ANA NPUHATUA

. 3bbEKTUBHBIX KAIMHUYECKMX
pelleHnm

KawupuHa Mapusa CepceesHa

MoneKynapHsili 6uonoe

//Ce,oheim

A better way.

© Cepheid — Confidential.



locnuTtanbHble MHMekuun: cutyauma B EC

[ocnnTanbHble (BHYTpMbOnbHUYHBbIE) nHdekuun (BB, T'N) — ato
NHJOEKLUUM, KOTOpPbIE NauMeEHT NpuobpeTaeT npu Noslyd4eHn MeguLMHCKON
MOMOLLM UITN BO BpeMs NpedbiBaHUS B y4peXxaeHnn 30paBoOXpaHEeHNS*

* NpoaneBatoT cTpagaHnsa 6omnbHbIX
* YBENNYMBAIOT Pacxodbl Ha 3OpaBOOXpPaHEHME

* NPUBOAAT K 6onee anutenbHoMy npedbiBaHMIo B 60MNbHULE, YBENTMYEHUIO PACXO40B Ha
neyeHve n cMepTn

4M~— 37,000

The yearly number of patients in the EU with at least Every year, approximately 37,000 deaths are causead
one HAl is estimated at 4 millior directly by HAIS!

1 n3 18 naumetHoB B 6onbHMuax EC npuobpetaetr BEN?
© © 000000 0000000 0O0OO 18
R RN IR in

1ECDC. Strategies for disease-specific Programmes 2010-2013. 2010 Jul. / .
2 © Cepheid 2ECDC. Summary: Point prevalence survey of healthcare-associated infections and antimicrobial use in European hospitals 2011-2012. 2013 == Cephe;ds
Jul 2




[ocnuTanbHble MHEKUNUN — CUTYyaUna B
Poccun

OdmumanbHas ctaTucTuka

» 25 000 — 30 000 cnyyaes B roa (0,7-0,8 Ha 1000
naumneHToB)

PeanbHag ctatuctuka

« 2 000 000 — 2 500 000 cny4aes B rog,

* YyeT roctnuTanbHbIX MHPEKUNN BeQyT He Bce
yupexaeHusi B PO

* yyeTy nognexut He 6onee 1-5% peanbHon
3aboneBaemMocTH

NocnenctBua

* B 2-3 pasa gonblue B cTaunoHape
* B 3-4 pasa yBenunyeHne CTOMMOCTUN NneyvyeHns
» B 5-7 pa3 yBenu4yeHve pucka nertanbHOro ucxoga

AxumkuH B.IM., TytenbsH A.B., BpycuHa E.B. «AkTyanbHble HanpasreHns Hay4HbIX
ncenegoBaHu B obnactu Hecneundguieckom npounakTuki MHPEKLMIA, CBA3aHHbLIX C
oKasaHuem MeAMLMHCKOWM MOMOLLM. ONUAEMMOoNornsa n MHEKLMOoHHbIe 6onesHu.
AkTyanbHble Bonpocsl. — 2014. - Ne2. — c. 40-44.

© Cepheid — Confidential.




ITroan, HaxoasiWwmecs B rpynne pucka

[1o guarHosy

XuMmnoTtepanus npu pake

CINOXXHOE Xnpyprmn4eckoe
BMeLLaTESIbCTBO

PeBmaTonaHbIin apTpuUT

[dvanuns npu TepMmuHanbHoOm
cTagum no4yeyHom 6onesHun

[lepecagka opraHOB 1 KOCTHOIO
Mo3ra

[1o BO3pacTy

 HoBOpOXOEHHbIE

* [Noxunblie noau

ANTIBIOTIC RESISTANCE THREATS in the United States. 2013

AkumkunH B.T., TytenbsaH A.B., BpycuHa E.B. «AkTyanbHble HanpaBneHus Hay4YHbIX
nccrnenoBaHvin B obnacTtu Hecneumunyeckon npodunakTukm NHeKUmin, CBA3aHHb
oKaszaHueM MeLULUHCKOM NOMOLLM. SNUAeMUONOorisa n MHPEKUMOHHbIE BOMe3HN.
AkTyanbHble Bonpockl. — 2014. - Ne2. — c. 40-44.

4 © Cepheid

CANCER CHEMOTHERAPY

People receiving chemotherapy are often at risk for developing an infection when
their white blood cell count is low. For these patients, any infection can quickly
become serious and effective antibiotics are critical for protecting the patient
from severe complications or death.

COMPLEX SURGERY

Patients who receive cardiac bypass, joint replacements, and other complex surgeries
are at risk of a surgical site infection (SS5I). These infections can make recovery from
surgery more difficult because they can cause additional illness, stress, cost, and
even death. For some, but not all surgeries, antibjotics are given before surgery to
help prevent infections.

RHEUMATOID ARTHRITIS

Inflammatory arthritis affects the immune system, which controls how well the
body fights off infections. People with certain types of arthritis have a higher risk
of getting infections. Also, many medications given to treat inflammatory arthritis
can weaken the immune system. Effective antibiotics help ensure that arthritis
patients can continue to receive treatment.

DIALYSIS FOR END-STAGE RENAL DISEASE

Patients who undergo dialysis treatment have an increased risk for getting a
bloodstream infection. In fact, bloodstream infections are the second leading
cause of death in dialysis patients. Infections also complicate heart disease,
the leading cause of death in diaysis patients, Infection risk is higher in

these patients because they have weakened immune systems and often require
catheters or needles to enter their bloodstream. Effective antibiotics help
ensure that dialysis patients can continue to receive life-saving treatment.

ORGAN AND BONE MARROW TRANSPLANTS

Transplant reciplents are more vulnerable to infections. Because a patient
undergoes complex surgery and receives medicine to weaken the immune system
for a year or more, the risk of infaction is high. It is estimated that 1% of organs
transplanted in the United States each year carry a disease that comes from the
donor—either an infection or cancer. Effective antibiotics help ensure that organ
transplants remain possible.




NHdbeKUunn B rTMHEKOMornm

HoOMHO-BOCNanNMTENbHbIE 3a00neBaHMs NPOLOIKAKT OCTaBaTbCsl OAHOM MX akTyarnbHbIX Npobnem
COBPEMEHHOI0 aKyLLepCcTBa.

BHenpeHue B akyLLepcKyto NpakTuKy bonee nonyseka Hasag aHTMOMOTMKOB CNocobCTBOBAO pe3komy
CHV)KEHWIO YaCTOTbl MOCNEPOAOBbLIX MHPEKLMOHHBIX 3a60reBaHuUi.

OpHako B nocriegHee OecATUNeTME BO BCEM MUPE OTMEYalT POCT NOCNepoaoBbiX MHAEKLINN.

YacToTa nocnepoaoBbix MHPEKLMOHHbBIX 3aboneBaHnin BApbUpPYET B CBS3W C OTCYTCTBUEM
YHU(PUUMPOBaHHLIX KpUTEpUEB 1 Konebnetcsa B npegenax ot 2% Ao 10%.

Heckonbko vaule I/IHd)eKLI,MOHHbIe OCJ10’)KHEHUA pa3BMBAOTCA MNOCsie onepaunn kecapeBa cev4eHUn4d.

OT cenTMYecKMX aKyLLIepPCKMUX OCMOXHEHNI BO BCEM MUPE EXXEroaHO rTMOHET 0kono 150 ThbICAY XKEHLLIMH.

CenTtnyeckne OCnoXHeHns B nocrnepogoBoM rnepumoge, Kak rnpndmHa MaTepMHCKOVI CMEPTHOCTMN,
npoaoJIKakoT AepXaTtb nedvaribHoe ningepcTteso, 3aHMMad 1-2 mecTo, genda ero c aKyLlepCKnMu
KpoBOTEYEHUAMU




Cepbe3Hbleé naToreHsbl,
Bbi3biBaloLne
AHeKLun
accoLMMpPOBaHHbIE

C CUCTEMOW

3 PaBOOXPaHEeHUA

N

Cepheid.

© Cepheid




Ctatuctuka B P® no GBS

» Pactert uncno geTckom cMepTHOCTM B HEOHaTarlbHOM fNepuoae

» Okono 35% cmepTen B NepBYO HeOesto XU3HU CBA3aHO C Pa M‘
HeoHaTarbHbIM CEMNCUCOM

* Okono 10-37% Bcex bepeMeHHbIX XXEHLLVH SBMSTCSA S
CTPENTOKOKKOB rpynmbl B. P

* W3 HMX 60-75% ocTaroTca NONOXUTENBHBIMU B KO )EMEHHOCTU. |

* 50% HOBOPOXOEHHbLIX 3apaXkatTcHd OT MaTepu ¢ )dKKaMI/I rpynnbl BO.
BpPeMs poJoB | |

* OKOSO 1-2% 13 HUX pa3BUBaIOT TAXKeSble NHAEKLNN.

o,

- OcTteommnenut

- MeHuHruT

- Aptput

- BoOcCnaneHme nerkmx
- cencuc

7 © Cepheid




TecT Xpert® GBS

NMpobnemaTtuka
»  [pukas M3 PP ot «01» Hos0ps 2012 . Ne 572H lMNopsaok

% OKasaHuAa MeguLMHCKOM NOMOLLM NO NMPOMUIo «akyLepCcTBo U
rMHEKOosorma (3a UCKNYeHNeM NCNonb30BaHUS
’ BCrioMoraTenbHbIX PENPOAYKTUBHBIX TEXHOSTOMNIN)»
O iccneooBaHume KynbTyparnbHbiM MeTogom 35-37 Heaens -

npakTuka

36 MUHYT Ons pewweHus c Tectom Xpert® GBS
’ Tect Xpert GBS moxeT ObITb NpoBeaeH NpsIMO B Npouecce poaoB

Pe3ynbraTbl 4OCTYMHbI 3a MeHee YyeM <50 mMuH — coobuwator GBS+
UNn — cTaTtyc martepu

HasHayeHne npaBubHOM aHTUDONOTUKO-TEpanun Ans MaTepu u
pebeHka B npouecce poaoB 3ddETUBHO CHUXAET BEPOSATHOCTb
cencuca B HeoHaTanbHOM Nepuoae

n. Prevention of Perinatal Group B Streptococcal Disease, MMWR 2010; 59(No. RR-10)




Tekyliee peLieHne — onTumarsrbHO?

30% >keHwWwmH nonyyatoT IV aHTMbnoTurka B

npouecce poaos:
» bonblwnHCTBO (24%) N3-3a KonoHusaunn GBS

mal  CKPUHWHI HA 35-37 Hepene, npobrnemaTuka:

* CTaTyC KOMMOHU3aUuM Ha MOMEHT pPOJOB HEU3BECTEH
» [10 46% >XeHWMH MeHAT cTaTyc KonoHusaumn GBS nocne 35-37
Heaenu

s [ PYNNbI Pucka:

« Cpeau Tex, KoMy He NPOBEeNnn CKPUHUHT
« BHe3anHble ObICTpble poabl

* Pogbl paHbLue cpoka
» CKPUHUHT BbIN NpoBeAEH KyNnbTypanbHbiMM MeTogamMm Ha 35-37
Heoensx

9 © Cepheid




UTo HY>KHO Ansa TecTa, YToOblI OH MOT DObITh
NpoBeOEH B poaax?

[TONHOCTbIO aBTOMaTU3NPOBAHHbIN
npouecc

* [MpobonoaroToBka, aMnnNMdUKaLNa U AeTekuns
« OTCyTCTBME NpeaHanUTUYECKMX 3TanoB

« AKyLlepka OepeT Ma3oK 1 MOMELLaEeT B
KapTpUOXK, a KapTpuaX B npmubop

NugmemnayaneHbin [NLUP ona kaxgoro

nauueHTa

 J)KeHlWmHa B pogax He MOXET »xaaTb, koraa
HabepeTcs rpynna naueHToB Ans NpoBeaeHns
TecTa

« OTBET O cTaTyCe KONMOHM3aLMN HYXXEH Kak MOXHO
ckopee

10 © Cepheid K/Cephefds




[larHocTnKa NMMerLLIMXCa rocnnTanbHbIX MHEKLNN

* EbICTpOTa ONarHoCTn4eckoro Mmetoga
* L‘|yBCTBI/ITeJ'IbHOCTb YyBCTBUTEJIbHOCTb METOda

* ACHbIN U 9P PEKTUBHBIN KIUHUYECKUN anropuTMm BeAEHUA
nayueHTa

[MpenoTBalleHne HOBOro criydas nHdekumm

* OPPEKTUBHBLIN CKPUHUHT
* [lpeBeHTMBHbIE MepbI

KOHTpPONb PE3NCTEHTHOCTU

* Y4YeT pe3nNCTEHTHbIX LUTAMMOB
 BegeHne nosiHOM CTaTUCTUKN
* [lpogymaHHas nporpamma aHTUBMOTUKOTEPaNnumn

11 © Cepheid ﬁ'/(.’.‘ephefds




[TpegoTBpaTUMbIe XUpypruyeckme MHdekLmnmn

3onomucmaitu cmaguriokokk — KorioHu3auyusi u rnepedaya

OCHOBHbIE canTbl KONoHU3aLuun

* Hoc (100%)

» [MoTka (25-50%)

* [MpomexHocTb (60%)

* MNoambiweyHas snaguHa (19%)

KOJ'IOHVI3VIpOBaHHbIe NnauneHTbl

« MoryT nepegasatb MRSA gpyrum
naumMeHTam 1 nepcoHany

* UMeLoT Bonee BbICOKUI PUCK ayTOMHEKLNN

12
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S aureus nasal carriers

Axilla 19%

Forearm

45%

Perineum 60%

Ankle 10%

A/Gaphefds




HocuTenbCTBO 30/10TUCTOIO CTadoUITOKOKKA

s MSSA

* Okorno 20% -30% HaceneHusa aBnaTCA HOCUTENSAMMU
30/10TUCTOro CTadUNOKOKKa.

* [lepegHasa HocoBas NMOMNoOCTb SIBASETCA OCHOBHbIM
MECTOM A5 30f10TUCTOro cTadoUITOKOKKa.

« Cpeawn HocuTenemn 30M0TUCTOro CTadonITOKOKKA B
HOCOBOW NOSIOCTU, NPUMEPHO NOMNOBUHA TaKke UMEET 3TU
MUKPOOPraHnU3Mbl Ha KOXe.

mm MRSA

» PacnpocTtpaHeHHOCTb HocuTenstBa MRSA B rocnutansax
BapbUpyeT MeXay oTAeNEeHUSIMU.

* B oToeneHnsax MHTEHCMBHOW Tepanuu KpyrnHbIX 60nbHUL
NI YHUBEPCUTETCKUX BonbHUUax, 5% -15% nauueHToB
asnsTca Hocutenamm MRSA npu noctynneHumw.

Lucet, Clinical Infectious Diseases 2010; 51(5):585-590
13 © Cepheid

abdomen
Forearm 1 15%

Perineum 22%
Vaginal 5%




CBA3b XUPYpPrudecknx MHMEKLNUN n
HOCUTENbLCTBA S. aureus

HocntenbCcTBO 30NM0TUYTOINO CTadOUIMOKOKKA ABMNAETCS
OCHOBHbIM (0aKTOPOM pUCKa pPas3BUTUA XUPYPrUYECKMX
NHpeKunmn

YacToTa pasBuUTua XMpypruieckmux MHEKLUN y HocuTenemn B
2-9 pa3 Bbllle

[MpegonepaunoHHbIE HOCUTENN Yalle pa3BMBaOT paHEBbLIE
NH(PEKUMN, YEM HE-HOCUTENWN, COOTBETCTBEHHO, 11% 1 5,5%
(p <0,095).

SSI : surgical site infection

Kluytmans et al, Clin Microbiol Rev 1997 ; Perl et al, Ann Pharmacother 1998 ; Wenzel et al, J Hosp
Infect 1995 ; Maillet, Interactive CardioVascular and Thoracic Surgery 13 (2011) 381-385 ; Wertheim et
al. Lancet 2004

14 © Cepheid K/C'E,Dhe.-"dg




BennkobputaHus:

% Xnpypruveckux

Table 1 Cumulative 551 incidence by surgical category, NHS hospitals in England, April 2006-March 2011 MHd)EKLI,Mﬁ

O6Luiee Konnuectso

~ adian lengt otal no = ; . on {dd

onepayuit \ ospittstay | | N6 | inpatint oti 95% C ) =
Abdominal hysterectormy G388 e 4 37 a0 1.5 1.2-1.8 512
Bile duct, liver and pancreatic surgery 1.559 & 10 117 126 8.1 6.8-9.6 & 512
Breast* 1.484 1 3 17 1.2 0.7-1.8 10 513
Cardiac (non-CABG)Y* 1.286 & 12 13 1.0 0.5-1.7 G 4-8
Cholecy stectomy 519 3 9 1 1.8 0.9-3.2 & 5-20
Coronary artery bypass graft (CABG) 26468 22 7 291 1172 4.4 4247 1 T-1E
Cranial* 557 2 = 2 5 0.9 03-21 12 n-19
Castric 1,093 10 10 458 48 4.4 3358 g 5.5-11
Hip prosthesis 150149 20 G = 1,169 0.8 0708 13 T-20
knee prosthesis 162,728 196 396 8295 0.6 0508 14 -2
Limb amputation 2538 23 14 120 126 5.0 4259 9 5-15
Large bowel 13,534 44 1,205 1,370 10.1 9.6-10.6 & 512
Feduction of long bone fracture? 7580 32 &2 104 1.4 1.1-1.7 14 10-24.5
Repair of neck of fernur 39,830 120 13 525 47 1.6 1.5-1.8 14 g-20
srnall bowel 2,902 19 186 196 .8 5.9-0.7 & 5512
Spinal® 13,166 22 £ L) 126 1.0 0.8-1.1 12 818
Wascular 78 3 7 171 221 2.8 2.5-3.2 12 o7
Tizkal 438,679 237 4,548 5,326

Surveillance of Surgical Site Infections in NHS hospitals in England 2010/2011 /

15 © Cepheid ﬁCEDthds




JKOHOMUYecKoe BnnsaHme nHdekumm MRSA B

EBpone

M [lononHuTenbHblie pacxogbl (€) MRSA
€12,316

€13,856

€11,044 « [ononHuternbHble

€8,777
€6.372 €7,478 pacxodbl B pe3yribraTte
nHpekunn MRSA Ha
l nauneHTa:
€6,372- €13,856
& ¥ Qb & 5 0% \)%
(oééb @\%Q ~<~”§ o,\“k’bq «9\(& '90\ '9@
& & & & & « YBenu4yeHue
N - &
& & &S & rocnuTanusaumu:
N > X “ Y o < o
N &S I N 10- 15 gHen
%S& bOIA\ Q§o é’s\'\o
@'b(g/ é\(&
Seaton et al. (2013) UK 15
Lehnhof (2009) Germany
De Cock et al. (2009) France
Macedo-vinas et al. (2013) Switzerland
Nulens et al. (2008) Netherlands 10
Resch et al. (2009) Germany 11
0 2 4 6 8 10 12 14 16

16 © Cepheid B CpepgHee yBennueHue rocnutanmsauyum (aHn) MRSA 4:"/&5 oheid.




OKOHOMUYECKNIN 3P PEKT. 3aTpaTbl N BbIroabl

ObICTPOro MOMEKyNApHOro aHanmaa

Costs Savings / Clinical Impact

= Screened high risk patients 82,373 patient days/91% occupancy
2008: 88/mo = 1,050/yr Rate of Infection/1000 Patient Days
2003: 13%/mo = 1,663/yr *  0.90/1,000 = 74.3 infections (2007)
2010: 176/mo = 2,107/yr * 0.59/1,000 = 48.0 infections (2008)
2011: 182/mo = 2,181/yr *  0.29/1,000 = 23.8 infections (2009)

0.25/1,000 = 19.0 infections (2010)
0.17/1,000 = 13.0 infections (2011)

(2007 vs 2011)
Difference = 61.3 infections @ $35,000
($2,145,500)

- PCR Assay ~ $63 per test

Cost 2008: $ 66,150
Cost 2009: $104,769
Cost 2010: $ 95,635
Cost 2011: $ 86,209

Decrease in 2008 hospital costs = $920,500

Total Screening Cost
g Decrease in 2009 hospital costs = $847,000

$352,763 _ )
Decrease in 2010 hospital costs = $168,000
= NO ADDITIONAL FTE'S Decrease in 2011 hospital costs = $210,000
= MRSA testing performed 24/7 Total savings due to prevention = $2,145,500
2007 - 2011
CHunmxeHne MRSA unHdekumnn: - 82%
Geiger et al, AACC, 2012 IKkoHoMuUA: - $2.14M (86%
( ) //Céﬂheids

17 © Cepheid




BbICTPbI CKPUHWUHE MpWY rocnuTann3aumm +
OEKOHTaMUHAaLUUA MYNUPOLIMH / XITOPreKCUanH —

O PDEKTUBHO!

CHmxeHne nocneornepaunoHHbIX MHPPEKLNN 30110TUCTbIM CTAaUITOKOKKOM -
60% (3,4% OCH. rp. npoTuB 7,7% KOHTPOIb)

CHmXeHune aHen rocnutanusauun: muHyc 1,8 aHen (12,2 aH. OcH. rp.
npotmne 14,0 OH. KOHTPOIb)

O eKT AesakTuBayum MynmpoumHOM / xrnoprekcngnHom dornee BaXkeH
npu rIydbokoM XMpyprmieckomMm BMeLlaTernbCcTBe (OTHOCUTENBbHbIN puck 0,21,
95% OW, ot 0,07 oo 0,62).

CHMXeEHMe 3aTpaT: CTOMMOCTb NMPOUNakTUKM < CTOMMOCTU fniedeHns (X 7)

18 © Cepheid ﬁ'/t.’.‘ephefdg



[Toyemy BaxkHa genekuna SCCmec TMnoBs

taphylococcal Cassette Chromosome (SCCmec) = MOOUIbHbIN FTEHETUYECKUIA SNTIEMEHT
& HOoCuTenbCTBO MeCA unmn mecC reHa & yCTOMYMBOCTb K METULIMNINHY U Apyrum [3-
NakTaMHbIM aHTUBNOTMKaM

« Ha cerogHs, onucado 11 rnaBHbix SCCmec Tunos?!

* Hekotopble SCCmec THMNbl MOryT HECTU FEHbl PE3NUCTEHTHOCTU K He [3-nakTamMHbIM
aHTUOMOTUKaM

« LUtammbl MRSA moryT 6bITb BHYTPpMbONbHUYHBIMU (HA-MRSA) nnm
BHeOoSIbHNYHbIMUN (CA-MRSA). CA-MRSA 06bI4HO HecyT SCCmec
T1noB |V unn V, n yacto accounmmpoBaHbl C reHamMmu, KoaupyroLwmnmm
nenkoumauH NMaHtToH-BaneHTamnH?

* B page ctpaH EBponbl BO3HKMN KIMOHbI MRSA cBsizaHble C
B3aMMOLENCTBMEM CO CKOTOM. KMBOTHOBOACTBO-aCCOLMNPOBAHHbIE
MRSA (LA-MRSA), npuHaanexatuue K KnoHanbHoMy Komnnekcy 398,
MOFYT MPUBECTU K MHBA3NBHbIM UHPEKLNAM, BKITHOYas SHOOKaApAMT,
OCTEOMMUENUT, N BEHTUNATOP-ACCOLMMPOBAHHOWN NMHEBMOHUN®

1 http://lwww.sccmec.org
2 R. H. Deurenberg et al., CMI 2007
58 3 S. Roisin et al;, EIMID 2011 i
19 © Cepheic +3. David et al., CDC EID, 2013 7~ Cepheid.




Xpert® = 2 Habopa nparmepoB: SCCmec u

mecA + mecC

<4

orfX-SCCmec junction

orfX orfX spa

mecA or mecC

===Chromosome Chromosome s

SCCmec cassette

HA, CA, LA - MRSA getekTupytotcs n nsberaercst norepst mecA
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CLOSTRIDIUM DIFFICILE

— 172 000 nHdekunm Clostridium difficile 8
Espone

— 3 000 mnnnuoHos € B roa,

— 5 000-15 000 € Ha oguH cnyyan

Clostridium difficile Bbi3biBaeT
: Yyrpo>KaroLLyto )XU3HU AUapeto .

* 3T MHPEeKUMn B OCHOBHOM BCTPEYAIOTCA Y NIHOAEN, Y KOTOPbLIX OblAN HeAaBHEE MeAULMHCKOEe
obcnyXKnuBaHMe U Npuem aHTMHBMOTUKOB
* Yacrto, nndpekunm C. difficile BcTtpevatoTca y rocnnTanmanpoBaHHbIX NHOAEN WX HEAABHO NpoLweaLwmnx
rocnutTanmnsaumto
Pe3ncTteHTHOCTb
* B 2000 roay nossuaca 6osee onacHbIM WTaMM bakTepuit. ITOT LUITAMM YCTOMUYMB K aHTUONOTUKaMm
cemenctBa GTOPXMHONIOHOB, KOTOPble 0ObIYHO UCMNO/Ib3YIOTCA AJ1A NEeYEHUA APYTMX UHDEKLU U
e JTOT WTamMMm pacnpocTpaHmnca no scen CesepHot Amepuke u EBpone, 3apaxas n ybmnsaa bonbluoe
KONMYECTBO /It0A4EN B 30HAX PACMNpPOCTPaHEHMA

e LUtammbl, Hecylme BMHAPHbIN TOKCUH acCOUMMPOBAHbI C HE3PPEKTUBHOCTbIO eYeHns 5
Cepheid.

21 © Cepheid ANTIBIOTIC RESISTANCE THREATS in the United States. 2013 Barbut F, et al. Accessed Nov 2014. http://www.multivu.com/assets/60637/documents/60637-CDI-
Report-original.pdf ECDC. CLOSTRIDIUM DIFFICILE INFECTION IN EUROPE Report Accessed Nov 25 2014.



Clostridium difficile

C J D spores and vegetative
C. Difficile - Obwas S
@ Spores
= Vegetative cells
M H ¢ O p M a L'| M ﬂ Most vegetative cells are
killed in the stomach, but

spores can survive the acid
environment

A C. difficile
\ multiplies in
the colon

* Difficile — cnoxHbIl, TaK Kak
C/IOXHO BblAENNTb U OYEHb
MeANEHHbIN POCT NP

Gut mucosa
facilitates

KY/1IbTUBNPOBAHUU e NG
Flagellae facilitate C. difficile Y olohc
C. difficile spores germinate moverlne;t; a polysacc':\andce;t ’ epithelium
inth 1l bowel capsule discourages phagocytosis
* rpamnonoXKutenbHas, aHaspobHasn S bk

H6aKTepus, KoTopas LMPOKO
pacnpocTpaHeHa B OKpyKatoLlen
cpeae, ocobeHHo B noyBe

* EcTb BeretaTuBHas popma 1 cnopbl

* C. Difficile onacHa TokcMHamuy,
KOTOpble OHa npoAayuupyet

* Hanbonee n3BecTHbl TOKCUH A
(3HTEPOTOKCMH) 1 TOKCUH B
(LULMTOTOKCKMH), a TaK¥Ke BUHApPHbIN
TOKCUH

Susan M. Poutanen, and Andrew E. Simor CMAJ

C. difficile vegetative cells produce toxins A and B and opening of epithelial cell junctions (3) and epithelial cell
2004;171:51-58; Tech Coloproctol (2014) 18:223-232 hydrolytic enzymes (1). Local production of toxins A and  apoptosis (4). Local production of hydrolytic enzymes
) B leads to production of tumour necrosis factor-alpha leads to connective tissue degradation, leading to colitis,
22 © Cepheid and proinflammatory interleukins, increased vascular pseudomembrane formation (5) and watery diarrhea.

~©2004 by Canadian Medical Assogiation o permeability, neutrophil and monocyte recruitment (2),



Xpert® C.difficile, eaQMHCTBEHHbIN TECT MO

TpeboBaHUO, onpeaensaoLwnn bMHapHbIN TOKCUH

Paloc & iltumicene

Binary toxin genes

cdtA cdB

tcdD tcdB

W Prodesse & BD  Zceoncin

UPMC  pacnpoctpaHeHHocTs 1 naToreHHocTs wrammos Clostridium g;&)wmg
difficile nonoxunrtenbHbIX Ha GMHAPHbLIX TOKCUHKO KOTOpbLIE He
npoayumpyroT TOKCUHbI A n B
« HacTtosduwee nccrnegosanue npegnonaraet, 4To wtammel c. difficile, nponssogsiumne
TONLKO GUHAPHbLIN TOKCUH, MOTYT ObITb NATOreHHbIMKU, HecMOTpst Ha oTtcyTcTBue TCDA un
TcdB.
* PesynbTtaThl TecTtoB C.difficile, koTopble nonoxmntensHsl Mmetogom NLP Tonbko no
OMHaApPHOMY TOKCUHY AOSMKHbI ObITb NPUHATLI BO BHUMaHUeE.

23 © Cepheid Eckert C, Cathala L, Marchandin H, Jean Pierre H, French network on C. difficile, Barbut F é‘/cephefds




BUHapHLIN TOKCUH = Donee onacHbIN U

doaTanbHbIN

BuHapH CmepTb KymynaTtuseH Kymyn;rrMBH
o ¥ bIA PUCK
TOKCUHbI (N]7] yepe3 30 bIA PUCK
g cMepTH
AuB TOKCUH AHeU nocrne CcMepTH Yyepes
o yepe3s 90
UHo. 60 oHen et

« CMepTHOCTbL Hanbornee BbICOKa NOCre 3apaXeHusl WurTammamm, oonagarowmmm
reHamMmum OMHAPHOro TOKCMHAa B AONOJIHEHUE K TOKCUHaM A n B, He3aBuCcuUMO ot
pubotuna

* LWTrammbl, KogupyroLwmne reHbl TOKCMHOB A 1 B, HO He GBMHApPHOro TOKCUHa,
nokasanu 6ornee HU3KYKH0 CMEePTHOCTb

Bacci et al. EID 2011 f"/&!phefds
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[MpodomnakTnka nHekunm

= PelwieHne Cepheid

* [NonHbIM accopTUMeHT TecToB GeneXpert Ha rocnuTanbHble MHEKUUK Ons
ObICTPOro CKpMHUHIra U ANarHOCTUKM NOMOraeT ynyylwmnTb HasHa4YeHns
aHTMBMOTMKOB N NPOBOAUTL TECTUPOBAHME Kak B aMbynaTopHbIX U
CTaLlMOHapPHbIX YCNOBUAX

MepcoHanunaupoBaHHbIN MLUP — pe3ynbrat Ans Kaxaoro nayueHTta
yepes yac nocrie HasHa4YeHus

25 © Cepheid




Ypob6cTtBo nnatdopmbli

GX-4

 MopaynbHas cucrtema

« He3aBucumas pabota Kaxxgoro moayns
 Bcsa nndgopmauuma o tecte Ha KapTpuxae
* HeT Kpocc-KOHTaMUHaL MK Moaynb
GeneXpert®

26 © Cepheid H/C‘ephefd,




Xpert® C. difficile,

Bonee 4yBCTBUTENBHLIN TECT, YTOOLI N30EXaTb MNPOMNyLIEHHbIE Cry4au
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2ag9%
Fast Accurate Easy
45-minute identification Superior test accuracy Two minutes hands-on time
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CE-IVD Xpert— MeHto TecToB

Available Now 2015 2016-17 2018-19
Xpert® MRSA

MRSA Gen 3 SA Nasal Complete-
Xpert® SA Nasal Complete Pancreatic CA
: HIV-1 Qualitative Next Gen
Xpert® MRSA/SA SSTI Monitor
HCV Viral Load 33 Group A/C Strep 36
ey Xpert® MRSA/SABC i Tests  Tests o .. i mEs EBV/NPC Screen
o - BCR-ABL Ultra Meningitis/Encephalitis
Xpert® C. difficile _ EBV / NPC Monitor
: Bladder CA - Pertussis
Xpert® vanA/vanB
_ Monitor/Symptom Gl Panel
Xpert® Norovirus (NEW!)
HSV 1/2 Typing
Xpert® Carba-R (NEW!)
Vaginitis
Xpert® Flu
GBS Ultra
Xpert® Flu/RSV XC (NEW!)
HBV Viral Load
Xpert® EV
Breast CA Stratifier
Xpert® MTB/RIF
Breast CA Signature
Xpert® CT & Xpert® CT/NG
Xpert® GBS
Xpert® HPV (NEW!) : : :
Xpert® TV (NEW!) .: International Tests
Xpert® FII&FV
Xpert® BCR-ABL Notes: Targeted Test Menu Subject to Revision /
Tests in Italics Represent Product Improvements and are Excluded from Total Test Counts / .
28 Xpert® HIV-1 Viral Load = Cepheid.
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