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Lién hé v&i dai dién ban hang bioMérieux tai dia
phwong hodc nha phan phéi dwoc Gy quyén

MUC PiCH SU’ DUNG

BioFire® FilmArray® Pneumonia Panel plus 1a xét nghiém axit nucleic da médi dwoc thiét ké dé& s dung véi cac hé thdng
FilmArray® 2.0 hodc FilmArray® Torch nhdm phat hién ddng thoi va xac dinh céc axit nucleic cta virus va vi khuan dwong
hé hép, ciing nhw cac gen khang khang sinh dwoc lwa chon, trong cac mau dom (khac hay nhd dom, hodc dich noi khi
quan) hodc cac mau dich phé quan phé nang (BAL) (BAL hodc mini-BAL) thu dwoc tir cac ca nhan nghi ngd nhiém khuén
dwong ho hap dudi.

Céc vi khuan sau day dwoc bao cao két qua xét nghiém ban dinh lwong theo cac khoang 1074, 1075, 1046 ho&c 21077 ban

sao gen axit nucleic ctia vi khuan trén mililit (ban sao/mL) ctia mau bénh phadm, nham hé tro wéc tinh mire d6 phong phu
twong ddi cta axit nucleic tlr nhirng vi khuan phé bién nay trong moét mau bénh pham:

Vi khuan dwoc bao céao theo cac khoang 1024, 1025, 1026 hodc 2107 ban sao/mL

Phirc hop loai Acinetobacter calcoaceticus- . ,

.. Klebsiella oxytoca Serratia marcescens
baumannii
Phlrc hop loai Enterobacter cloacae Nhém vi khuén Klebsiella pneumoniae  Staphylococcus aureus
Escherichia coli Moraxella catarrhalis Streptococcus agalactiae
Haemophilus influenzae Loai Proteus Streptococcus pneumoniae
Klebsiella aerogenes Pseudomonas aeruginosa Streptococcus pyogenes

Cac vi khuén, virus va gen khang khang sinh khéng dién hinh sau day dwoc bao céo theo phwong phap dinh tinh:

Vi khuan khéng dién hinh

Chlamydia pneumoniae Legionella pneumophila Mycoplasma pneumoniae
Virus

Adenovirus Rhinovirus & nguw&i/Enterovirus I\Cﬂcl)(iglr?aa?j; I(?I\tjlzp;rsaitgg/vs)yndrome
Coronavirus Cuam A Virus a cum
Metapneumovirus & ngu&i CumB Virus hop bao hd hap
CTX-M NDM mecA/C va MREJ
IMP OXA-48-like
KPC VIM
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Viéc phat hién va xac dinh cac axit nucleic dac hiéu cla virus va vi khuan, cling nhw wéc tinh mie dd phong pha twong dbi
clia axit nucleic tr cadc mau phan tich vi khuan théng thwéng trong cac mau bénh phdm thu dwoc tir cac ca nhan biéu hién
cac dau hiéu va/hodc triéu chirng nhiém khuan dwdng hd hap sé hd tro cho cong tac chan doan nhiém khuan dwéng ho
héap duéi néu duwoc st dung két hop véi cac thong tin 1am sang va dich té khac. Két qua ctia xét nghiém nay khéng nén
duoc sir dung lam co s& duy nhat dé chan doan, diéu tri hodc dwa ra cac quyét dinh quan ly bénh nhan khac.

Két qua am tinh trong trwerng hop méc bénh dwdng hd hap co thé 1a do nhiém mam bénh chwa dwoc phat hién bdi xét
nghiém nay, mam bénh dwdi gidi han phat hién hodc trong trwdng hop mau phan tich vi khuén hién hiru & cac mire dwéi
murc thap nhét dwoc bao cdo 1a khoang 1074 ban sao/mL. Viéc phat hién cac mau phan tich khong loai trir trwdng hop
ddng nhiém v&i cac sinh vat khac; (cac) tac nhan dwoc phat hién béi FilmArray Pneumonia Panel plus cé thé khong phai
la nguyén nhan gay bénh sau ciing. C6 thé can phai tién hanh xét nghiém b sung trong phong xét nghiém (vi du nuéi cay
vi khuén va virus, mién dich huynh quang va X quang) khi tién hanh danh gia mét bénh nhan bj nhiém khuan dwdng ho
hap duwdi.

Viéc phat hién axit nucleic cta vi khuan cé thé Ia d4u hiéu ctia khuan lac hodc quan thé vi khuan hé hap binh thudng chir
khéng phai la tdc nhan gay bénh viém phdi. Két qua xét nghiém khoang ban dinh lwong (ban sao/mL) do FilmArray
Pneumonia Panel plus tao ra khéng twong dwong véi CFU/mL va khéng twong quan nhat quan véi sé mau phan tich vi
khuan so v&i CFU/mL. Béi véi cac mau bénh phdm cé nhiéu vi khuan dwoc phat hién, sw phong phu twong ddi cta axit
nucleic (ban sao/mL) cé thé khong twong quan véi sw phong phu twong ddi cia vi khudn dwoc xac dinh bdng phwong
phap nudi cdy (CFU/mL). Nén tién hanh déi chiéu 1am sang dé xac dinh tAm quan trong ctia khodng ban dinh lwong (ban
sao/mL) dbi v&i cdng tac quan ly 1am sang.

Cac gen khang khang sinh duwgc phat hién cé thé cé hodc khéng cé lién quan dén tac nhan gay bénh. Két qua am tinh dbi
v&i cac xét nghiém gen khang khang sinh nay khéng cho thy sy man cam véi cac nhém thube khang sinh twong (ng béi
c6 nhiéu co ché khang khang sinh.

Tinh trang khang khang sinh c6 thé xay ra théng qua nhiéu co ché. Két qua “Not Detected” (Khdng phat hién) déi véi dau
hiéu di truyén cta kha ndng khang khang sinh khéng biéu thi sw man cadm véi cac loai thudc khang sinh hodc cac nhém
thudc lién quan. Két qua “Detected” (Da phat hién) dbi véi dau hiéu di truyén clia kha ndng khang khang sinh khéng nhat
thiét bidu thi sy lién quan dén (cac) vi sinh vat dwoc phat hién. Can tién hanh nudi cdy dé cé dwoc cac ching phan lap
nhdm tién hanh xét nghiém dd man cadm véi khang sinh, déng thoi can st dung két qua xét nghiém cuta FilmArray
Pneumonia Panel plus két hop v&i két qua nudi cdy dé xac dinh d6 man cdm hoéc khang thubc ctia vi khuén.

Do sw gidng nhau vé mét di truyén gitra rhinovirus & nguwoi va enterovirus, xét nghiém khong thé phan biét gitra hai chiing
virus nay mot cach chinh xac tuyét dbi. Can theo dai két qua dwong tinh véi Rhinovirus/Enterovirus bang cach st dung
phwong phap thay thé (vi du, nuéi cly té bao hodc phan tich trinh tw) néu can phai phan biét.

Két qua dwong tinh véi MERS-CoV can dwoc bao cédo cho sé y té tiéu bang hay dia phuwong. Khéng nén cd gang nudi cay
virus trong nhirng trwéng hop nay trir khi cé sén co s& BSL 3+ véi chirc ndng nhan va ldy mau bénh pham.

Can tién hanh nudi cay dé xac dinh cac mam bénh ma FilmArray Pneumonia Panel plus khéng phét hién dwoc nham xac
dinh thém cac mau phan tich trong cac két qua vé chi, hé hodc nhém néu muédn, xac dinh mam bénh vi khuan hién hiu
dw6i khodng 1074 ban sao/mL néu mubn va kiém tra dd man cdm véi khang sinh.
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TOM TAT VA GIAI THICH VE XET NGHIEM

Cac mam bénh lay nhiém qua dwéng hd hap duéi gay ra bénh cép tinh va toan than, trong d6 cac truéng hop nghiém
trong nhét xay ra & tré em, ngudi gia va nguwoi bi suy gidm mién dich. Cac triéu chirng nhiém khuan dwong hé hap duwéi
c6 thé bao gbm kho thé, yéu 6t, sbt cao, ho va mét méi. Do s gidng nhau clia cac bénh gay ra béi nhiéu loai virus va vi
khuan, céng tac chan doan sé gdp nhiéu kho khan néu chi dwa trén cac triéu chirng 1am sang. Viéc xac dinh cac tac nhan
gay bénh tiém an, cling nhw mrc d6 phong phu twong ddi clia cac tac nhan vi khuan thong thwéng sé cung cép di liéu dé
hé tro' bac sT xac dinh phwong phap diéu tri phi hop cho bénh nhan va cach thirc trng phé ngan chan bénh dé bao vé strc
khde cong déng. FilmArray Pneumonia Panel plus duoc thiét ké dé déng thoi phat hién va nhan dang cac mam bénh gay
ra nhiém khuén duweng hd hdp dwéi va cac gen khang khang sinh (AMR) dwoc md ta dwdi day, cling nhu wéce tinh me
dd phong phu twong dbi ctia axit nucleic tlr cac tac nhan vi khuan phé bién dwoc liét ké.

Tém lwoe vé cac sinh vat dwoc phat hién

Vi khuan (dwoc bao cao két qua xét nghiém ban dinh lwong theo khoang ban sao/mL)

Phirc hop loai Acinetobacter calcoaceticus-baumannii — Acinetobacter baumannii 1a mét trwc cau khuan gram am phé
bién, khéng 1&én men, chi yéu hoat ddng nhu mét mam bénh co hdi déng vai trd tac nhan lay nhiém cho cac bénh nhan bi
bénh nghiém trong. N6 1a mét thanh vién khéng phé bién clia quan thé vi khuan binh thwéng & da. Viém phdi méc phai tai
bénh vién 1a bénh nhiém khuan phd bién nhat gay ra b&i vi khudn A. baumannii, méc du cac ca nhiém khuan bénh vién
khac gay ra béi A. baumannii cling dang gia tang vé tn suét." Mot sb hé théng nhan dang kiéu hinh vi sinh vat thd cong
hodc tw dong khong thé phan biét ré rang gitra mot sé loai vi khuan Acinetobacter va vi khuan A. baumannii. Nhivng loai
nay bao gdm A. calcoaceticus, A. pittii (genomospecies 3), A. seifertii va A. nosocomialis (genomospecies 13TU) dwoc xép
cung véi A. baumannii vao phirc hop loai Acinetobacter calcoaceticus-baumannii (ACB). Cac ching khang da thubc
biéu hién kha ndng khang véi hau hét cac nhém khang sinh, bao gébm ca nhém carbapenem. Nhirng vi khuan nay chira
nhiéu loai metallo-B-lactamase khac nhau cé kha nang thiy phan carbapenem.?

Phlrc hop loai Enterobacter cloacae — Enterobacter cloacae va cac thanh vién lién quan cta phirc hop loai E. cloacae
(Enterobacter asburiae, Enterobacter hormaechei, Enterobacter kobei va Enterobacter ludwigii) 1a nhirng vi khuan hinh que
gram am thudc vé ho Enterobacteriaceae va 1a mot thanh phan clia quan thé vi khuan duwéng rudt binh thwong. Tt ca cac
thanh vién ca phirc hop loai thweng dwoc xac dinh 14 “E. cloacaea” vi nhém nay mang tinh khéng ddng nhét. Phirc hop
loai E. cloacae dwoc cho 1a c6 lién quan dén nhiéu ca nhiém khuan méc phai tai bénh vién, dang chu y 1a mirc dd nghiém
trong clia nhirng bénh nay & cac bénh nhan dang dwoc héi stre tich cuwc (ICU).3 Thanh vién ctia phirc hop dwoc goi chung
la “E. cloacae” va trong sé cac loai ciu thanh phirc hop thi E. cloacae, E. hormaechei va E. asburiae thwdng dwoc cho la
c6 lién quan dén viém phdi nhiéu nhat, trong dé ngwdi ta phat hién E. cloa c6 chira nhiéu loai B-lactamase hon céc loai
khac.4 C6 t&i 31% céc trwdng hop viém phdi méc phai tai bénh vién ciia bénh nhan ICU do Enterobacter la lién quan dén
cac chuing biéu hién kha nang khang cephalosporin.5

Escherichia coli1a mot loai vi khuan gram am dwéng rudt va la mét phan cta quan thé vi khuan binh thwong cé trong rudt
clia nguwoi va dong vat. E. coli duwgc phat hién trong khoang 6-9% ca viém phdi méc phai tai cong dong (CAP) va viém phdi
mé&c phai tai bénh vién (HAP), chiém ty 1& 1,2% trong tat ca cac chan doan viém phéi & Hoa Ky®7 E. coli hoat ddng nhuw mét
tac nhan gay bénh co hoi ctia viem phdi va tién lwong lién quan dén viém phéi do E. coli gay ra thip hon so véi viém phdi
do vi khuén va virus khac gay ra.” Ciing nhw v&i Enterobacteriaceae (Ho vi khuén duong rudt) khac, B-lactamase phd rong
(ESBL) gay ra van dé& nghiém trong lién quan dén tinh trang khang khang sinh.

Haemophilus influenzae |a mot tryc cau khuan gram am, dwoc phan lap riéng khéi mau bénh pham & ngudis, cé thé hién
hiu nhw mot quan thé vi khuan binh thwong cla hau hong va cé thé gay nhiém khuan khi xam nhap vao duwéng hd hap
dw6i.®-"" Cac ching H. influenzae dwgc chia thanh hai nhém dua trén su hién hiru hodc vdng mat cla polysacarit dang
nang.'2'3 Cac chiing déng nang duoc chia thanh sau loai huyét thanh (tr a dén f). Trwdc khi st dung rong rai véc-xin két
hop cho H. influenzae loai b (Hib), Hib la nguyén nhan cta >80% sb ca nhiém khuan H. influenzae xam lan, chd yéu & tré
em dwdi nam tudi.’213 Trong céc linh vwe tiém chdng théng thudng, phan 16n cac bénh nhiém khuan H. influenzae xam
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l&n la do cac chiing khéng déng nang gay ra va chi yéu anh hwéng dén tré em duwéi mot tudi va ngudi gia 2, voi ty 1é tor
vong la 13-20%.'3 Khodng 20 - 35% cac ching phan lap cé khd nang khang amoxicillin.'2 Trong lich s chwa tirng ghi nhan
bang chirng viéc mang cac gen khang khang sinh dwoc phat hién béi FilmArray Pneumonia Panel plus.!41

Klebsiella aerogenes (trwéc day goi la Enterobacter aerogenes'®) |a mét vi khuan hinh que gram am dwoc phat hién dwéi
dang mét thanh vién ctia quan thé vi khuan dwéng rudt binh thuwdng. Trong nhirng nam gan day, K. aerogenes da tré thanh
nguyén nhan gay viém phdi mac phai tai bénh vién tht ba, chi sau Escherichia coli va Pseudomonas aeruginosa.'” Nguoi
ta suy doan rang sw tdng manh gan day nay la do viéc s& dung qué mlc cac cephalosporin phé rdng; cac ching duoc
phan lap tlr cac bénh nhan & chau Au va Israel da cho thdy kha ndng khang khang sinh B-lactam cao.®

Klebsiella oxytoca la mot vi khudn gram am, hinh que, hiéu khi, cw tri trén bé mét niém mac (mdi hau va ruét) va dwoc
phat hién trong maéi trudng ndng nghiép. Cac bénh nhiém khudn co hdi do K. oxytoca gay ra bao gdm nhiém khuin mé
mém, nhiém khuan dudng tiét niéu, viém phdi va nhiém khuan mau. Mac du l1a mét tac nhan gay viém phdi mac phai tai
cobng dong hiém gap, K. oxytoca dwoc phat hién thwéng xuyén hon trong céac ca viém phdi nguy kich mac phai tai bénh
vién.'® Ty |é ngay cang tang cac ching phan lap gay nhiém khuan huyét clia K. oxytoca biéu hién tinh khang véi-lactam
phd rong, dac biét 1a khi co tién st st dung khang sinh truéc d620. Ngoai ra, kha ndng khang carbapenem da duwoc ghi
nhan trong cac ca dich bénh mac phai tai bénh vién gay ra bdi K. oxytoca.?' Viéc phan biét vé mét sinh hda gira cac loai
Klebsiella 1a khong dé& dang chut nao. Cac thuat toan phat hién sinh héa thi cédng hodc tw dong cé thé cho két qua nhan
dang sai gilra cac chuing phan lap clia K. oxytoca va K. pneumoniae.??

Nhém Klebsiella pneumoniae — Nhém Klebsiella pneumoniae bao gdm ba nhém pha hé khac nhau, gan day dwoc phan
loai 14 cac loai khac biét; K. pneumoniae (KPI), K. quasipneumoniae (KPIl) va K. variicola (KPII1).2324 Ca ba loai déu c6
nhiéu yéu td doc lwc gibng nhau va co chung diém twong ddng vé sinh héa va di truyén, khién khé phan biét gitra
K. quasipneumoniae va K. variicola v&i K. pneumoniae theo phwong phap 1am sang hodc phwong phap nudi cay tiéu
chuén?. Klebsiella pneumoniae |a mét loai vi khuan hinh que gram am dwoc phat hién trong quan thé vi khuan binh thwéng
clia miéng va da nguwdi.23 Tuy nhién, khi hit phai K. pneumoniae vao phdi c6 thé gay tén thwong phé nang dan dén viém
phdi.2® K. pneumoniae thuwéng gép nhat trong cac ca nhiém khuan mac phai tai bénh vién & nguoi gia hodc ngudi bi suy
gidm mién dich.26 Loai Klebsiella |a mam bénh co hoi chiém 7-14% sb ca viém phdi méc phai tai bénh vién va ~8% trong
sb cac ca nhiém khuan tai bénh vién & Hoa Ky.2” Ty I tt vong lién quan dén nhiém khuan K. pneumoniae mét phan la do
sw xuét hién cla cac gen khang khang sinh, chang han nhuw carbapenmase, & nhirng vi khuan nay.26:28

Moraxella catarrhalis 13 mét mam bénh vi khu&n gram am co hdi trong dwérng hd hap clia con ngudi. Sy phu hop vé mét
lam sang cua sinh vat nay trong cac ca nhiém khuan dwdng hd hdp dwéi ctia nguwdi Ién dang ngay cang dwoc cdng nhan
réng rai.2° Chi 1-3% sb ca viém phdéi mac phai tai cong déng la dwoc quy cho M. catarrhalis®; tuy nhién, vi khuan nay dwoc
cho 1a mét mam bénh chd yéu gay viém phdi cho nhirng ngwdi gia va/hodc ngwdi suy dinh dwéng, nhirtng nguéi mac cac
bénh hé hap tiém an nhw COPD va trong cac ca viém phdi mac phai tai bénh vién.3!:32 Ty |& t& vong t& viém phdi do
M. catarrhalis 1a 10-29%, trong dé ty 1& cao hon dwoc ghi nhan & nhitng bénh nhan méc bénh hé hap tiém an va déng
nhiém khuan véi cac mam bénh dwéng hd hap khac.32 Hau hét cac ching M. catarrhalis hién chira B -lactamase.3?

Loai Proteus — Thanh vién cda chi gram am Proteus thuwdng dwgc phan lap trong phong xét nghiém lam sang, trong dé
Proteus mirabilis |a loai thwéng thay nhat. Hau hét cac ca nhiém khuan (khoang 85%) dugc cho la méc phai tai cong déng34;
tuy nhién cling da xay ra cac dich mac phai tai bénh vién.3s Tinh trang khang khang sinh da tré thanh mot van dé ngay
cang gia tang trong cac ca nhiém khuén Proteus, trong d6 khodng 32% céc ching phan lap san sinh B-lactamases phé
rong.36

Pseudomonas aeruginosa 1 mam bénh co hdi gram am, déng vai trd 1a nguyén nhan chi yéu cta cac ca nhiém khuan
tai bénh vién va gay ra 10% sb ca nhiém khuan mac phai tai bénh vién.3” Loai nay dwoc ghi nhan 1a tdc nhan gay bénh
trong ca viém phdi mac phai tai cong déng (CAP) va viém phdi mac phai tai bénh vién (HAP), thwong lién quan dén viéc
st dung may thé. P. aeruginosa chi man cdm véi mot sé it loai khang sinh (antipseudomonal penicillins va cephalosporin,
carbapenem va fluoroquinolone)® va s ca nhiém khuan P. aeruginosa da khang (MDR) dang ngay cang gia tang tai cac
bénh vién.3” Carbapenemase, KPC, da dwoc xac dinh & cac chling phan lap clia P. aeruginosa.®

Serratia marcescens — Serratia |a vi khudn gram am déng vai trd la c&n nguyén nhiém tring bénh vién va 14 vi sinh vat cw
tra phd bién. S. marcescens 1a loai gay bénh chi yéu cta chi Serratia. Loai nay 1a mdi lo ngai d&c biét do kha nang khang
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khang sinh ngay cang tang déi véi cac khang sinh thuwéng duwoc st dung nhw B-lactam, aminoglycoside, carbapenem va
fluoroquinolone. S. marcescens khdng sac t6 cé kha nang khang khang sinh cao hon va cé lién quan dén hau hét cac dich
bénh.40 Lay nhiém co thé xdy ra tr ngudi nay sang ngudi khac, théng qua thiét bi y té, dich truyén tinh mach hodc cac
dung dich khac.*!

Staphylococcus aureus 1a mot loai cdu khuan gram dwong phat trién thanh chum giéng nhw nho. La mét loai vi khuan
phd bién, co hoi, S. aureus cé kha nang gay ra mét loat cac bénh va dwoc coi Ia mam bénh phd bién nhat vé mét 1am sang
& nguwdi trong chi Staphylococcus. S. aureus s& hivu cac yéu td doc lwc manh, c6 nhiéu chién lvgc khac nhau dé trén tranh
phan (rng mién dich cla vat chd va khang lai nhiéu tac nhan tri liéu.42 Day la mét trong nhirng tac nhan caén nguyén phd
bién nhét trong nhiém khuan duwéng ho hap dwéi, chiém 3-14% trong sb tat c& cac ca viém phdi mac phai tai cong déng
(CAP) va chiém 17% trong sé cac ching phan lap thwong gap nhét trong viém phdi méc phai tai bénh vién (HAP).43 Uéc
tinh c6 khodng 40% chiing phan 1ap cta S. aureus cé kha nang khang methicillin.44 Yéu té trung gian chd yéu mang lai kha
nang khang methicillin trong chi staphylococci l1a qua trinh thu nhan gen mecA.

Streptococcus agalactiae (Streptococcus nhém B hodc GBS) |a cac cau khudn gram am, catalase am tinh phat trién theo
chudi hodc cap. Streptococcus 1a cac loai thwong gap duéi dang vi khuan hoi sinh trén mang nhay va déi khi xuéat hién
du6i dang hé vi sinh vat da thoang qua.*? Streptococci trudc day dwoc phan thanh nhém tan huyét B hodc khong tan huyét
B, sinh mud (tao ma) hodc khéng sinh md, ngoai ra con dwoc chia theo sy xuat hién clia cac khang nguyén bé mat cu thé
(vi du, nhém Lancefield). Lancefield A, B, C va G Ia cac nhdm sinh ma va hiu hét déu la cac nhdm tan huyét.42 S. agalacticae
c6 thé gay ra ca bénh khéi phat sém & tré so sinh, dién hinh la nhidm khuan huyét va viém phéi trong bay ngay dau doi;
va bénh khé&i phat mudn nhw viém mang ndo va nhiém tring huyét tir ngay thir bay dén ba thang tudi.42 O bénh nhan ngudi
I&n, phd nhiém khuén cla S. agalacticae bao gdm nhiém khuén huyét, viem phdi, viém mang nao va viém ndi tam mac.42

Streptococcus pneumoniae |a mét loai vi khudn gram dwong xam chiém dwéng ho hap trén va 1a mam bénh dwdng ho
hap dwoc phan 1ap thuwdng xuyén nhat trong viém phdi méc phai tai cong déng. S. pneumoniae gay ra khoang 30.400 ca
nhiém khuan xam lan & My vao nam 2016, dan dén khoang 3.690 ca tlr vong.# Cé hai loai vac-xin phé cau khuan da tri
dwoc cép phép tai Hoa Ky (PPV23 va PCV13) dwoc khuyén dung cho tré so sinh, ngui bi suy gidm mién dich va nguoi
trén 65 tudi, v&i tac dung lam gidm 50-80% nguy co méc bénh xam Ian va viém phdi do phé cau khuén.4

Streptococcus pyogenes (Streptococcus Nhém A hay GAS) xam chiém da ngudi va dweng ho hap trén, trong dé nhirng
vi tri nay déng vai trd la cac vang nhiém khuén chinh va & chira truyén bénh chinh cta vi khudn gram dwong nay.*2
S. pyogenes s& hivu co ché doc lwc phirc tap dé tranh co ché phong thi cla vat chi 4748 va gay ra cac ca nhiém khuan
sau hodc xam lan, dic biét 1a nhidm khuan huyét, nhiém tring huyét va nhiém khudn mé mém sau.*2 Gan day hon,
S. pyogenes da dwoc xac dinh 1a mot tAc nhan gay viém phdi hiém gap, dac biét 1a & ngudi gia hodc nhirng ngudi khac cé
van dé src khde tiém 4n.49 Dang chd y 1a mua cao diém cla cac ca nhiém khuan S. pyogenes dudng nhw tring véi mua
cao diém cua virus cum, trong dé bénh nhan nao nhiém ca hai khuan nay sé cé ty Ié t&r vong cao hon.4

Vi khuan khéng dién hinh

Chlamydia pneumoniae (Trwdc day dwoc goi la Chlamydophila pneumoniae) 1a mét loai vi khuan ndi bao bét budc gay
nhiém khuan dwdng ho hap cép tinh va la nguyén nhan phd bién gay viém phdi khéng dién hinh mac phai trong cong déng
va viém phé quan.5-52 C. pneumoniae c6 thdi gian U bénh khodng ba tudn va cé thé dwoc truyén tr nhirng ngwdi mang
mam bénh khéng triéu chirng.52 Bénh dich xay ra & trwéng hoc, doanh trai quan ddi va nha duéng 150.53 Chwa xac dinh
dwoc mua cao diém cla cac ca nhiém khuén C. pneumoniae.

Legionella pneumophila |a mot vi khudn hinh que gram am cé cac yéu cau vé dinh dwéng khat khe nhw phu thudc vao
L- cystein va s&ts4va 13 tdc nhan gay bénh Legionnaires. Méi trwdng nwdc va dat dwoc coi 1a 6 chira tw nhién cla nhiéu
loai Legionella khac nhau.5* Khodng 90% céc trudng hop mac bénh legionellosis & ngudi ghi nhan trén toan thé gi¢i dwoc
quy cho L. pneumophila.?* Khoang 5% trwdng hop viém phdi & ngudi I6n nhap vién duwgc quy cho cac loai Legionella.5
Céc dac diém lam sang lién quan dén bénh Legionnaires bao gdm sét, dau nhirc co thé va ho, ddi khi kém theo khé thé,
dau d4u, rdi loan, budn ndn hoac tiéu chay.55
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Mycoplasma pneumoniae 1a mot tac nhan vi khuan khac cta viém phdi khong dién hinh mac phai trong cong déng, xay
ra thuwdng xuyén trong cac tinh hudng dich bénh.56.57 Thoi gian G bénh do nhiém khuan M. pneumoniae la khoang tir 1 dén
4 tuan.58 Bénh ho hap do M. pneumoniae khéng cé mua cao diém méc bénh nhwng dich bénh cé chu ky t& 3 - 7 nam.5”

Gen khang khang sinh

CTX-M (Phd B-lactamase mé rong (ESBL)) - CTX-M 1a mét loai B-lactamase phé rong nhém A cé ngudn gbc tir sw huy
dong cac gen nhiém sac thé (bla) tir loai Kluyvera va dé khang véi mot phd rong clia cephalosporin. Nném B-lactamase
nay c6 thé mang plasmid va gen blactx-u c6 thé dwoc tim thay tai nhiéu ban sao trén méi té bao trong mét loat cac vat chd
gram am. Cac phan tich pha hé ctia CTX-M mé t& ndm dong gibng hay nhém pha hé chinh (cac nhém CTX-M 1, 2, 8, 9 va
25)va hon 150 loai hodc bién thé.5° Cac ESBL CTX-M chi yéu dwoc tim thay trong ho Enterobacteriaceae. Tuy nhién, ho
nay cling dwoc ghi nhan & cac vi khuan gram am khéng xam nhap khac nhw Pseudomonas aeruginosa, Stenotrophomonas
maltophilia, Acinetobacter baumannii, loai Vibrio va loai Aeromonas.®° Trong thap ky qua, cac enzyme CTX-M da vwot qua
cac ESBL khac, bao gdm céc bién thé TEM va SHV ESBL, vé ty 1& phd bién 6!

IMP (Khang carbapenem) - B-lactamase IMP (Imipenem) la cac metallo-B-lactamase (MBL) mang plasmid thuéc cac MBL
Ambler nhém B1. Nhiéu loai IMP dac trwng duwoc xac dinh (danh sb 1-60) cé kha nang tao ra cac mirc d khang khang sinh
khac nhau dbi v&i cac loai B-lactam phd rong nhuw carbapenem, cephamycin va oxymino cephalosporin.6263 Cac MBL thay
phan gan nhw moi B-lactam, san sinh ra cac san pham khong coéng hiéu, dan dén kha néng khang cua vi khuan déi véi
nhém khang sinh nay.® Béi vi cac tai liéu hwéng dan thong thwdng khuyén nghi st dung B-lactam 1am phwong phap diéu
tri wu tién cho bénh nhan viém phdi mac phai tai cong ddng (CAP), sw phat trién cta kha nang khang MBL & cac mam
bénh dwdng hd hap dwdi 1a mbi quan ngai dic biét.8 Cac ching Serratia marcescens, Klebsiella pneumoniae,
Pseudomonas, Escherichia coli va Enterobacter cloacae da dwgc phat hién la c6 mang gen blalMP.66

KPC (Khang carbapenem) - Gen carbapenemase cua Klebsiella pneumoniae (blakrc hay dwgc goi la KPC trong tai liéu
nay) dé khang véi nhém carbapenem cla B-lactam va hién duwgc cho |a loai carbapenemase phd bién nhét va phat trién
nhanh chéng & Hoa Ky. M&c du ban dau dwoc phan lap tir Klebsiella pneumoniae, gen nay da tré nén phd bién & cac
chi/loai khac bao 96m Acinetobacter, Pseudomonas, Enterobacter, Serratia, Salmonella, Escherichia coli, Klebsiella
oxytoca va Enterobacteriaceae khac. Vao cubi ndm 2016, mot s6 bién thé KPC xac dinh da duwoc tién hanh nhan dang
(dwoc dat tén theo KPC-26). Cac loai thwérng dwoc phan lap nhat 13 KPC-2 va KPC-3.7 Enterobacteriaceae (CRE) khang
carbapenem |& mam bénh ngay cang phé bién trong méi triwdng bénh vién. Khdng cé nhiéu lwa chon diéu tri dbi véi CRE
va chung thwdng di kém véi ty 18 t vong cao. Nhirng ngwdi cé nguy co cao nhat bao gdm bénh nhan dung khang sinh
trwdng ky va nhirng ngudi dwoc dat thiét bj trong co thé (vi du may thé, dng théng tiéu hay 6ng théng tinh mach).6”

mecA/C va MREJ (Khang methicillin) - Staphylococci khang methicillin (MR) la mét mdi quan ngai that sy trong cac ca
nhiém khuan tai bénh vién va nhiém khun tai cong ddng. Khéng c6 nhiéu lwa chon diéu tri di véi cac ca nhiém khuan nay
b&i vi khuan khang ca khang sinh B-lactam tw nhién va B-lactam ban téng hop (vi du oxacillin/methicillin).#2 Co ché chinh
khang methicillin ch yéu la théng qua viéc thu nhan gen mecA gen ma héa protein gén penicillin (PBP2a) c6 ai lwc thap
véi B-lactam. Gen mecA dwoc mang trén moét yéu tb di truyén di dong co tich hop nhiém séc thé, dwoc goi la mec
staphylococcal cassette chromosome (SCCmec). Nam 2011, mdt SCCmec loai cassette XI mang mét chat déong dang
mecA phan ky (mecC), ma ciing c6 khd ndng dé& khang methicillin, da dwoc phat hién & chau Au.®8 Trong S. aureus,
cassette mec tich hop vao mét ving cu thé trong bd gen S. aureuss®7°, két qua Ia tao ra MREJ (diém ndi vao chi phai ctia
SCCmec). Biém ndi hay diém chén mecA/C trong cassette, c6 thé thay déi dan dén nhiéu loai MREJ (i-xx). Xét nghiém
MREJ cla FilmArray Pneumonia Panel plus dwoc thiét ké dé phat hién sw kién tich hop cu thé nay trong bd gen cla
S. aureus.

NDM (Khang carbapenem) - New Delhi metallo-B-lactamase (NDM) la mét enzyme dwoc truyén qua trung gian plasmid
c6 kha n&ng dé khang tat ca cac loai khang sinh B-lactam hién tai, ngoai trir aztreonam.”"72 Cé 16 loai NDM khéac nhau ¢
thé dwoc tim thay trong nhiéu loai gram am, trong d6 NDM-1 dwoc ghi nhan trén toan thé gi¢i. Gen blanom dwgc phd bién
réng réi va nhanh chéng trén khdp ho Enterobacteriaceae, cling nhw cac vi khuan gram am khéc.”2-76 Cac plasmid ma hoa
NDM c6 thé dé dang di chuyén va c6 kha nang sap xép lai trén dién réng, goi dén kha nang lay truyén rong réi, cling nhw
kha nang thay dbi hinh thai gitra cac quan thé vi khuan’3. Vi khudn san sinh NDM khang da thuéc hién dang la tac nhan
san sinh carbapenemase phé bién nhat & chau Au va xu hwéng nay dy kién sé tiép tuc trén toan thé gidi.
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OXA-48-like (Khang carbapenem) - B-lactamas oxacillinase (OXA) la mét nhém cac enzyme chd yéu dwoc truyén qua
trung gian plasmid c6 kha nang khang penicillin, cephalosporin va carbapenem. Gen blaoxa4s va mot sb bién thé OXA-48-
like d& dwoc nhan dang & cac vi khudn gram am khac nhau trong ho Enterobacteriaceae.”’78 OXA-48 thily phan penicillin
& mirc do cao, carbapenem & muirc do thap véi hoat tinh khang imipenem Ién hon meropenem?’va thé hién hoat tinh khang
rat yéu déi voi cac cephalosporin phd réng.’8 Xét nghiém OXA-48-like trén FilmArray Pneumonia Panel plus nhdm dén
OXA-48, ciling nhw cac bién thé -16279, -18180, 19981 20482 -23283 24484 _24584 25285 37086, 48487 and -50588 trong
ho OXA-48. M&i bién thé nay cé tr mot dén nam chat thay thé axit amin, nhwng van duy tri tinh chat thdy phan va ciu hinh
co chéat clia OXA-48.78848 Cac bién thé khac duy tri hoat tinh khang cephalosporin phd réng nhwng khdng cé hoat tinh
carbapenemase (OXA-163, -247, -405, -436, -438 va -439) sé khong dwoc xét nghiém nham dén.

VIM (Khang carbapenem) - Metallo-B-lactamase ma héa béi tiéu thé Verona (VIM) & cac carbapenemase dwoc ma héa
b&i tiéu thé. C6 mot sb bao cao vé sw khu tri qua trung gian plasmid va nhiém séc thé cla tiéu thé blavive®, tuy nhién phan
I&n cac alen blavim dwoc tim thay trén cac plasmid. Cé khoang 50 loai VIM khac nhau. VIM duoc tim thay chd yéu & vi
khuan gram &m, bao gébm ca vi khuan dwéng rudt, trong dé phan 16n la di kém céc loai khac nhau cla chi Pseudomonas.

Virus

Adenovirus (AdV) 1a mét nhém virus DNA khong cé v boc da dang gébm bay loai (tr A dén G).2° C4c loai adenovirus
nhém B, C va E gay bénh hd hap cap tinh, nhung tat ca cac loai déu co lién quan dén bénh & nguoi.®! Adenovirus (cac
loai A, D, F va G) c6 thé gay ra mét loat cac bénh, bao gdm viém bang quang, viém da day ruét va viém két mac.92 Dich
bénh thuwéng xay ra & cac mai trwong thé ché nhw co' sé huén luyén quan sw, co' s& chadm séc dai han va bénh vién cham
séc cap ba cho tré em, do ty I& lay truyén cao trong quan thé khép kin.%-% Adenovirus dwoc thai ra trong thoi gian dai va
tén tai trén bé mét & trang thai lay nhiém.%

Coronavirus (CoV) - Coronavirus & ngwdi duwgc chirng minh 18 mam bénh dwéong hé hép trong nhirtng nam 1960. Bén
bién thé huyét thanh chiém wu thé (229E, OC43, HKU1, NL63) lién quan dén bénh & ngudi déu dwoc FilmArray Pneumonia
Panel plus phat hién va bao céo la coronavirus. Nhirng virus nay thwong gap nhat & cac ca nhiém khuan duwéng ho hap
trén; tuy nhién, chang ciing da dwoc phat hién & nhirtng ngudi bi nhiém khuan dwéng ho hap dwéi.%-98 Coronavirus gay
ra bénh bach hau thanh quan va lam trAm trong thém bénh hen suy&n.%.9° Tinh trang nhiém khuan coronavirus xay ra
thwdng xuyén hon vao mua déng va dwdng nhw cé mdt chu ky dich bénh déi véi mot sé ching.®” Cac ca nhiém khudn
coronavirus (ngoai trr SARS va MERS-CoV) thwdng mang tinh tw gi&i han.

Human Metapneumovirus (Metapneumovirus & ngwei) (hMPV) thuéc ho Paramyxoviridae.'°® HMPV dwogc phat hién
vao ndm 2001 dwéi dang moét mam bénh dwdng ho hap & tré em.'©! Cac nghién clru sau hon da xac nhan cac ca nhiém
hMPV & ngui thudc moi Ira tudi.'®2 Hai kiéu gen, A va B, cé thé lan truyén cung mét lic va dwdng nhw khéng khac nhau
vé mirc do nghiém trong ctia bénh tat.!% HMPV |a nguyén nhan chd chét thir hai gay viém phé quan & tré nhd.% Ngoai ra,
tinh trang nhiém khuan cé thé dan dén moét loat cac triéu chirng hd hap trén va dwdi: ho, chdy nwéc mii, thé kho khé, khd
thé va s6t.193 HMPV dwoc wéc tinh la nguyén nhan gay ra 5-7% cac ca nhiém khuan duwéng hd hap & tré em va 3% & cac
ca nhan & moi Ira tudi.’% Mua cao diém cta hMPV la vao mua déng va dau mua xuan va thwdng xay ra cung véi mua cao
diém cua cla virus hop bao ho hap (RSV).104

Human Rhinovirus (Rhinovirus & ngwi) (HRV) va Enterovirus (EV) la nhirng virus RNA c6 lién quan trong ho
Picornaviridae.'% Ca hai loai virus nay déu chira cing mét td chirc bd gen RNA cla virus va cac cau tric thir cap twong tw
khién chung khé phan biét vé mét di truyén. C6 hon 100 loai huyét thanh ctia rhinovirus & ngwdi theo huyét thanh hoc cla
protein capsid.'% Rhinovirus dwoc ghi nhan la gay ra “cdm lanh thdng thwdng”, nhwng ciing c6 thé lién quan dén viéc day
nhanh tan suét ctia cac con hen suyén va cac bién chirng néng.'% Enterovirus dwoc chia thanh bén loai, bao gébm tdng
cong it nhat 89 loai khac nhau. Tirng loai c6 thé di kém véi cac biéu hién 1am sang khac nhau, bao gém cac bénh hé hap
khong dac hiéu & tré so sinh hodc ngwdi Ién. 1% Ca rhinovirus va enterovirus déu xuét hién phd bién quanh n&m.107.108

Influenza A va Influenza B (Cam A/Cum B) |a nhirng virus RNA trong ho Orthomyxoviridae. Trong dich cum hang nam,
5-20% dan sé bj nhiém khudn dwdng hd hap trén véi biéu hién sét khdi phat nhanh. % Loai virut cim chiém wu thé thuong
thay déi do su tréi dat va dich chuyén khang nguyén.'® Cum A c6 thé dwoc phan nhém béi cac gen hemagglutinin (H) va
neuraminidase (N); cac phan nhém cim A H1N1 va H3N2 la nhitng chiing thwdng 1ay nhiém phé bién nhat & ngwoi. Phan
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nhém H3N2 thwong di kém véi bénh nang hon va ty 1€ t&r vong cao hon.'"® Trong mua cum 2009-2010, cim A (H1N1)
pdmO09 da tré thanh virus cum lan truyén chiém wu thé, chiém khodng 99% céac ca nhiém cum duwoc bao céo va tir d6 da
thay thé cac ching cim trwdc ndm 2009.11" Hién c6 it nhat bdn loai thudc chdng virus dé diéu trj Influenza — amantadine,
rimantadine, zanamivir va oseltamivir — trong d6 hiéu lwc diéu tri va mirc dd khang thuéc theo tirng loai ngay cang ting 1én
cung véi s lay lan clia cac chding virus méi.12 C4c bién chirng clia viém phdi do virus hodc vi khuan lam tang ty 1& t& vong
do nhiém cum. 13

MERS-CoV dwoc mb ta 1an dau tién vao ndm 201214 va c6 thé gay ra bénh hé hap cap tinh nghiém trong. Khéng nhirng
khac biét so v&i cac coronavirus khac, MERS-CoV ciing gay suy than cip & hon mét nira s6 bénh nhan khi nhiém phai.115.116
Virus nay gay t&r vong & khodng 25-76,5% s6 ngui khi nhiém phai."” Dich bénh MERS-CoV dwoc déc trung béi sy lay
truyén tr dong vat sang ngudi, sau do la 1ay truyén tlr ngwdi sang ngudi.!17 Hai vu dich bénh MERS-CoV I&n nhat cho dén
nay da xay ra & khu vwc ban ddo A Rap va Han Quéc. 118119

Virus parainfluenza (Virus & cam) (PIV) la nhirng virus RNA trong ho Paramyxoviridae. Vao nhirtng nam 1950, virus
parainfluenza dwoc xac dinh la mam bénh duwdng hd h&p khac véi virus cim.'2° Virus parainfluenza dwoc chia thanh bén
loai (1-4), trong d6 bdn loai nay déu dwoc FilmArray Pneumonia Panel plus phat hién va béo céo la virus parainfluenza.
virus parainfluenza 1 gay ra dich bénh hai nam mét lan vao mua thu, trong d6 50% céac trwdng hop méc bénh la do lay
nhiém cac virus nay.'2° Virus parainfluenza 2 gay ra dich bénh v&i tAn suét 1-2 ndm, c6 thé xen ké véi suw lan truyén cla
virus parainfluenza 1.12° Tré em duwéi sau thang tudi dac biét dé& bi nhiém virus parainfluenza 3, trong d6 cac vu bénh dich
xay ra & cac don vi chdm séc déc biét cho tré so sinh. PIV3 c6 lién quan dén ty 1é t&r vong va bénh tat cao nhét trong tat
ca cac ching'' va dich bénh thwéng phd bién nhat vao mua xuan va mua hé.'2 Tinh trang nhiém virus parainfluenza 4
anh hwéng dén tat cd cac nhém tudi nhwng chwa xac dinh dwoc chu ky nhiém khudn do khoéng phat hién thweng
xuyén.122.123

Respiratory Syncytial Virus (Virus hop bao hé hap) (RSV) 1a thanh vién cta virus RNA trong ho Paramyxoviridae, lién
quan dén metapneumovirus & ngudi va virus parainfluenza.' Hai phan nhém chinh (A va B) ctia RSV khac nhau vé mirc
dd phé bién hang nam.'25 RSV Ia nguyén nhan phd bién nhat gay ra bénh hé hap nghiém trong & tré so sinh, trong do viém
phé quan cép tinh la nguyén nhan chinh khién tré phai nhap vién.'2¢ RSV hién ciing dwoc cong nhan |a mam bénh quan
trong & nguwdi trwdng thanh, méc du cac ca nhiém khudn & ngwdi I&n néi chung it nghiém trong hon va chi gi¢i han &
dwong ho hap trén.'26 RSV thwdng hoat dong cao diém vao thang 1 va thang 2.127
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NGUYEN TAC CUA QUY TRINH

Tui héa chét cha FilmArray Pneumonia Panel plus 1a mét hé théng khép kin va st dung mét 1an, lwu triv tAt ca cac thude
thr can thiét d& chuan bi mau, sao chép ngwoc, phan (rng chudi polymerase (PCR) va phat hién dé phan lap, khuéch dai
va phat hién axit nucleic t& nhiéu mam bénh dwéng hd hdp dwéi trong cac mau bénh phdm phé quan phé nang (BAL)
(BAL ho&c mini-BAL) hay mau bénh phdm d&m (d&m hodc ETA). Sau khi &y mau, ngwdi dung bom Hydration Solution
(Dung dich hydrat héa) va mau két hop c6 Sample Buffer (Buffer mau) vao ti hda chat, d&t tai héa chat vao may FilmArray
va bat ddu mot chu trinh. Toan bd qua trinh chay chu trinh mét khoang mét gid. Co thé tim thém thong tin chi tiét trong
Hwéng dan van hanh FilmArray thich hop.

Trong mét Ian chay, hé thdng FilmArray®:

Ly gidi mau bang cach khudy trén (dap hat).
Phan tach va 1am sach tat ca cac axit nucleic tr mau bang cong nghé hat tr.
Thue hién quy trinh PCR 16ng da mdi bang cach:
o Truéc tién thwe hién sao chép ngwoc va mot phan teng don, khdi lwong 1én, da mdi quy md Ién (PCR1)

o Sau d6 thuc hién nhidu phan rng PCR giai doan hai da don mdi (PCR2) dé khuéch dai trinh tw trong cac
san phdm PCR1

St dung di¥ liéu dwdng cong tan chay diém cudi dé phat hién va tao két qua cho tirng muc tiéu trén FilmArray
Pneumonia Panel plus.

Déi v&i FilmArray Pneumonia Panel plus, hé théng ciing st dung di liéu khuéch dai thoi gian thuc tir cac xét
nghiém lién quan dén Quantified Standard Material (QSM, VAt liéu tiéu chuan dinh lwong) c6 trong tdi héa chat dé
cung cap gia tri wéc tinh trong cac ban sao gen trén méi mililit (ban sao/mL) cho cac mau phan tich vi khuan.

e o 0 BO TIEM
AR
MAU | \R HC
(BEN KHAC) (BEN KHAC)
LY GIAI
TEBAO || PCR1 )
/ CHUOI
TINHSACH _L—— | L PCR1 _ PCR2VA
DNA/RNA DIEM NONG
CHAY cuOl
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VAT TU bl KEM

Mbi bd cong cu chra du thubc thlr dé xét nghiém 6 mau (b6 6 mau; RFIT-ASY-0142) hodc 30 mau (bd 30 mau;
RFIT-ASY-0143):

e Céc tui hda chét FilmArray Pneumonia Panel plus duwgc déng goi riéng

e Cac 6ng tiém chira Sample Buffer (Chat dém mau) st dung mot 1an

e Hydration Injection Vials (Lo tiém hydrat hoa) nap s&n st dung mét 1an (mau xanh dwong)
e Sample Injection Vials (Lo tiém m&u) s dung mét 1an (mau do)

e Sample Swabs (Que khudy mau) déng gai riéng

VAT TU BAT BUOC NHUNG KHONG Bl KEM

e Hé théng FilmArray bao gém:
o FilmArray®2.0 hodc FilmArray® Torch va phan mém BioFire di kém,
o FilmArray® Pouch Loading Station (Tram nap tui héa chat FilmArray)

e Dung dich thy 10% hoé&c chét khiy trung twong tw

$ LUU Y: Hé théng phién ban thir nhét cua BioFire, BioFire® FilmArray® (REF: FLM1-ASY-0001), khéng con dwoc
phén phéi hodc san xuat. Dé biét thong tin vé hwéng dan van hanh hé théng nay véi FilmArray Pneumonia Panel
plus, vui Iong tham khéo ban sira d6i 02 cia Hwéng dan s dung nay.

CANH BAO VA PE PHONG

Bién phap phong ngtra chung

1. Chi dung dé thuc hién chan doan in vitro.

2. Cac chuyén gia y té dwoc dao tao can phan tich can than cac két qua tir FilmArray Pneumonia Panel plus két hop
v&i cac dau hiéu va triéu chirng cha bénh nhan, két qua tir cac xét nghiém chan doan khac va bét ky théng tin dich
té nao cé lién quan.

3. Tui hoéa chat ctia FilmArray Pneumonia Panel plus chi dwoc phép s dung cung véi cac hé thdng FilmArray 2.0 va
FilmArray Torch.

4. Ludn kiém tra ngay hét han trén tui hda chat. Khong s dung tui héa chat sau ngay hét han.

5. Tui hoa chat FilmArray dwoc lwu trik trong chan khéng trong cac hop dwoc boc riéng. Nhdm duy tri tinh toan ven
ctia mdi trwdng chan khong trong tli hda chat dé van hanh ding cach, hay ddm bao réng thiét bi/module FilmArray
s&n sang hoat ddng trwdc khi mé boc clia bt ky tui hda chat nao dé nap.

6. Theo luat phap dia phwong, tiéu bang va lién bang, cac nha cung cép dich vu y t& phai bdo cdo ngay cho co quan
y té cong cong (néu thich hop) vé bat ky ngudi ndo dang dwoc danh gia vé kha nang nhiém MERS-CoV, néu ho
dap &ng céc tiéu chi dbi voi bénh nhan thudc dién diéu tra (PUI) (https://www.cdc.gov/coronavirus/mers/case-
def.html#pui).
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Bién phap phong ngtra an toan

1.

N

S dung cac Thiét bj bao hd ca nhan (PPE) thich hop, bao gém (nhung khéng gi¢i han) gang tay va 4o khoac
phong xét nghiém sach, khéng dinh bui va dung mot 1an. Bdo vé da, mét va mang nhay. Thay gang tay thwéng
xuyén khi x ly thudc thtr hodc mau.

X ly tht c& cac mau va vat liéu thai theo quy dinh danh cho cac mau va vat liéu c6 kha nang lan truyén cac tac
nhan truyén nhiém. Tuan thi cac hwéng dan an toan nhw cac hwéng dan dwoc néu trong:

e CDC/NIH Biosafety in Microbiological and Biomedical Laboratories'?8
e Tailiéu M29 cta CLSI vé Protection of Laboratory Workers from Occupationally Acquired Infections'?
Thyc hién theo cac quy trinh an toan tai td chlrc ctia ban dé xtr ly cac mau sinh hoc.

Néu nghi ng® nhiém virus Influenza A méi dwa trén cac tiéu chi sang loc dich t& va lam sang dwoc khuyén nghi
b&i cac co quan y té cong déng ddng hién tai, can thu thap mau bénh pham cla cac virus cum ddc lwc méi béng
cach st dung cac bién phap phong ngtra kiém soat nhiém khuan thich hop va gvi dén co quan y té cua tiéu bang
hoac dia phwong dé tién hanh xét nghiém. Khéng nén ¢ gang nudi cdy virus trong nhirng trwéng hop nay triv khi
c6 sén co s& BSL 3+ v&i chirc nang nhan va lay mau bénh pham.

Vit bd cac vat tw dwoc sir dung trong xét nghiém nay, bao godm thudc thir, mau va lo buffer da s dung theo quy
dinh cla lién bang, tiéu bang va dia phwong.

Sample Buffer (Buffer mau) dwoc phan loai nhuw sau:
e Doc tinh cap tinh (Loai 4)
e Tén thwong mat nghiém trong (Loai 1)
e Kich &ng da (Loai 2).
Vui 1dng tham khdo Bang di liéu an toan (SDS) cla FilmArray Pneumonia Panel plus dé biét thém théng tin.

Sample Buffer (Buffer mau) sé tao ra cac hop chat va hoi nguy hiém khi tron véi thude ty hodc cac chat khir triing khéc.

CANH BAO: Khéng dwoc thém thubc tdy vao Sample Buffer (Buffer mau) hoac chat thai mau.

8.

Thubdc tay, mot chat khir trung dwoc khuyén nghi, c6 tinh &n mon va c6 thé gay kich &ng hodc tén thwong nghiém
trong cho méat va da. Hoi hodc swong cé thé gay kich 'ng dwdrng ho hap. Thubc tay gay hai néu nubt hodc hit phai.

e Tiép xtc v&i méat: Gitr mat & trang thai mé va rira sach bang nwéc trong 15-20 phuat. Thao kinh ap trong
sau 5 phut dau va tiép tuc riva mat. Dén co s& chadm séc y té.

e Tiép xuc v&i da: Ngay lap tirc x& nhidéu nwéc vao ving da trong it nhat 15 phat. Néu kich (rng nang hon,
hay dén co s& cham séc y té.

e Nubt phai: Khéng non ra. Udng moét ly nwéc day. Néu kich rng néng hon, hay dén co s& cham séc y té.

e Vui long tham khao Bang di liéu an toan (SDS) thich hop dé biét thém thong tin.
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Bién phap phong ngtra trong phong xét nghiém

1. Ngan ngira 6 nhiém sinh vat

Do tinh chat man cam cda FilmArray Pneumonia Panel plus, diéu quan trong 1a phai ngaén nglra 6 nhiém mau va
khu vwe lam viéc béng cach tuan thd can than quy trinh thir nghiém dwoc néu trong tai liéu hwéng dan nay, bao
gdm cac hwéng dan sau day:

e Nhan vién phong xét nghiém cé thé mang hodc thai ra cdc mam bénh dwdng hd hdp théng thwérng ma khong
biéu hién triéu chirng va cé thé vo tinh gay 6 nhiém mau bénh phdm trong qua trinh xt ly. D& tranh didu nay,
hay xt ly mau bénh pham trong ti an toan sinh hoc. Néu khéng dung ti an toan sinh hoc thi can st dung hop
chta khi 6 nhiém (vi du: may tram AirClean PCR), tAm chan ban chét 16ng (vi du: Bel-Art Scienceware Splash
Shields), hoac tAm khién che mét khi chuan bi mau xét nghiém.

e Nhan vién phong xét nghiém c6 triéu chirng hdé hap (sb miii, ho) can deo khau trang phau thuat tiéu chuén
(ho&c vat dung twong dwong) va tranh cham vao mét na trong khi x& ly mau bénh pham.

e Khoéng x& ly mau bénh pham hoéc tdi hda chét trong ti an toan sinh hoc dwoc s& dung dé nudi cdy mam bénh
hodc xét nghiém mién dich huynh quang.

e Trwdc khi x& ly mau thlr, hdy vé sinh hoan toan ca khu vic lam viéc va FilmArray Pouch Loading Station
(Tram nap tdi héa chét FilmArray) bang cach st dung chét ty rira phu hop nhw thube tdy 10% méi pha hodc
chét khir trung twong tw. D& tranh tich tu can va hw hai tiém an dbi véi mau thir hodc can nhiéu tlr chat khi
trung, hay lau sach bé mat da khi tring béng nwéc.

e MA&u bénh phdm va tii héa chat phai dwoc x ly va/hodc xét nghiém cung mét luc. Ludn thay gang tay va vé
sinh khu vuc 1am viéc gitra méi 1an s dung tai héa chat va mau bénh pham.

e Si dung gang tay sach khi thao éng tiém Sample Buffer (Buffer mau) va Sample/Hydration Injection Vial
(Lo tiém mau/hydrat hoa) tir tai dong goi khéi lwong Ién va niém phong lai tai dong géi khéi lwong Ién khi khdng
sty dung.

e Tranh thu thap hay x& Iy m&u bénh phdm & nhirng khu v tiép xtc véi vat liéu vac-xin dbi véi cac mam bénh
duwoc bao gébm trong cac xét nghiém cla FilmArray Pneumonia Panel plus (chédng han nhw cim). Can dac biét
cén trong khi thuc hién cac qua trinh nay dé tranh bj 6 nhiém.

2. Ngéin nglra 6 nhiém san pham khuéch dai

M6t mbi quan ngai chung ddi véi cac xét nghiém dwa trén PCR 14 két qua dwong tinh gid gay ra do khu v lam
viéc bi 6 nhiém b&i san pham khuéch dai PCR. B&i tui héa chat FilmArray Pneumonia Panel plus la mét hé théng
khép kin, nguy co & nhiém t&» san phadm khuéch dai la thap véi diéu kién 1a cac thi héa chat van con & tinh trang
nguyén ven sau khi xét nghiém dwoc hoan thanh. Ngoai nhivng hwéng dan trén thi can tuan tha cac nguyén tac
sau dé ngan ngtra 6 nhiém t& sdn phdm khuéch dai:

e Vit bd cac tii hda chat da str dung vao ngén chira chat thai sinh hoc ngay sau khi hoan tét chu trinh.
e Tranh x@ ly tti héa chat qua mirc sau khi chay xét nghiém.
e Thay géng tay sau khi x(r ly mét tii héa chat da st dung.

e Tranh dé tui hda chét tiép xuc véi cac canh sic hodc bat c thir gi ¢ thé dam thang.
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CANH BAO: Néu quan sat thay chat 16ng & bén ngoai tai hda chat, chat 16ng va tui héa chat phai
dwoc dwa vao mot vat chira ngay lap tirc va thai bé vao mét ngan chira chat thai sinh hoc.
Thiét bi va khéng gian lam viéc phai dwoc khir nhiém nhw dwo'c mé ta trong Hwéng dan
van hanh FilmArray thich hop.

KHONG BUQ'C THUC HIEN THEM XET NGHIEM CHO BEN KHI KHU VU'C DA BUQ'C KHU NHIEM.

Nhirng diéu can than trong lién quan dén Bao cao y té cong dong tai Hoa Ky

Cac quy dinh clia dia phwong, tiéu bang va lién bang lién quan dén cac bénh phai bao cao dwoc lién tuc cap nhat va bao
gdm mot sb sinh vat can gidm sat va didu tra dich bénh.130.13" Ngoai ra, Trung tdm Kiém soat va Phong ngira Dich bénh
(CDC) khuyén nghj réng khi phat hién mam bénh tir cac bénh phai bao céo bdng xét nghiém chan doan doc lap bang
phwong phap nudi cay (CIDT), phong xét nghiém can hd tro' 1y cac mau bénh phdm phan 1ap hodc 1am sang dé gvi dén
phong thi nghiém y té cong dong thich hop nham hé tro cong tac phat hién dich bénh va diéu tra dich t& hoc. Cac phong
xét nghiém chiu trach nhiém tuan theo cac quy dinh cla tiéu bang va/hoac dia phwong ctia ho va can tham van cac phong
xét nghiém y té cong doéng dia phwong va/hoac tiéu bang clia ho dé dwoc huwéng dan vé cach thirc ndp mau bénh phdm
phan lap va/hoac |am sang.

Bién phap phong ngtra lién quan dén quy dinh REACH (EC 1907/2006)

Tuyén bd nay chi ap dung cho cac qudc gia trong Lién minh chau Au (EU) lién quan dén Quy dinh dang ky, danh gia, cho
phép va han ché héa chat (REACH) (EC 1907/2006):

Nén thiéu hly tat ca vat liéu lién quan dén xét nghiém, bao gébm vat liéu duwoc st dung dé vé sinh sw cb tran dé, bao bi bi
nhiém ban va/ho&c xét nghiém IVD chwa s dung va da hét han. Hay ddm bao rang ban tuan theo cac quy dinh lién quan
dén thai bd cla dia phuong.
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BAO QUAN, XU LY, ON PINH THUOC THU VA HAN SU’ DUNG
CUA BO THUOC THUW

1. Lwu trlr bd cong cu thr, bao gbm tdi hoa chat thubc thir va buffer & nhiét dd phong (15-25 °C). KHONG PUQ'C
LAM LANH.

2. Tranh lwu trir bat ky vat liéu ndo gan dwdng théng hoi swdi Am hay lam mat hodc dwdi anh sang mat troi trwc tiép.

3. Tt ca cac thanh phan ctia bo cong cu can dwoc lwu trik va st dung cling nhau. Khéng st dung cac thanh phan ti
bd cdng cu nay cung véi bd cong cu khac. Thai bd bat ky thanh phan thira nao tir bd sau khi da st dung hét tat ca
céc tui hoa chét.

4. Khong lay tai hda chat khéi bao bi cho dén khi da s&n sang xét nghiém mau. Khi da mé bao bi cla tui héa chét, tui
héa chéat phai dwoc nap vao thiét bi cang sém cang tét (trong khoang 30 phat).

5. Khi da nap tai héa chét, chu trinh xét nghiém can dwoc bat dau cang sém cang tét (trong khodng 60 phut). Khdng
dé thi hoa chét da nap tiép xuc véi nhiét do trén 40°C (104°F) trwde khi xét nghiém.

6. Han s dung cla FilmArray Pneumonia Panel plus & 12 thang ké tir ngay san xuét.

YEU CAU VE MAU

Bang dwéi day mé ta cac yéu cau thu thap, chuén bj va xt& ly mau bénh phdm dé gitp ddm bao két qua xét nghiém chinh
xac. Viéc phat hién axit nucleic cta virus va vi khuan (bao gdm ca gen AMR) phu thudc vao viéc thu thap, xt ly, van chuyén,
lwu trir va chuan bi mau bénh phdm thich hop. Viéc khdng tuan thd cac quy trinh thich hop trong bat ky bwéc nao trong
cac bwéc nay co thé dan dén két qua khong chinh xac (két qué khodng dwong tinh gia, am tinh gid hoac khéng chinh xac).

MAu bénh pham phé quan phé nang (BAL)
e Bao gébm BAL va mini-BAL duoc thu thap theo k¥ thuat tiéu chuan
Loai mau bénh pham M3u bénh pham dom

e Bao gém ca dom dwoc khac va nhd cling nhw dich néi khi quan (ETA) dwoc thu thap theo
ky thuat tiéu chuén

Khoang 0,2 mL (200 uL) m&u bénh phdm sé& duwoc thu thap bing Sample Swab (Que khudy mau)
d& chuyén vao xét nghiém.

Thé tich mau t6i thiéu

MAu bénh pham cin duwoc xét nghiém bang FilmArray Pneumonia Panel plus cang sém cang tét.
Van chuyén va lwu triv Néu can lwu tri», mau bénh pham cé thé dwoc:

e duy tri Iam lanh trong téi da 1 ngay (2-8°C)

$ LUU Y: Mau bénh pham BAL hodc dom khéng nén chay ly tam, xtr ly sdn hay xtr ly bang bat ky chat lam tan
hoac khdr trang nao (vi du MycoPrep, Sputasol, Snap n’ Digest, DTT, natri hydroxit, axit oxalic, trypsin, v.v.) hoac
dét vao phwong tién van chuyén trréc khi xét nghiém.

s Lwu y: Theo cdc khuyén nghj vé thuc hanh tét trong phong xét nghiém, cdc té chirc can tuan thua cdc quy tic
dworc thiét Iap riéng cua ho dé nghiém thu/loai bé mau bénh pham dom (vi du ste dung nhuém Gram/diém Q) va do
d6 can ép dung céc hwéng dan phu hop tai dia phwong dé nghiém thu/loai b6 mau can xét nghiém.
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s LUU Y: Thuéc tay c6 thé phd hay sinh vat/axit nucleic trong mau bénh pham, do dé cé kha ndng géy ra két qua
am tinh gia. Nén trdnh sw tiép xtc gitra thuéc tdy va mau bénh pham trong qua trinh thu thap, khi tring va quy
trinh xét nghiém.

QUY TRINH

S dung géng tay sach va cac Thiét bj bado hd ca nhan (PPE) khac khi x& ly tii héa chét va mau. Méi 1an chi chuan bi mot
tui hda chéat FilmArray Pneumonia Panel plus va thay gang tay gitra cac 1an sir dung mau va tai hda chat. Sau khi mau
duoc thém vao tai héa chat, cAn nhanh chéng chuyén dén dung cu dé bat dau chu trinh. Sau khi hoan tat chu trinh, can
thai bd tii hda chat vao ngan chira chét thai sinh hoc.

C6 nguy co két qua dwong tinh gid do mau thtr hodc khu virc xét nghiém bi 6 nhiém bi cac sinh vat, axit nucleic ctia ching
ho&c san pham khuéch dai. Can chl y dac biét dén Bién phap phong ngira cho phong xét nghiém dwoc lwu y trong phan
Canh bao va dé phong.

Tham khao Video dao tao van hanh FilmArray hodc Huwéng dan van hanh FilmArray thich hop dé biét thém chi tiét.

Bwdc 1: Chuan bi tai héa chat

1. Vé sinh hoan toan khu vic lam viéc va FilmArray Pouch Loading Station (Tram nap tli héa chét FilmArray) bang
chét tdy 10% méi dwoc pha ché (hoac chat khir tring phu hop) sau dé rira sach bang nuéc.

2. LAy tGi hoa chat ra khai goi niém phong chan khéng bang cach xé hodc cat bao bi cé khia bén ngoai va mé hop
bao vé.

3 LUU Y: Tai héa chat van cé6 thé dwoc str dung ngay ca khi niém phong chan khéng cua tai héa chat khong con
nguyén ven. C6 gang hydrat héa ti héa chat theo cac bwéc trong phan Hydrat héa tai héa chat. Néu hydrat héa
thanh céng, hay tiép tuc chay chu trinh. Néu hydrat héa that bai, hay thai bé tui hoa chat va str dung tui hoa chéat
mé&i dé xét nghiém mau.

3. Kiém tra ngay hét han trén tdi hoa chat. Khong st dung tui hda chét da hét han.

4. Lé&p tai hoéa chéat vao FilmArray Pouch Loading Station (Tram nap tui héa chét FilmArray),
can chinh nhan mau dé va mau xanh trén tui héa chat theo mii tén mau dé va mau xanh
trén FilmArray Pouch Loading Station (Tram nap tui héa chat FilmArray).

5. Dat moét Sample Injection Vial (Lo tiém mau) cé ndp mau dd vao giéng mau dé cta FilmArray
Pouch Loading Station (Tram nap tui hoa chéat FilmArray).

6. Dat mot Hydration Injection Vial (Lo tiém hydrat hoa) c6 ndp mau xanh vao giéng mau xanh
cta FilmArray Pouch Loading Station (Tram nap tui hda chéat FilmArray).

Bwéc 2: Hydrat héa cho tui héa chéat

1. Théo Hydration Injection Vial (Lo tiém hydrat héa) khéi ndp mau xanh.

2. R0t Hydration Injection Vial (Lo tiém hydrat héa) ra, dé lai ndp mau xanh trong FilmArray Pouch
Loading Station (Tram nap tui hda chét FilmArray).

3. L&p mii ca-nuyn ctia Hydration Injection Vial (Lo tiém hydrat ha) vao cong hydrat héa tui hoa
chat ndm ngay bén dwéi mii tén mau xanh cla FilmArray Pouch Loading Station (Tram nap
ti hoa chét FilmArray).
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A »

4. Pay manh xubng nhanh va dit khoat d& dam thang I&p niém phong cho dén khi nghe thdy mét tiéng “bdp” nhé va
cam thdy mét luc can nhd. Doi khi lwgng thé tich chinh xac ctia Hydration Solution (Dung dich hydrat héa) dwoc
hut vao tui héa chat bang lwc chan khong.

« Néu dung dich hydrat héa khéng tw dong dwoc hut vao tdi hda chat, hay 13p lai Buéc 2 dé kiém tra xem
I&p niém phong ctia cong hydrat hoa tui héa chat c¢é bi hédng khéng Néu dung dich hydrat hoa van khéng
hat dwoc vao tui hda chét, hay thai bd tui hda chat hién tai réi lay tii hda chat méi va 13p lai tv Buée 1:
Chudn bij tui héa chét.
5. Kiém tra xem tGi hoa chat da dwoc hydrat hda chua.

« Lat nhan ma vach xubng va kiém tra xem chét 16ng da di vao giéng thudc thir chwa (ndm & mét day phan
nhwa ctrng cla tui héa chét). Cé thé quan sat thdy bong béng khi nhé.

« Néu khong hydrat hoa duoc tui hoa chat (thube thir khd xuét hién dwdi dang vién mau trang), hay 13p lai
Budc 2 dé kiém tra xem I&p niém phong ctia cong hydrat hoa tii hda chat ¢é bi héng khéng Néu dung dich
hydrat héa van khéng hut dwoc vao tai hda chat, hay thai bé tii hoa chat hién tai rdi lay tii héa chat méi
va lap lai tr Budc 1: Chuén bj tdi héa chét.

Bwéc 3: Chuan bi hén hop mau

1. Thém Sample Buffer (buffer mau) vao Sample Injection Vial (Lo tiém mau).

«  Gi 6ng tiém Sample Buffer (buffer mau) sao cho mii dng huéng Ién trén. e

s LUU Y: Tranh cham vao miii 6ng trong khi xt ly vi diéu nay cé6 thé gay 6 nhiém
cho mau.

« B6p chat vao miéng nhwa nham & mét bén éng cho dén khi I&p niém phong bat ra.

« Lat ngwoc éng tiém lén trén Sample Injection Vial (Lo tiém méau) c6 ndp mau dé va
phan phdi Sample Buffer (buffer mau) bang cach bop manh va tir tlr, sau dé tién
hanh bép 1an hai.

3 LUU Y: Tranh khong bép 6ng tiém thém 1an nao niva. Béi lam vay sé tao ra bot, la diéu ching ta can tranh.

CANH BAO: Sample Buffer (buffer mau) cé6 thé gay hai néu nuét phai va cé thé gay ton thwong
nghiém trong cho mat va kich (rng da.

2. S dung Sample Swab (Que khudy mau) dugc cung cap trong bd cong
cu xét nghiém, tién hanh khudy kj mau bénh pham BAL ho&c d&¥m trong
khoang 10 giay.

3. Dat dau khuéy ctia Sample Swab (Que khudy mau) vao Sample Injection
Vial (Lo tiém mau) rdi bé gay tay cdm cla que khuy.

4. Péng chat ndp Sample Injection Vial (Lo tiém mau) va thai bd tay cdm que khudy vao ngén
chtra chét thai thich hop.

5. Thao Sample Injection Vial (Lo tiém mau) khéi FilmArray Pouch Loading Station
(Tram nap tui héa chat FilmArray) va lat ngwoc lo it nhat 3 14n dé tron.

6. Dwa Sample Injection Vial (Lo tiém mau) tr& lai vao giéng mau dé cua FilmArray Pouch
Loading Station (Tram nap tui héa chét FilmArray).
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Buwéc 4: Nap hon hop mau

1. Xoay tir t d& van Sample Injection Vial (Lo tiém mau) khéi ndp mau dé va dé ndp mau dé
trén lo tiém trong vong 5 giay.

3 LUU Y: Cher 5 gidy dé giam nguy co mau bj nhé giot va 6 nhiém.

2. Nhac Sample Injection Vial (Lo tiém mau) ra, dé lai ndp mau dd trong giéng cta FilmArray
Pouch Loading Station (Tram nap tdi héa chéat FilmArray) réi 1ap mii ca-nuyn ctia Sample
Injection Vial (Lo tiém m&u) vao cdng mau tdi hda chat nam ngay bén dwéi mii tén mau dé cla FilmArray Pouch
Loading Station (Tram nap tui héa chét FilmArray).

3. DAy manh xubng nhanh va dut khoat d& dam thang I&p niém phong (cho dén khi nghe thay mét tiéng “bbp” nhd)
va mau duoc kéo vao tui hoéa chét bang lwc chan khong.

4. Kiém tra xem mau da dwoc nap chuwa.
e Latnhan ma vach xuéng va kiém tra xem chat 16ng da di vao giéng thudc thtr bén canh céng nap mau chua.

o Né&u tui hoa chat khong kéo dwoc mau tir Sample Injection Vial (Lo tiém mau), cin thai bé tui hda chat. Lay
mot tai hoa chat méi va I8p lai tr Budc 1: Chudn bj tdi héa chét.

5. Thai bé Sample Injection Vial (Lo tiém mau) va Hydration Injection Vial (Lo tiém hydrat hda) trong ngén chira chét
thai sinh hoc s&c nhon thich hop.

6. Ghilai Sample ID (ID mau) vao khu virc quy dinh trén nhan tui hda chat (hodc gén Sample ID (ID mau) c6 ma vach)
ri thao tui hda chét ra khéi FilmArray Pouch Loading Station (Tram nap tui hda chat FilmArray).

Bwéc 5: Van hanh tai héa chat

Phan mém FilmArray® bao gébm cac hwéng dan tirng bwéc trén man hinh dé giip hwéng dan ngwdi van hanh thuc hién
chu trinh. Hwéng dan so lwge van hanh cac hé théng FilmArray 2.0 va FilmArray Torch dwgc trinh bay dwéi ddy. Tham
khao Hwéng dan van hanh FilmArray thich hop dé dwoc huéng dan chi tiét hon.

FilmArray 2.0
1. Dam bao da bat ngudn hé théng FilmArray 2.0 (thiét bi va may tinh) va khéi chay phan mém.

2. Thuc hién theo cac hwéng dan va quy trinh trén man hinh dwoc mé ta trong Hwédng dan van hanh dé dat tai hoa
chét vao thiét bj, nhap théng tin tdi hda chat, mau va ngwdi van hanh.

3. Théng tin nhan dang tai héa chat (Lot Number (Sé 16) va Serial Number (Sé sé-ri)) va Pouch Type (Loai tui hoa
chét) sé dwoc nhap tw dong sau khi quét ma vach. Néu khong thé quét ma vach, Lot Number (Sé 18), Serial Number
(S6 sé-ri) va Pouch Type (Loai tii hoa chét) c6 thé duwgc nhap thi cong tir thong tin dwec cung cap trén nhan tai
héa chét vao cac trwéng thich hop. Dé giam 16i nhap di liéu, chang t6i khuyén nghi nén nhap théng tin tii héa chét
bang cach quét ma vach.

3 LUU Y: Khi chon thi c6ng Pouch Type (Loai tui héa chat), dam bao rang Pouch Type (Loai tui héa chat) khép
v&i nhan trén tai héa chat FilmArray Pneumonia Panel plus.

4. Nhap Sample ID (ID méau). Sample ID (ID mau) cé thé dwoc nhap thi cong hodc quét bang cach sir dung may quét
ma vach khi st dung Sample ID (ID mau) cé6 ma vach.

e Chon va xac nhan quy trinh thich hgp ttr hép thoai Select Protocol (Chon Quy trinh). FilmArray Pneumonia
Panel plus st dung hai quy trinh khac nhau nén can dwoc chon theo loai mau (BAL hodc d&m) dang dwoc
xét nghiém.
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5. Nhap tén ngwdi dung va mat khau trong cac trwéng Name (Tén) va Password (Mat khau).

8 LUU Y: Phéng chi¥ cua tén nguwoi diing ¢6 mau dé cho dén khi tén nguwoi ding dwoc phdn mém nhan dang.

6. Xem lai Run Information (thdng tin chu trinh) da nhap trén man hinh. Néu chinh xac, hay chon Start Run (Bat dau
chu trinh).

Khi khé&i chay chu trinh, man hinh sé& hién thi danh sach cac buéc dang dwoc thuc hién bai thiét bi va sb phat con
lai trong chu trinh.

3 LUU Y: C6 thé nghe thay tiéng on c6 4m vurc cao tir thiét bj dap hat trong phut dau van hanh.

7. Khi chu trinh hoan tat, hay lam theo cac hwdng dan trén man hinh dé thao tui héa chét, sau dé thai bd ngay vao
ng&n chira chat thai sinh hoc.

8. Tép chu trinh dwoc lwu tw dong trong co s dir liéu FilmArray va bao céo xét nghiém cé thé duwgc xem, in va/hodc
lwu dwéi dang tép PDF.

FilmArray Torch
1. Dam bao ring da bat ngudn hé théng FilmArray Torch system.

2. Chon mét Module (thiét bi) cé s&n trén man hinh cdm &ng hodc quét ma vach trén tii hda chat FilmArray b&dng may
quét ma vach.

3. Théng tin nhan dang tai héa chéat (Lot Number (Sé 16) va Serial Number (Sé sé-ri)) va Pouch Type (Loai tui hda
chét) sé dwoc nhap tw dong sau khi quét ma vach. Néu khong thé quét ma vach, Lot Number (Sé 18), Serial Number
(S6 sé-ri) va Pouch Type (Loai tii hoa chét) c6 thé duwgc nhap thi cong tir thong tin dwec cung cap trén nhan tai
héa chét vao cac trwéng thich hop. Dé gidm 16i nhap di liéu, chung téi khuyén nghi nén nhap théng tin tii héa chét
bang cach quét ma vach.

8 LUU Y: Khi chon thi c6ng Pouch Type (Loai tui héa chat), dam bao rang Pouch Type (Loai tui héa chat) khép
v&i nhan trén tai héa chéat FilmArray Pneumonia Panel plus.

4. Nhap Sample ID (ID mau). Sample ID (ID méau) cé thé dwoc nhap tht céng hodc quét bang cach str dung may quét
ma vach khi s dung Sample ID (ID mau) cé6 ma vach.

5. Lé&p tui hda chat vao Module (thiét bi) hién co.

e Dam bao réng nhan gap tai hda chat ndm bang phang trén dinh tai va khéng bi gap lai. Khi da 1&p tui hoa
chét, Module (thiét bi) s& gap lay tui hda chat va kéo vao trong khoang.

6. Chon va xac nhan quy trinh thich hgp ti hép thoai Select Protocol (Chon Quy trinh). FilmArray Pneumonia Panel
plus st dung hai quy trinh khac nhau nén can dwoc chon theo loai mau (BAL hodc dom) dang dwoc xét nghiém.

7. Nhap tén nguwdi ding va mat khiu ctia ngwdi van hanh, sau dé chon Next (Tiép theo).

3 LUU Y: Phéng chi¥ cta tén ngwoi diung c6 mau dé cho dén khi tén nguwoi ding dwoc phdn mém nhan dang.

8. Xem lai Run Information (théng tin chu trinh) da nhap trén man hinh. Néu chinh xac, hay chon Start Run (B4t dau
chu trinh).

Khi kh&i chay chu trinh, man hinh sé hién thi danh sach cac buéc dang dwoc thwe hién b&i Module (thiét bi) va sb
phut con lai trong chu trinh.

3 LUU Y: C6 thé nghe théy tiéng 6n c6 am vwre cao tur thiét bi dap hat trong phut dau van hanh.
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9. Khi két thuc chu trinh, hay thao tai hoa chat dwgc ddy ra mot phan, sau do thai bé ngay vao ngan chira chét thai
sinh hoc.

10. Tép chu trinh dwoc lwu ty déng trong co s& di¥ liéu FilmArray va bao cao xét nghiém co6 thé dwoc xem, in va/hodc
lwu dwéi dang tép PDF.

KIEM SOAT CHAT LUONG

Kiém soat qua trinh

C6 chirng kiém soat qua trinh cho méi tui hda chéat:
1. RNA Process Control (Chirng kiém soat qua trinh RNA)

RNA Process Control (Chirng kiém soat qua trinh RNA) nhdm dén ban phién ma RNA t¢ ndm men
Schizosacaromyces pombe. NAm men c6 trong tdi héa chat & dang déng khé va dwoc tai hydrat hoa khi nap mau.
Vat liéu kiém soat dwoc dan truyén trong tat ca cac giai doan cla qua trinh xét nghiém, bao gém ly giai, tinh loc
axit nucleic, sao chép ngwoc, PCR1, pha loang, PCR2 va tan chdy DNA. Két quéa RNA Process Control (Chirng
Kiém soat qua trinh RNA) dwong tinh chi ra réng tat ca cac budc da dwoc thye hién thanh cdng trong tui hoa chéat
FilmArray Pneumonia Panel plus.

2. Quantified Standard Material (QSM) Control (Chirng kiém soat Vat liéu tiéu chuan dwoc dinh lwegng (QSM))

Xét nghiém QSM phat hién axit nucleic tdng hop tiéu chuan dwoc dinh lwong, tuan theo tat cd cac giai doan cua
qua trinh thtr nghiém sau khi ly gidi mau (dap hat). Két qua kiém soat QSM dwong tinh cho thy c6 thé s dung
mirc dd QSM dy kién (khodng 1076 ban sao/mL) khi quyét dinh loai xét nghiém va xem xét két qua khoang cho
cac mau phan tich vi khuan.

Ca hai xét nghiém kiém soat (chirng) phai dwong tinh dé chu trinh xét nghiém dwoc coi la dat yéu ciu. Néu cac xét nghiém
kiém soat soat (chirng) déu that bai, mau phai dwoc xét nghiém lai véi tii héa chat maoi.

Giam sat hiéu suat hé thong xét nghiém

Phan mém FilmArray sé tw dong khdng chay chu trinh néu nhiét do tan chay (Tm) cta xét nghiém RNA Process Control
(Chirng kiém soat qua trinh RNA) hay xét nghiém QSM nam ngoai pham vi chdp nhan dwoc (80,3-84,3°C dbi voi xét
nghiém RNA Process Control (Chirng kiém soat qua trinh RNA) va 82,7-86,7°C dbi v&i xét nghiém QSM). Néu duoc quy
dinh bdi cac yéu cau kiém soat chat lwong cla dia phwong, tiéu bang hay mét té chire kiém dinh, nguoi dung co thé giam
sat hé thdng béng cach lap biéu d6 xu huwéng gia tri Tm cho cac xét nghiém kiém soat va lwu gilr cac ban ghi theo thuc tién
kiém soat chat lwong dbi vai phong xét nghiém tiéu chuén.'32133 Tham khao Huéng dan van hanh FilmArray thich hop dé
dwoc hwdng dan vé cach 14y gia tri Tm xét nghiém ching.

Bién phap kiém soat bén ngoai

Can sr dung cac Chirng bén ngoai theo cac quy trinh danh cho phong xét nghiém va céac yéu cau phu hop cla td chirc
kiém dinh néu ap dung. Nwéc hodc nwéc mudi cap do phan ti cé thé dwoc st dung nhu mét bién phap kiém soat am tinh
bén ngoai. Cac mau dwong tinh dién hinh trwéc day hodc méu am tinh chiva nhiéu sinh vat cé d&c tinh tét ¢ thé dwoc st
dung lam cac xét nghiém kiém soat dwong tinh bén ngoai.

Ngoai ra, Maine Molecular Quality Controls, Inc. cung cip bang diéu khién chat lwong xét nghiém dwong tinh va am tinh
gan ngoai. Thiét bi nay dworc thiét ké dé theo d&i hiéu ndng cla cac quy trinh xét nghiém axit nucleic in vitro nhdm phat
hién cac xét nghiém clia FilmArray Pneumonia Panel plus trén cac Hé théng FilmArray® 2.0 hodc FilmArray® Torch. Chirng
cta FilmArray Pneumonia Panel/Pneumonia Panel plus bao gdm axit nucleic tdng hop dwoc thiét ké dac biét va chi duwoc
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st dung v&i FilmArray Pneumonia Panel va FilmArray Pneumonia Panel plus. Vat liéu nay bao gébm axit nucleic téng hop
danh riéng cho tat c& cac chat phan tich dwgc nhdm muc tiéu bdi cac xét nghiém trén FilmArray Pneumonia Panel va
FilmArray Pneumonia Panel plus, bao gébm axit nucleic tdng hop MERS-CoV c6 chiéu dai dwdi 500 cap bazo. Vat liéu dwoc
cung cép dwdi dang chét 16ng trong mot ma tran 6n dinh. Dé s dung san pham, ngwdi van hanh mé éng va sir dung Sample
Swab (Que khudy mau) dé phan phdi cing mét khéi lwgng vat liéu nhw trong xét nghiém thue té, va néu khong thi tién hanh
chay xét nghiém theo giao thirc. Chirng nay dwoc van chuyén va lwu trir & nhiét do -20°C. San phdm nay khéng nham thay
thé cac chirng ndi bd clia nha san xuat dwoc cung cip cung véi hé théng xét nghiém.

Vat liéu chirng bén ngoai MMQCI hién cé s8n dé mua truc tiép tir:
Maine Molecular Quality Controls, Inc.
23 Mills Brook Road
Saco, Maine 04072
bién thoai: (207) 885-1072
http://www.mmqci.com

Chirng M340 dung cho FilmArray® Pneumonia/Pneumonia plus

Mb&i phong thi nghiém chiu trach nhiém hoan toan vé viéc xac dinh tan suét xét nghiém chirng bén ngoai véi FilmArray
Pneumonia Panel plus trong khuén khd chwong trinh Kiém soat chat lwong clia phong xét nghiém.

Trang 20
BioFire® FilmArray® Pneumonia Panel plus RFIT-PRT-1018-04 Thang 9 nam 2021



BIO%FIRE”

B

Y

BIOMERIEUX

Chi danh cho khach hang khéng & tai Hoa Ky

REF

RFIT-ASY-0142
RFIT-ASY-0143

DIEN GIAI KET QUA

Dién giai xét nghiém

Khi PCR2 hoan tat, thiét bi FilmArray thwc hién phan tich tan chay DNA trén cac san pham PCR va do tin hiéu huynh quang
duoc tao ra trong méi giéng (dé biét thém théng tin, xem Huwéng dan van hanh FilmArray thich hop). Sau d6, phan mém
FilmArray sé& thuc hién mot s phan tich va &n dinh két qua xét nghiém cudi cling. Cac buwéc trong qua trinh phan tich dwoc
mo ta duei day.

Phan tich dwong cong tan chay. Phan mém FilmArray danh gia duwéng cong tan chdy DNA cho tirng giéng clia mang
PCR2 dé xac dinh xem san phdm PCR c6 trong giéng d6 hay khong. Néu bién dang tan chay cho thdy sy hién dién cla
san phdm PCR thi phan mém phan tich sé tinh toan nhiét do tan chdy (Tm) ctia dwdng cong va so sanh v&i pham vi Tm
dw kién cho xét nghiém. Néu phan mém xac dinh rang Tm clGa dwéng cong nam trong pham vi Tm cu thé cla xét nghiém
thi dwdrng cong tan chay dworc coi la dwong tinh. Néu phan mém xac dinh rang Tm ctia dwdng cong khéng nam trong pham
vi Tm thich hop thi dwdng cong tan chady sé dwoc coi la am tinh.

Phan tich tai 1ap. Khi da xac dinh cac dwong cong tan chdy dwong tinh, phan mém sé danh gia hai tai l&p cta mbi xét
nghiém dé xac dinh két qua xét nghiém. Dé xét nghiém dwoc coi 1a dwong tinh, hai dwéng cong tan chay lién quan phai
dwoc coi la dwong tinh, ddng thdi ca hai Tms phai gibng nhau. Cac xét nghiém khéng dap rng cac tiéu chi nay dwoc coi
la &m tinh.

Phan tich két qua xét nghiém vi khuan. Cac xét nghiém nhdm phat hién vi khuin dwoc bao cao ban dinh lwong trong
FilmArray Pneumonia Panel plus duoc thiét ké dé khuéch dai cac gen cé trong cac ban sao duy nhéat bén trong nhiém séc
thé cla vi khuan dich va dwoc str dung dé wéc tinh sé lwgng ban sao gen clia axit nucleic trén mdi mililit (ban sao/mL) ctia
mau bénh phdm. Phan mém FilmArray tinh toan mét gia tri gan dung cho tirng gen muc tiéu dwa trén di liéu khuéch dai
PCR thoi gian thyc lién quan dén QSM (tham chiéu ndi bd t&i sb lwong da biét). Cac xét nghiém khéng cé gia tri khuéch
dai c6 thé do lwdng duwoc hay co gia tri dwdi 1073,5 ban sao/mL dwoc coi la am tinh. Cac xét nghiém c6 gia tri bang hodc
I&n hon 1073,5 ban sao/mL dwgc coi la dwong tinh.

Dién giai déi vé&i sinh vat va gen khang khang sinh

Mbi két qua xét nghiém dwong tinh va am tinh dwoc Phan mém FilmArray phan tich nham dwa ra két qua nhan dang cac
vi khuan cu thé, vi khuan khong dién hinh, virus va gen khang khang sinh (AMR) nhw trong Bang 1. Déi v&i hau hét cac
mau phan tich dwoc FilmArray Pneumonia Panel plus phat hién, noi dung dién giai dwoc can clr vao két qua clia mot xét
nghiém duy nhat. Tuy nhién, cac két qua xét nghiém dbi v&iStaphylococcus aureus, Adenovirus, MERS-CoV va cac gen
AMR yéu cau phai dién gidi nhiéu két qua xét nghiém nhw ndi dung thao luan trong cac phan lién quan dwéi day.

Bang 1. Cac mau phan tich dwoc phat hién béi FilmArray Pneumonia Panel plus
Vi khuan
Klebsiella oxytoca
Nhoém vi khuan Klebsiella pneumoniae
Moraxella catarrhalis
Loai Proteus
Pseudomonas aeruginosa
Vi khuan khéng dién hinh
Legionella pneumophila
Virus

Serratia marcescens
Staphylococcus aureus
Streptococcus agalactiae
Streptococcus pneumoniae
Streptococcus

Phirc hop loai Acinetobacter calcoaceticus-baumannii
Phtrc hop loai Enterobacter cloacae

Escherichia coli

Haemophilus influenzae

Klebsiella aerogenes

Chlamydia pneumoniae Mycoplasma pneumoniae

Middle East Respiratory Syndrome Coronavirus
(MERS-CoV)

Adenovirus Rhinovirus & ngwoi/Enterovirus

Coronavirus

Cum A

Virus a cum

CTX-M NDM mecA/C va MREJ
IMP OXA-48-like
KPC VIM

Metapneumovirus & nguoi Cum B Virus hop bao hod hap
Gen khang khang sinh
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Dién giai va két qua xét nghiém khoang ban dinh lwong déi véi vi khuan

FilmArray Pneumonia Panel plus cung cap két qué Detected (Da phat hién) hodc Not Detected (Khéng phat hién) cling nhuw
két qua khoang ban dinh lwong (1074 ban sao/mL, 10”5 ban sao/mL, 1076 ban sao/mL ho&c =107 ban sao/mL) thé hién
sb lwong cac bd gen vi khuan d&c hiéu trong mau bénh pham. Két qua khoang nham dwa ra két qua danh gia so bd vé
murc d6 phong phu twong dbi cia axit nucleic tir cac vi khuan khac nhau trong cac mau bénh phdm dwong hé hap dudi
dwa trén phwong phap phan ti.

Déi véi vi khuan, cac xét nghiém am tinh (khéng c6 gia tri khuéch dai c6 thé do Iwéng dwoc hodc gia tri & mire dwdi 1043,5 ban
sao/mL) dwoc bao céo 1a Not Detected (Khong phat hién). Cac dwong tinh dwoc bao céo 1a Detected (Da phat hién) va két qua
khodng dwoc &n dinh dwa trén gia tri xét nghiém. M&i khodng dwoc xac dinh bdi cac gidi han trén va dudi riéng biét trai dai trong
pham vi 1 log clia c&c gia tri (xem Bang 2) sao cho két qua khoang phan anh gia tri xét nghiém trong khodng +0,5 log gan nht.

Bang 2. Két qua khoang ctia FilmArray Pneumonia Panel plus déi v&i vi khuan

Két qua xét nghiém Két qua chia bao cao va két qua khoang
Negative (Am tinh) HOAC <1073,5 ban sao/mL Not Detected (Khéng phat hién)
Positive (Dwong tinh) VA 21073,5 - <10"4,5 ban sao/mL Detected (Da phat hién) 1074 ban sao/mL
Positive (Dwong tinh) VA 21074,5 - <10"5,5 ban sao/mL Detected (Da phat hién) 1075 ban sao/mL
Positive (Dwong tinh) VA 21075,5 - <10"6,5 ban sao/mL Detected (Da phat hién) 1076 ban sao/mL
Positive (Dwong tinh) VA >10"6,5 ban sao/mL Detected (Pa phat hién) 21077 ban sao/mL

Staphylococcus aureus

Tui héa chét FilmArray Pneumonia Panel plus chiva hai xét nghiém khac nhau (Saureus1 va Saureus2) dé phat hién
Staphylococcus aureus. Phan mém FilmArray phan tich doc lap tirng xét nghiém nay (nhw dwo'c mo ta & trén) va néu moét hodc
nhiéu xét nghiém két hop 1a dwong tinh thi két qua sé 1a Detected (Da phat hién) Staphylococcus aureus véi két qua xét nghiém
khoang thich hop. Néu ca hai xét nghiém déu am tinh thi két qua sé 1a Not Detected (Khong phat hién) Staphylococcus aureus.

3 LUU Y: Viéc phat hién axit nucleic ctua vi khudn cé thé la diu hiéu cda khuan lac hodc quan thé vi khuan ho
hép binh thwong chir khéng phai la téc nhan gay bénh viém phéi. Két qua xét nghiém khoang ban dinh Iwong (ban
sao/mL) do FilmArray Pneumonia Panel plus tao ra khéng twong dwong véi CFU/mL va khéng twong quan nhéat
quén v&i s6 mau phan tich vi khuan so véi CFU/mL. Béi véi cdc mau bénh pham c6 nhiéu vi khuan dwoc phét hién,
sw phong phu twong déi cda axit nucleic (ban sao/mL) c6 thé khéng twong quan véi sw phong phu twong déi cia
vi khuan dwoc xéc dinh bang phwong phap nudi cdy (CFU/mL). Nén tién hanh déi chiéu Iam sang dé xéc dinh tam
quan trong cua khoang ban dinh lwong (ban sao/mL) déi véi céng tdc quan ly Iam sang.

Dién giai déi v&i vi khuan va virus khéng dién hinh
Két qua dbi voi hau hét cac vi khuén va virus khéng dién hinh duwoc bao cédo |1a Detected (D4 phat hién) hodc Not Detected
(Khéng phat hién) dua trén tirng két qua xét nghiém twong tng. Néu xét nghiém dwong tinh thi két qua sé la Detected (D3

phat hién) va néu xét nghiém am tinh thi két qua sé& la Not Detected (Khdng phat hién). Tuy nhién, két qua phat hién
Adenovirus va MERS-CoV dugc bao céo dua trén két qua cia nhiéu xét nghiém, nhuw dwoc mé ta dudi day.

Adenovirus

Tui héa chét FilmArray Pneumonia Panel plus chiva ba xét nghiém khac nhau (Adenovirus2, Adenovirus3 va Adenovirus7)
dé phat hién tat ca cac loai va kiéu huyét thanh cla Adenovirus. Phdn mém FilmArray phan tich doc lap tirng xét nghiém
nay (nhw dwoc mod ta & trén) va két qua téng hop dwoc coi 1a két qua cubi cung dbi véi virus. Néu mot hodc bat ky xét
nghiém két hop nao 1a dwong tinh thi két qua sé la Adenovirus Detected (Da phat hién Adenovirus). Néu tat ca cac xét
nghiém déu am tinh, két qua sé Ia Adenovirus Not Detected (Khong phat hién Adenovirus).
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MERS-CoV

Tui héa chét FilmArray Pneumonia Panel plus chira hai xét nghiém khac nhau nham muc dich phat hién MERS-CoV. Mét
xét nghiém nham vao gen Protein mang (M) (xét nghiém MERS1) va xét nghiém con lai nhdm vao gen vé boc (E) (xét
nghiém MERS2). Phan mém FilmArray phan tich doc lap tirng xét nghiém nay va két qua tdng hop dworc coi la két qua xét
nghiém cudi cung ddi v&i virus nay. Ca hai xét nghiém phai dwong tinh dé két qua bao céo xét nghiém dworc coi 1a Detected
(Pa phat hién). Néu chi cé6 mét xét nghiém la dwong tinh, két qua la Equivocal (Khéng ré rang) va mau phai dwoc xét
nghiém lai. Néu ca hai xét nghiém déu am tinh, két qué bao céo xét nghiém sé la Not Detected (Khéng phat hién).

Dién giai déi v&i cac gen khang khang sinh (AMR)

Két qua dbdi véi cac gen AMR ciing dwoc bao cdo theo phwong thirc dinh tinh (Detected (D4 phat hién) / Not Detected
(Khéng phat hién)) dwa trén cac xét nghiém twong (rng, nhwng chi trong trwong hop phat hién dwoc mét vi khudn phu hop
(trc 14 mam bénh mang gen AMR tiém 4&n; Bang 3) (=1073,5 ban sao/mL) trong mau.

Két qua cho tirng gen khang khang sinh sé dwoc liét ké duwéi dang:

e Detected (D4 phat hién) — khi phat hién vi khudn phu hop VA (céc) xét nghiém gen khang khang sinh cho két qua
dwong tinh.

e Not Detected (Khong phat hién) — khi phat hién vi khudn phu hop VA (cac) xét nghiém gen khang khang sinh cho
két qua am tinh.

e N/A (Khdng ap dung) — khi khéng phat hién dwoc vi khudn phi hop ndo va diéu nay khéng phu thudc vao két qua
xét nghiém (cac) gen khang khang sinh.
Bang 3. Gen khang khang sinh (AMR) va sinh vat phu hop
Két qua gen AMR Vi khuin phu hop |
mecA/C va MREJ | Staphylococcus aureus

Phirc hop loai Acinetobacter calcoaceticus-baumannii
Phtrc hop loai Enterobacter cloacae

CTX-M Escherichia coli
IMP Klebsiella aerogenes
KPC Klebsiella oxytoca
NDM Klebsiella pneumoniae
VIM Pseudomonas aeruginosa

Loai Proteus

Serratia marcescens

Phirc hop loai Enterobacter cloacae
Escherichia coli

Klebsiella aerogenes

OXA-48-like Klebsiella oxytoca

Nhoém vi khuan Klebsiella pneumoniae
Loai Proteus

Serratia marcescens

Mbi két qua gen AMR di kém v&i mot xét nghiém twong (rng duy nhat ngoai trir két qua clia mecA/C va MREJ do sy phu
thudc vao ca xét nghiém mecA/C va xét nghiém MREJ (xem Bang 4). Viéc phat hién ca Staphylococcus aureus va cac dau
hiéu ctia mecA/C va MREJ chi ra s hién dién dién cla Staphylococcus aureus khang methicillin (MRSA).

Bang 4. Cac két qua xét nghiém c6 thé xay ra va dién giai d6i véi mecA/C va MREJ

Két qua ciia Pneumonia Panel plus Staphylococcus aureus Xét nghiém mecA/C ‘ Xét nghiém MREJ
iffg}’éo\fgcl\j‘éﬁ“’ eus g::gztgg }gg g::: 2:::; Detected (D4 phat hién) Postive (Duong tinh) | Postive (Duong tinh)
it:ggj’é"\fgchj‘éséur eus Bi:eg:::c(taei ':’l'(’ﬁ;:;e:)hét hign) Detected (D4 phat hién) Postive (Duong tinh) | Negative (Am tinh)
Staphylococolss aureus  Detected (94 ':’I'(‘ﬁ;:;egl‘ét hisn) Detected (D4 phat hién) Negative (Am tinh) | Postive (Duong tinh)
Stapaylococdus aureus  Nox '(Jlf;%‘;tg“;g‘dhfn"g phathién) | \ot Detected (Khong phat hién) | Bétky kétquanao | Bét ky két qua nao
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$ LUU Y: Tinh trang khéng khdng sinh c6 thé xay ra théng qua nhiéu co’ ché. Két qua Not Detected (Khéng phat
hién) dau hiéu di truyén ctua kha nang khdng khang sinh khéng biéu thi sww man cam vé&i céc loai thudc chéng khéng
sinh hodc cdc nhém thudc lién quan. Két qua Detected (Pa phat hién) dau hiéu di truyén cta kha nang khdng khéng
sinh khéng nhét thiét biéu thi sw lién quan dén (céc) vi sinh vat dwoc phat hién. Can nuéi cdy dé cé dworc cdc ching
phéan Iap nham tién hanh xét nghiém dé6 man cam véi thubéc khéng sinh va st dung két hop két qua xét nghiém tor
FilmArray Pneumonia Panel plus véi két qua nuéi cay dé xéc dinh d6 man cam hodc kha ndang khang thuéc.

Bao cao xét nghiém trén FilmArray Pneumonia Panel plus

Bé&o cdo dai hai trang cla FilmArray Pneumonia Panel plus dwoc hién thi khi hoan thanh mét chu trinh va gém ba phan —
Run Information (Théng tin chu trinh), Detection Summary (Tém tat phat hién) va Result Summary (Tém tat két qua). Bao
céo nay c6 thé duoc lwu dwdi dang tép PDF va/hodc in néu mudn.

PP FilmArray PPy FilmAray
hed Pneumonia Panel plus - IVD hudl Pneumonia Panel plus - IVD

ple Repo 12 Ju 2010 1200 A
T35 pu
01z eumpies
se
Compieed

R
U

Detected: / Infuenza A
Equivocal: s Middle ‘Syndrome Coronavirus (MERS-CoV)

Not Dee

cled  Chlamydia pneumoniae
Not Detected  Legionella peumophila
Not Detected

Viruses’
Not Defected _Adenoy
NotDefected  Coronavirus
Not Detected  Hur
Not Defected ~Human RhinovinusEnterovinus

 Detected Influenza A

Infi

« Equvocal M spiratory Syndrome Coronavirus (MERS-CoV)
NotDetected Parainfluenza Virus.
Not Defected _Respirato al Virus

Run Information (Théng tin chu trinh)

Phan Run Information (Théng tin chu trinh) dwoc hién thj & dau ca hai trang cla bao cdo xét nghiém. Phan nay cung cap
théng tin v& mau va chu trinh bao gém: Sample ID (ID mau), Protocol (Quy trinh) (loai m&u), théng tin tdi héa chéat (Pouch
Type (Loai tui héa chét), Lot Number (S 16) va Serial Number (Sé sé-ri), Run Status (Trang thai chu trinh) (Completed (P&
hoan thanh), Incomplete (Chwa hoan thanh), Aborted (P4 huy), Instrument Error (L&i thiét bi), Instrument Communication
Error (L6i giao tiép thiét bi) hodc Software Error (L8i phan mém)), danh tinh cla ngwdi van hanh da thuwe hién xét nghiém
va thiét bi dwoc sir dung dé thuc hién xét nghiém. Két qua kiém soat dwoc bao céo la Passed (Pat), Failed (Khong dat)
ho&c Invalid (Khéng hop 1&). Bang 5 cung cép théng tin bd sung cho tirng két qua trudng kiém soét hién co.

Bang 5. Dién giai déi v&i Trwong kiém soat trén Bao cao xét nghiém cua FilmArray Pneumonia Panel plus

a kiém soat

(két qua chirng) Dién giai Hanh déng

Chu trinh d4 hoan tat thanh cong
A Khéng ap dun
Passed (Pat) VA , o gepewns.
Ca hai xét nghiém kiém soat tui héa chat da Bao cao két qua dwgce cung cap trén bao cao xét nghiém

dwoc thye hién thanh cong.
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Két qua kiém soat

(két qua chirng) Dién giai Hanh dong

Chu trinh d4 hoan tat thanh cong

NHUNG Lap lai xét nghiém bang cach st dung mét tdi hoéa chat mai.
Failed (Khong dat) | it nhat mot trong sé cac xét nghiém kiém soat tai | Néu van con gép 16i, hay lién hé véi bd phan HG tro Ky thuat
héa chat (RNA Process Control (Kiém soat qua Khach hang dé& dwgc hwéng dan thém.

trinh RNA) va/hoac QSM) khong thanh cong.

Lwu y bat ky ma 16i nao dwoc hién thi trong chu trinh va
trwérng Run Status (Trang thai chu trinh) trong phan Run
Information (Théng tin chu trinh) clia bédo céo. Tham khao

s R K N P Hwéng dan van hanh FilmArray thich hop hoac lién hé véi Bo
1) (Thong thuong, diéu nay cho thay c616i phan | hhan W3 tro' Ky thuat Khach hang dé duoc hueng din thém.
mem hodc phan cng).

Cac xét nghiém kiém soat khéng hop 1é vi chu
Invalid (Khéng hop trinh khéng hoan thanh.

Khi 16i da dwoc gidi quyét, hay thue hién lai xét nghiém hodc
thwe hién lai xét nghiém béng mét thiét bi khac.

Detection Summary (Tém tat Phat hién)

Phan Detection Summary (Tém tat Phat hién) dwoc hién thij trén trang dau tién ctia bao céo va liét ké cac két qua Detected
(Pa phat hién) theo tirng danh muc (Bacteria (Vi khuén), Antimicrobial Resistance Genes (Gen khang khang sinh), Atypical
Bacteria (Vi khuan khong dién hinh) va Viruses (Vi rat)), bao gdm cac “Bin (copies/mL)” (Khoang (ban sao/mL)) ban dinh
lwong cua Vi khuan. Néu khong cé két qua nao Detected (Pa phat hién) trong mot danh muc cu thé, két qua hién thj sé 1a
Detected: None (D4 phat hién: Khong c6). Két qua Equivocal (Khéng ré rang) chi cé thé xay ra dbi véi MERS-CoV.Bang 6
dwa ra giai thich cho mdi dién gidi va bat ky hinh thirc theo déi nao can thiét dé cé dwoc két qua cubi cung.

Results Summary (Tom tat két qua)

Phan Results Summary (Tém tat két qua) dworc hién thij trén trang th hai clia bao cdo va cung cap danh sach day du cac
két qua xét nghiém cho tirng loai sinh vat va gen khang khang sinh bao gém céac két qua xét nghiém “Bin (copies/mL)”
(Khoang (ban sao/mL)) ban dinh lwgng ca Vi khuan. Két qua cé thé xay ra cho méi sinh vat la Detected (Da phat hién),
Not Detected (Khdng phat hién), Invalid (Khéng hop 1&) va N/A (Khéng ap dung). Két qua Equivocal (Khéng rd rang) chi cé
thé xay ra dbi véi MERS-CoV. Bang 6 dwa ra giai thich cho méi dién giai va bat ky yéu cau theo déi nao can thiét dé co
duoc két qua cubi cung.

Bang 6. Bao cao két qua va hanh dong can thiét

Chu trinh d& hoan tat thanh cong

VA
(Dg’gféﬁtﬁ?én) Céac xét nghidm kidm soat tdi hoa chét da duoc thuc hién thanh cng (Passed (Pat)) Béo cao két qua.
i VA

(Cac) xét nghiém cho sinh vat [a POSITIVE? (DUONG TINH?)

Chu trinh d& hoan tat thanh cong

Not Detected - VA ]
(Khéng phat Cac xét nghiém kiém soat tli héa chét da dwoc thuc hién thanh cong (Passed (Pat)) Bao céo két qua.
hién) VA

(Céc) xét nghiém cho sinh vat [a NEGATIVE® (AM TiNH®)

Equivocal Chu trinh d& hoan tat thanh cong Xét nahiam lai m&u bénh
(Khoéng rd rang) VA et nghiém lai mau ben

C Az PP Ay ax i N N pham ban dau bang cach

Cac xét nghiém kiém soat tui héa chat da dwoc thye hién thanh cong (Passed (Pat)) . A N

(Chi c6 thé xay VA str dung tui hda chat moi
ra d6i voi Sw két hop gitra cac két qua xét nghiém duong tinh va am tinh d6i voi MERS-CoV khéng cho phép | 2 ba‘; Cﬁg:qelta?“a xet

MERS-CoV) di dén ket luan cudi cung. ghiem fal.
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Hanh déng

Invalid

(Khdng hop 18)

Cac xét nghiém kiém soat tli héa chét da dwoc thuc hién khdng thanh cong (Failed (Khéng dat))
HOAC
Chu trinh khéng thanh céng
(Run Status (Trang thai chu trinh) dwoc hjén thi dwéi dang: Aborted (Da hay), Incomplete (Chwa
hoan thanh), Instrument Error (L6i thiét bi) hoac Software Error (L6i phan mém)

Xem Bang 5 dé duoc
hwéng dan.

sinh)

N/A (Khéng ap Chu trinh d& hoan tét thanh cong
dung) VA
(Chi ap dung Céac xét nghiém kiém soat ti héa chét da dwoc thuc hién thanh cong (Passed (Dat))
cho cac gen VA

khéng khang (Cac) xét nghiém cho (c&c) sinh vat lién quan dén gen khang khang sinh [a NEGATIVE (AM TiNH)

nén két qua xét nghiém gen khang khang sinh khong ap dung cho két qua xét nghiém.

Bao cao két qua.

apdi véi vi khudn, gia tri tinh toan clia sinh vat phai Ién hon hodc béng 1043,5 ban sao/mL dé xét nghiém dwoc coi la POSITIVE (DUONG TINH).

b Déi vai vi khudn, két qua xét nghiém NEGATIVE (AM TiNH) c6 thé biéu thi khéng cé gia tri khuéch dai hodc gia tri khuéch dai cé gia tri tinh toan cda sinh vat & mic dudi
1073,5 ban sao/mL

Change Summary (Tém tat thay déi)

C6 thé chinh stra Sample ID (ID mau) sau khi chu trinh hoan tat. Néu thong tin nay da dwoc thay ddi, mot phan bd sung
dwoc goi la Change Summary (Tém tat thay déi) sé dwoc thém vao méi trang clia bao céo th&r nghiém. Phan Change
Summary (Tém tét Thay ddi) nay liét ké trwdng da duwoc thay ddi, muc nhap ban dau, muc nhap da stra dbi, nguoi van
hanh thwc hién thay déi va ngay thay ddi dwoc thwe hién. Sample ID (ID mau) la trwdng duy nhat clia bao cao cé thé dwoc

thay doi.
Change Summary
Field Changed To Changed From Operator Date
lSamp\e 1D Positive_example XYZ Positive _example Jane Doe (JD) 16 Sept 2017
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HAN CHE

1. Chidung theo toa.

2. FilmArray Pneumonia Panel plus chwa dwoc chirng nhan dé xét nghiém cac mau bénh phadm khac véi mau bénh
pham dom va BAL chwa qua x@ ly.

3. Viéc tiép xtc hodc xt ly cadc mau bénh phdm béng cac chat khir nhiém (thubc tdy, MycoPrep (NaOH va NALC),
NaOH 2% va axit Oxalic 5%) c6 thé gay ra cac két qua am tinh gia (xem phan Can nhiéu).

4. Hiéu qua cla FilmArray Pneumonia Panel plus chwa dwoc kiém chirng cho cac mau bénh phadm dwoc thu thap tiy
cac ca nhan khong cé dau hiéu va/hoac triéu chirng nhiém khuan dwdng hd hap dusi.

5. Hiéu qua cta FilmArray Pneumonia Panel plus chwa dwoc kiém chirng trong cong tac theo dai diéu tri nhiém khuén.

6. Anh hwéng cta phwong phap diéu tri bang khang sinh dbi véi hiéu qua xét nghiém, bao gébm két quéa khoang ban
dinh lvgng, chwa dwoc danh gia cu thé.

7. Két qua tir xét nghiém nay phai dwoc dbi chiéu véi lich siv 1am sang, dir liéu dich t& hoc (vi du: lich s di chuyén
hoéc tiép xuc véi moét ca nhiém MERS-CoV tiém an hodc da dwoc xac nhan) va cac di liéu khac hién cé tir bac st
lam sang dang tién hanh danh gia bénh nhan.

8. Axit nucleic cia virus va vi khuan co thé tén tai in vivo doc lap véi kha néng séng cla sinh vat. Viéc phat hién ra
(cac) muc tiéu cla sinh vat khong biéu thi ring cac sinh vat twong (rng mang tinh truyén nhiém hoéc la tac nhan
gay ra cac triéu chirng lam sang.

9. Két qua xét nghiém vi khuan cta FilmArray Pneumonia Panel plus dwoc cung cp dwéi dang két qua Detected/Not
Detected (P4 phat hién/Khéng phat hién) dinh tinh c6 két qua khoang ban dinh lvong lién quan la 1074, 1075, 106
ho&c 2107 ban sao axit nucleic ctia bd gen trén mililit cia mau bénh phdm. Khéng xac dinh duoc gia tri dinh lwong
chinh xac. Két qua khoang ban dinh lwong (ban sao/mL) khéng phan biét axit nucleic tiv vi khuan dang séng hay
da chét.

10. Két qua xét nghiém am tinh trén FilmArray Pneumonia Panel plus khdng loai trir khd nang nhiém MERS-CoV hay
virus hodc vi khuan khac. Két qua xét nghiém am tinh c6 thé xay ra do sy hién dién cla cac bién thé trinh tw trong
khu virc dwoc nhdm dén bi xét nghiém, sw hién dién ctia chat (e ché, 16i ki thuat, trdn 1an mau hodc nhiém khuén
do moét sinh vat ma thiét bj khong phat hién duwoc. Két qua xét nghiém ciing ¢ thé bi anh hwéng béi liéu phap
khang virus / khang khuan déng thei hodc mire d6 sinh vat trong bénh phdm ndm dwéi gi¢i han phat hién cta xét
nghiém. Néng d MERS-CoV c6 thé rét thap khi m&i nhiém. Két qué am tinh trong trwéng hop mac bénh vé dwdng
h6 hap co thé Ia do nhim cac mam bénh khong phat hién dwoc béng xét nghiém nay hoac nhiém trung duwdng ho
hé&p dwdi ma khong phat hién dwoc bang cac mau bénh phdm gibng BAL hay giébng dom. Két qua am tinh khéng
nén dwoc st dung lam co s& duy nhat dé chan doan, diéu tri hoac dwa ra cac quyét dinh quan ly bénh nhan khéac.
Két qua MERS-CoV du ¢6 am tinh trong mot ca nhan khong cé triéu chieng thi khéng loai triy khd ndng méc bénh
trong twong lai va ciing khéng chirng minh rng ca nhan dé khang bij lay nhiém.

11. Két qua xét nghiém am tinh trén FilmArray Pneumonia Panel plus khéng loai trir kha ndng nhiém virus hoac vi
khuan. Két qua xét nghiém am tinh c6 thé xay ra do sw hién dién cta cac bién thé trinh tw trong khu vuc dwoc
nhdm dén bdi xét nghiém, sw hién dién ctia chat (e ché, 16i k§ thuat, tron 1An mau hodc nhiém khuin do mét sinh
vat ma thiét bi khong phat hién dwoc. Két qua xét nghiém ciing co thé bj anh huwéng béi liéu phap khang virus /
khang khuan déng thoi hodc mirc do sinh vat trong bénh phadm nam dwéi gi¢i han phat hién cia xét nghiém hoac
dwéi mirc c6 thé bao cao dbi véi cac chat phan tich vi khuan. Két qua am tinh khéng nén dwoc st dung 1am co' s&
duy nhét dé chan doan, diéu tri hodc dwa ra cac quyét dinh quan ly bénh nhan khac.

12. FilmArray Pneumonia Panel plus u cu nudi cdy dong thdi cac mau bénh pham. Viéc nudi cay la can thiét dé phuc
hdi cac ching phan lap va xét nghiém mdc dé man cam véi khang sinh, cling nhw xac dinh thém vé két quéa danh
gia cap do chi, hé hay nhém (néu muén).
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13.

14.

15.

16.

17.

18.
19.

20.

21.

22.

Do s giébng nhau vé mat di truyén gitra rhinovirus & ngwdi va enterovirus, FilmArray Pneumonia Panel plus khéng
thé phan biét gitra cac loai virus nay mét cach chinh xac tuyét déi. Can theo ddi két qua Detected (D4 phat hién)
Rhinovirus & ngudi/Enterovirus cla FilmArray Pneumonia Panel plus bang cach st dung mét phwong phap thay
thé (vi du: nudi cly té bao hodc phan tich trinh tw) néu can thiét phai phan biét gitra cac loai virus nay.

Cac phan tich in-silico dwoc thwe hién dé duw doan mirc do khuéch dai cling nhw phat hién cac sinh vat va gen
khang khang sinh dwoc dwa trén két qua so sanh gitra cac trinh tw gen muc tiéu hién cé trong GenBank va trinh
tw méi clia FilmArray Pneumonia Panel. Cac phan tich In silico da dwoc thwe hién trong khoang tir thang 1/2016
dén thang 3/2018. Cac muc nhap cla trinh tw méi dwoc thém vao co s& div liéu sau khodng thdi gian nay chua
dwoc tién hanh danh gia.

C6 thé xac dinh nhirng han ché khac vé kha nang phan rng khi cac di liéu trinh tw méi dwoc thu thap va/hodc khi
cac bién thé trinh tw mai xuét hién.

Dwa trén phan tich in-silico, xét nghiém MREJ (chi dwgc bao néu Staphylococcus aureus dwoc phat hién va xét
nghiém mecA/C ciing cho két qua dwong tinh) dwoc dw doan 1a cé phan (rng kém hodc khdéng phan (rng véi cac
loai ix, xv va xviii, cling nhw cac loai xix va xx ciia MREJ (di kém v&i S. aureus man cam methicillin; MSSA) va cac
trinh tw MREJ dwoc chu thich tlr céc loai Staphyloccoccus khdéng aureus va phi Staphyloccci nhw Bacillus cereus,
Bacillus thuringiensis, Macrococcus caseolyticus, Clostridium aciduriciva Rummeliibacillus stabekisii.

Cac gia tri tién doan dwong tinh va am tinh phu thudc nhiéu vao ty 1& mac bénh. Két qua xét nghiém am tinh gia c6
nhiéu kha ndng xay ra hon vao giai doan cao diém khi ma ty I& méc bénh téng cao. Két qua xét nghiém dwong tinh
gia c6 nhiéu kha ndng xay ra hon trong cac giai doan khi ma ty 1& méc bénh & muc tr trung binh dén thap.

D@ liéu hiéu ndng lam sang tién ctru dwoc lay tir mot quan thé ma trong d6 MERS-CoV khong dang lay truyén.

Dac tinh hiéu nang ctia cim A da dwoc kiém chirng trong mua cum 2016—-2017. Khi cac virus cim A méi khac xuét
hién, d&c tinh hiéu ndng c6 thé thay déi. Néu nghi ngd nhiém virus Influenza A méi dua trén cac tiéu chi sang loc
dich té va lam sang dwoc khuyén nghi bdi cac co quan y té cong ddng hién tai, can thu thap mau bénh pham cla
céc virus cum doc lwe mai bang cach st dung cac bién phap phong ngira kiém soat nhiém khuan thich hop va gui
dén co quan y té cda tiéu bang ho&c dia phuwong dé tién hanh xét nghiém. Khéng nén cb géng nudi cay virus trong
nhirng trwdng hop nay trir khi cé sén co s& BSL 3+ v&i chire ndng nhan va l4y mau bénh pham.

Do sé lwgng mau bénh phadm duong tinh dwoc thu thap cho mét sé sinh vat nhat dinh trong nghién ctvu 1am sang
tién clru, d&c tinh hiéu ndng ctia mot sd chat phan tich, bao gdm cd MERS-CoV, trong mdt hodc ca hai ma tran da
duwoc kiém chirng chi yéu bang cach s dung mau bénh phdm dwoc lwu triv va/hodc dwoc dw tri theo thong tin
chi tiét trong phan Hiéu n&ng lam sang.

C6 nguy co gia tang két qua xét nghiém Adenovirus am tinh gid dbi véi adenovirus loai C khi siv dung tai hoa chét
trong vong 6 thang ké ti» ngay hét han do gidm d6 nhay 10 — 100 lan (tc 1a suy gidm dan dén ting LoD). Hiéu
nang xét nghiém khéng bi anh hudng néu bd cdng cu xét nghiém con hon 6 thang ké tir ngay hét han. Hiéu nang
xét nghiém déi véi cac loai adenovirus khac khong bi anh hwéng.

Néu st dung tdi hda chét trong vong 6 thang ké tir ngay hét han khi bénh nhan bi nghi ngd nhiém adenovirus C,
hay xac nhan tat ca cac két qua xét nghiém Adenovirus am tinh bang phwong phap khac truéc khi bao cao két
qua, hodc ngoai ra, khong bao cao két qua xét nghiém Adenovirus am tinh.
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CAC GIA TRI DV KIEN

Trong danh gia lam sang tién ciru cta FilmArray Pneumonia Panel plus, 846 BAL (bao gdm mini-BAL) va 836 mau dom (bao gébm ETA) da dwoc thu thap va xét
nghiém tai tam dia diém nghién clru trén khap Hoa Ky trong khodng mudi thang (tlr thang 10/2016 dén thang 7/2017). Céac bang tbng hop gia tri du kién (dwoc
FilmArray Pneumonia Panel plus xac dinh) cho cac mau BAL va mau dom dwoc sép xép theo dd tudi ciia dbi twong va ché do cham séc tir Bang 7 dén Bang 12.

Bang 7. Bang tdng hop gia tri dw kién (dwoc FilmArray Pneumonia Panel plus phat hi¢n) theo nhém tudi déi v&i cac mau BAL dworc thu thap twr cac doéi twong nhap vién trong qua trinh
danh gia lam sang tien ctru thwe hién trén FilmArray Pneumonia Panel plus (tir thang 10/2016 den thang 7/2017)

BioFire® FilmArray® Pneumonia Panel plus

BAL
Tdéng cong (N=846) Nhap vién (N=666)

Két qua FilmArray <5 (N=8) 6-17 (N=18) 18-34 (N=61) 35-65 (N=366) >65 (N=212)

# EV # EV # EV # EV # EV # EV

Phirc hop loai Acinetobacter calcoaceticus-baumannii 7 0,8% 0 0% 0 0% 0 0% 4 1,1% 2 0,9%
Phirc hop loai Enterobacter cloacae 23 2,7% 0 0% 0 0% 0 0% 10 2,7% 12 5,7%
Escherichia coli 20 2,4% 0 0% 0 0% 3 4,9% 8 2,2% 7 3,3%
Haemophilus influenzae 82 9,7% 2 25,0% 6 33,3% 6 9,8% 38 10,4% 8 3,8%
Klebsiella aerogenes 13 1,5% 0 0% 0 0% 1 1,6% 4 1,1% 7 3,3%
Klebsiella oxytoca 11 1,3% 1 12,5% 0 0% 2 3,3% 5 1,4% 2 0,9%
Nhém Klebsiella pneumoniae 27 3,2% 1 12,5% 0 0% 2 3,3% 10 2,7% 9 4,2%
Moraxella catarrhalis 29 3,4% 3 37,5% 1 5,6% 1 1,6% 10 2,7% 2 0,9%
Loai Proteus 9 1,1% 0 0% 0 0% 1 1,6% 2 0,5% 6 2,8%
Pseudomonas aeruginosa 74 8,7% 1 12,5% 2 11,1% 3 4,9% 30 8,2% 22 10,4%
Serratia marcescens 12 1,4% 0 0% 0 0% 1 1,6% 3 0,8% 4 1,9%
Staphylococcus aureus 116 13,7% 1 12,5% 1 5,6% 13 21,3% 61 16,7% 24 11,3%
Streptococcus agalactiae 25 3,0% 0 0% 0 0% 4 6,6% 15 4,1% 2 0,9%
Streptococcus pneumoniae 29 3,4% 0 0% 2 11,1% 1 1,6% 13 3,6% 5 2,4%

Streptococcus pyogenes 8 0,9% 0 0% 1 5,6% 2 3,3% 2 0,5% 0 0%
CTX-M 7 0,8% 0 0% 0 0% 0 0% 5 1,4% 2 0,9%

IMP 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%
KPC 3 0,4% 0 0% 0 0% 0 0% 1 0,3% 1 0,5%
mecA/C va MREJ 46 5,4% 1 12,5% 1 5,6% 4 6,6% 25 6,8% 12 57%

NDM 1 0,1% 0 0% 0 0% 0 0% 1 0,3% 0 0%

OXA-48-like 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%

VIM 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%

Chlamydia pneumoniae 1 0,1% 0 0% 0 0% 0 0% 1 0,3% 0 0%
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BiY: BIOMERIEUKX
BAL
Téng cong (N=846) Nhap vién (N=666)

Két qua FilmArray <5 (N=8) 6-17 (N=18) 18-34 (N=61) 35-65 (N=366) >65 (N=212)

# eV # EV # EV # EV # EV # EV

Legionella pneumophila 2 0,2% 0 0% 0 0% 1 1,6% 1 0,3% 0 0%
Mycoplasma pneumoniae 4 0,5% 0 0% 1 5,6% 0 0% 1 0,3% 1 0,5%
Adenovirus 8 0,9% 1 12,5% 0 0% 1 1,6% 4 1,1% 1 0,5%
Coronavirus 31 3,7% 0 0% 0 0% 0 0% 16 4,4% 6 2,8%
Metapneumovirus & ngudi 9 1,1% 0 0% 0 0% 1 1,6% 4 1,1% 1 0,5%
Rhinovirus & nguoi/Enterovirus 64 7,6% 3 37,5% 4 22,2% 4 6,6% 25 6,8% 11 5,2%
Cim A 15 1,8% 0 0% 0 0% 0 0% 6 1,6% 7 3,3%
CimB 7 0,8% 0 0% 1 5,6% 1 1,6% 4 1,1% 0 0%
Middle East Respiratory Syndrome Coronavirus (MERS-CoV) 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%
Virus & cum 18 2,1% 0 0% 0 0% 2 3,3% 10 2,7% 5 2,4%
Virus hop bao hé hap 4 0,5% 0 0% 0 0% 0 0% 1 0,3% 3 1,4%

Bang 8. Bang téng hop gia tri dw kién (Pwoc FilmArray Pneumonia Panel plus phat hién) theo nhém tudi déi véi cac mau dom dwoc thu thap tir cac déi twong nhap vién trong qua trinh
danh gia lam sang tién ctru thwee hién trén FilmArray Pneumonia Panel plus (tir thang 10/2016 dén thang 7/2017)

I = - —

Tdng cong (N=836) Nhap vién (N=682)

Két qua FilmArray <5 (N=102) 6-17 (N=64) 18-34 (N=68) 35-65 (N=252) >65 (N=196)

# EV # EV # EV # EV # EV # EV

Phtrc hop loai Acinetobacter calcoaceticus-baumannii 28 3,3% 3 2,9% 3 4.7% 2 2,9% 4 1,6% 5 2,6%
Phtrc hop loai Enterobacter cloacae 32 3,8% 7 6,9% 1 1,6% 1 1,5% 9 3,6% 7 3,6%
Escherichia coli 48 5,7% 3 2,9% 4 6,3% 7 10,3% 8 3,2% 16 8,2%
Haemophilus influenzae 107 12,8% 23 22,5% 7 10,9% 9 13,2% 25 9,9% 20 10,2%
Klebsiella aerogenes 12 1,4% 2 2,0% 1 1,6% 1 1,5% 3 1,2% 3 1,5%
Klebsiella oxytoca 19 2,3% 3 2,9% 1 1,6% 2 2,9% 5 2,0% 3 1,5%
Nhoém Klebsiella pneumoniae 65 7,8% 8 7,8% 3 4,7% 7 10,3% 16 6,3% 20 10,2%
Moraxella catarrhalis 75 9,0% 17 16,7% 5 7,8% 4 5,9% 9 3,6% 10 5,1%
Loai Proteus 23 2,8% 0 0% 1 1,6% 3 4,4% 2 0,8% 4 2,0%
Pseudomonas aeruginosa 160 19,1% 9 8,8% 14 21,9% 18 26,5% 32 12,7% 33 16,8%
Serratia marcescens 53 6,3% 4 3,9% 4 6,3% 5 7,4% 6 2,4% 8 4,1%
Staphylococcus aureus 204 24,4% 23 22,5% 14 21,9% 18 26,5% 54 21,4% 43 21,9%
Streptococcus agalactiae 43 5,1% 3 2,9% 5 7,8% 4 5,9% 12 4,8% 4 2,0%
Streptococcus pneumoniae 51 6,1% 12 11,8% 2 3,1% 3 4,4% 11 4,4% 7 3,6%
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BIO EIRE RFIT-ASY-0142
% Chi danh cho khach hang khéng & tai Hoa Ky REF RFIT-ASY-0143

BREY: BIOMERIEUX
P |
Tdng cong (N=836) Nhap vién (N=682)
Két qua FilmArray <5 (N=102) 6-17 (N=64) 18-34 (N=68) 35-65 (N=252) >65 (N=196)
# eV # EV # EV # EV # EV # EV
Streptococcus pyogenes 11 1,3% 0 0% 4 6,3% 0 0% 2 0,8% 2 1,0%
CTX-M 9 1,1% 1 1,0% 1 1,6% 1 1,5% 1 0,4% 2 1,0%
IMP 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%
KPC 7 0,8% 0 0% 0 0% 1 1,5% 1 0,4% 4 2,0%
mecA/C va MREJ 107 12,8% 6 5,9% 7 10,9% 8 11,8% 32 12,7% 28 14,3%
NDM 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%
OXA-48-like 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%
VIM 2 0,2% 0 0% 0 0% 1 1,5% 1 0,4% 0 0%
Chlamydia pneumoniae 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%
Legionella pneumophila 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%
Mycoplasma pneumoniae 7 0,8% 1 1,0% 1 1,6% 0 0% 0 0% 0 0%
Adenovirus 16 1,9% 2 2,0% 1 1,6% 0 0% 6 2,4% 3 1,5%
Coronavirus 35 4,2% 3 2,9% 0 0% 2 2,9% 7 2,8% 11 5,6%
Metapneumovirus & ngudi 22 2,6% 4 3,9% 3 4,7% 0 0% 5 2,0% 5 2,6%
Rhinovirus & nguoi/Enterovirus 112 13,4% 21 20,6% 7 10,9% 8 11,8% 19 7,5% 14 7,1%
Cim A 16 1,9% 1 1,0% 3 4,7% 0 0% 1 0,4% 4 2,0%
CimB 14 1,7% 0 0% 1 1,6% 0 0% 5 2,0% 5 2,6%
Middle East Respiratory Syndrome Coronavirus (MERS-CoV) 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%
Virus & cum 30 3,6% 4 3,9% 4 6,3% 1 1,5% 9 3,6% 7 3,6%
Virus hop bao hé hap 48 5,7% 17 16,7% 2 3,1% 3 4,4% 6 2,4% 10 5,1%

Bang 9. Bang tong hop gia tri dw kién (Bwec FilmArray Pneumonia Panel plus phat hién) theo nhém tudi déi véi cac mau BAL dworc thu thip tir cac déi tweng ngoai tri trong qua trinh danh
gia lam sang tien ctru thwc hién trén FilmArray Pneumonia Panel plus (tir thang 10/2016 den thang 7/2017)

BAL
Tdng cong (N=846) Bénh nhan ngoai tri (N=159)

Két qua FilmArray - EV <5 (N=15) 6-17 (N=8) 18-34 (N=5) 35-65 (N=93) >65 (N=38)

# EV # EV # EV # EV # EV

Phirc hop loai Acinetobacter calcoaceticus-baumannii 7 0,8% 0 0% 0 0% 0 0% 0 0% 0 0%
Klebsiella aerogenes 13 1,5% 0 0% 0 0% 0 0% 0 0% 1 2,6%
Phtrc hop loai Enterobacter cloacae 23 2,7% 0 0% 0 0% 0 0% 0 0% 0 0%
Escherichia coli 20 2,4% 0 0% 0 0% 0 0% 0 0% 0 0%
Haemophilus influenzae 82 9,7% 4 26,7% 1 12,5% 2 40,0% 8 8,6% 2 5,3%
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BREY: BIOMERIEUX
BAL
Tdng cong (N=846) Bénh nhan ngoai tri (N=159)
Két qua FilmArray <5 (N=15) 6-17 (N=8) 18-34 (N=5) 35-65 (N=93) >65 (N=38)
# EV # EV # EV # EV # EV # EV
Klebsiella oxytoca 11 1,3% 0 0% 0 0% 0 0% 1 1,1% 0 0%
Nhoém Klebsiella pneumoniae 27 3,2% 0 0% 0 0% 0 0% 2 2,2% 1 2,6%
Moraxella catarrhalis 29 3,4% 4 26,7% 1 12,5% 0 0% 4 4,3% 2 5,3%
Loai Proteus 9 1,1% 0 0% 0 0% 0 0% 0 0% 0 0%
Pseudomonas aeruginosa 74 8,7% 0 0% 0 0% 0 0% 8 8,6% 5 13,2%
Serratia marcescens 12 1,4% 0 0% 0 0% 0 0% 2 2,2% 0 0%
Staphylococcus aureus 116 13,7% 1 6,7% 0 0% 1 20,0% 6 6,5% 2 5,3%
Streptococcus agalactiae 25 3,0% 0 0% 0 0% 1 20,0% 2 2,2% 0 0%
Streptococcus pneumoniae 29 3,4% 2 13,3% 1 12,5% 1 20,0% 3 3,2% 1 2,6%
Streptococcus pyogenes 8 0,9% 1 6,7% 1 12,5% 0 0% 0 0% 0 0%
CTX-M 7 0,8% 0 0% 0 0% 0 0% 0 0% 0 0%
IMP 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%
KPC 3 0,4% 0 0% 0 0% 0 0% 0 0% 0 0%
mecA/C va MREJ 46 5,4% 0 0% 0 0% 0 0% 1 1,1% 0 0%
NDM 1 0,1% 0 0% 0 0% 0 0% 0 0% 0 0%
OXA-48-like 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%
VIM 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%
Chlamydia pneumoniae 1 0,1% 0 0% 0 0% 0 0% 0 0% 0 0%
Legionella pneumophila 2 0,2% 0 0% 0 0% 0 0% 0 0% 0 0%
Mycoplasma pneumoniae 4 0,5% 1 6,7% 0 0% 0 0% 0 0% 0 0%
Adenovirus 8 0,9% 0 0% 0 0% 0 0% 1 1,1% 0 0%
Coronavirus 31 3,7% 0 0% 0 0% 0 0% 7 7,5% 2 5,3%
Metapneumovirus & nguoi 9 1,1% 0 0% 0 0% 0 0% 2 2,2% 0 0%
Rhinovirus & nguoi/Enterovirus 64 7,6% 3 20,0% 4 50,0% 0 0% 6 6,5% 4 10,5%
Cum A 15 1,8% 0 0% 0 0% 0 0% 1 1,1% 1 2,6%
CimB 7 0,8% 0 0% 0 0% 0 0% 0 0% 0 0%
Middle East Respiratory Syndrome Coronavirus (MERS-CoV) 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%
Virus & cum 18 2,1% 0 0% 0 0% 0 0% 0 0% 1 2,6%
Virus hop bao hé hap 4 0,5% 0 0% 0 0% 0 0% 0 0% 0 0%
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BY BIOMERIEUX

Bang 10. Bang téng hop gia tri dw kién (Bwoc FilmArray Pneumonia Panel plus phat hién) theo nhém tudi déi véi cac mau dom dworc thu thap tir cac déi twong ngoai tra trong qua trinh
danh gia lam sang tien ctru thwc hién trén FilmArray Pneumonia Panel plus (ttr thang 10/2016 den thang 7/2017)

I = e —

Tdng cong (N=836) Bénh nhan ngoai tra (N=73)
Két qua FilmArray <5 (N=13) 6-17 (N=21) 18-34 (N=7) 35-65 (N=18) >65 (N=14)
# eV # EV # EV # EV # EV # EV
Phtrc hop loai Acinetobacter calcoaceticus-baumannii 28 3,3% 1 7,7% 4 19,0% 1 14,3% 0 0% 0 0%
Phtrc hop loai Enterobacter cloacae 32 3,8% 3 23,1% 1 4,8% 0 0% 0 0% 1 7,1%
Escherichia coli 48 57% 0 0% 1 4,8% 1 14,3% 0 0% 0 0%
Haemophilus influenzae 107 12,8% 3 23,1% 4 19,0% 0 0% 3 16,7% 3 21,4%
Klebsiella aerogenes 12 1,4% 0 0% 0 0% 0 0% 0 0% 0 0%
Klebsiella oxytoca 19 2,3% 3 23,1% 0 0% 0 0% 0 0% 0 0%
Nhoém Klebsiella pneumoniae 65 7,8% 0 0% 2 9,5% 0 0% 2 11,1% 2 14,3%
Moraxella catarrhalis 75 9,0% 6 46,2% 7 33,3% 2 28,6% 1 5,6% 0 0%
Loai Proteus 23 2,8% 1 7,7% 3 14,3% 0 0% 1 5,6% 0 0%
Pseudomonas aeruginosa 160 19,1% 3 23,1% 13 61,9% 4 57,1% 3 16,7% 5 35,7%
Serratia marcescens 53 6,3% 1 7.7% 7 33,3% 0 0% 2 11,1% 0 0%
Staphylococcus aureus 204 24,4% 7 53,8% 14 66,7% 2 28,6% 1 5,6% 2 14,3%
Streptococcus agalactiae 43 5,1% 1 7,7% 3 14,3% 1 14,3% 1 5,6% 1 7,1%
Streptococcus pneumoniae 51 6,1% 1 7,7% 2 9,5% 1 14,3% 0 0% 0 0%
Streptococcus pyogenes 11 1,3% 0 0% 1 4,8% 0 0% 0 0% 0 0%
CTX-M 9 1,1% 0 0% 1 4,8% 1 14,3% 0 0% 0 0%
IMP 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%
KPC 7 0,8% 0 0% 0 0% 0 0% 1 5,6% 0 0%
mecA/C va MREJ 107 12,8% 2 15,4% 10 47,6% 1 14,3% 0 0% 1 7,1%
NDM 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%
OXA-48-like 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%
VIM 2 0,2% 0 0% 0 0% 0 0% 0 0% 0 0%
Chlamydia pneumoniae 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%
Legionella pneumophila 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%
Mycoplasma pneumoniae 7 0,8% 0 0% 0 0% 0 0% 0 0% 0 0%
Adenovirus 16 1,9% 0 0% 0 0% 0 0% 0 0% 1 7,1%
Coronavirus 35 4,2% 1 7.7% 1 4,8% 4 57,1% 1 5,6% 1 7.1%
Metapneumovirus & ngudi 22 2,6% 0 0% 0 0% 1 14,3% 0 0% 0 0%
Rhinovirus & ngwoi/Enterovirus 112 13,4% 5 38,5% 5 23,8% 2 28,6% 2 11,1% 4 28,6%
Cum A 16 1,9% 0 0% 0 0% 0 0% 2 11,1% 1 7.1%
Trang 33

BioFire® FilmArray® Pneumonia Panel plus RFIT-PRT-1018-04 Thang 9 nam 2021



BIO EIRE RFIT-ASY-0142
% Chi danh cho khach hang khéng & tai Hoa Ky REF RFIT-ASY-0143

BREY: BIOMERIEUX
P |
Tdng cong (N=836) Bénh nhan ngoai tri (N=73)
Két qua FilmArray <5 (N=13) 6-17 (N=21) 18-34 (N=7) 35-65 (N=18) >65 (N=14)
# eV # EV # EV # EV # EV # EV
Cum B 14 1,7% 0 0% 0 0% 0 0% 0 0% 1 7,1%
Middle East Respiratory Syndrome Coronavirus (MERS-CoV) 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%
Virus & cum 30 3,6% 0 0% 0 0% 0 0% 0 0% 0 0%
Virus hop bao hé hap 48 5,7% 1 7,7% 0 0% 0 0% 1 5,6% 0 0%

Bang 11. Bang téng hop gia tri dw kién (Bwoc FilmArray Pneumonia Panel plus phat hién) theo nhém tuéi déi véi cac mau BAL dworc thu thap twr cac déi twong thudc Khoa Cap ciru trong
qua trinh danh gia l1am sang tién ctru thwe hién trén FilmArray Pneumonia Panel plus (tir thang 10/2016 dén thang 7/2017)

BAL
Téng cong (N=846) Bénh nhan cap ctru (N=21)
Két qua FilmArray <5 (N=0) 6-17 (N=1) 18-34 (N=4) 35-65 (N=11) >65 (N=5)

# EV # EV # EV # EV # EV # EV
Phirc hop loai Acinetobacter calcoaceticus-baumannii 7 0,8% 0 - 0 0% 0 0% 1 9,1% 0 0%
Phirc hop loai Enterobacter cloacae 23 2,7% 0 - 0 0% 0 0% 1 9,1% 0 0%
Escherichia coli 20 2,4% 0 - 0 0% 1 25,0% 1 9,1% 0 0%
Haemophilus influenzae 82 9,7% 0 - 0 0% 1 25,0% 2 18,2% 1 20,0%
Klebsiella aerogenes 13 1,5% 0 - 0 0% 0 0% 0 0% 0 0%
Klebsiella oxytoca 11 1,3% 0 - 0 0% 0 0% 0 0% 0 0%
Nhoém Klebsiella pneumoniae 27 3,2% 0 - 0 0% 0 0% 1 9,1% 0 0%
Moraxella catarrhalis 29 3,4% 0 - 0 0% 0 0% 0 0% 0 0%
Loai Proteus 9 1,1% 0 - 0 0% 0 0% 0 0% 0 0%
Pseudomonas aeruginosa 74 8,7% 0 - 0 0% 0 0% 2 18,2% 1 20,0%
Serratia marcescens 12 1,4% 0 - 0 0% 0 0% 0 0% 1 20,0%
Staphylococcus aureus 116 13,7% 0 - 1 100% 2 50,0% 3 27,3% 0 0%
Streptococcus agalactiae 25 3,0% 0 - 0 0% 0 0% 1 9,1% 0 0%
Streptococcus pneumoniae 29 3,4% 0 - 0 0% 0 0% 0 0% 0 0%
Streptococcus pyogenes 8 0,9% 0 - 0 0% 1 25,0% 0 0% 0 0%
CTX-M 7 0,8% 0 - 0 0% 0 0% 0 0% 0 0%
IMP 0 0% 0 - 0 0% 0 0% 0 0% 0 0%
KPC 3 0,4% 0 - 0 0% 0 0% 1 9,1% 0 0%
mecA/C va MREJ 46 5,4% 0 - 0 0% 1 25,0% 1 9,1% 0 0%
NDM 1 0,1% 0 - 0 0% 0 0% 0 0% 0 0%
OXA-48-like 0 0% 0 - 0 0% 0 0% 0 0% 0 0%
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BAL
Téng cong (N=846) Bénh nhan cap ctru (N=21)
Két qua FilmArray <5 (N=0) 6-17 (N=1) 18-34 (N=4) 35-65 (N=11) >65 (N=5)

# EV # EV # EV # EV # EV # EV
VIM 0 0% 0 - 0 0% 0 0% 0 0% 0 0%
Chlamydia pneumoniae 1 0,1% 0 - 0 0% 0 0% 0 0% 0 0%
Legionella pneumophila 2 0,2% 0 - 0 0% 0 0% 0 0% 0 0%
Mycoplasma pneumoniae 4 0,5% 0 - 0 0% 0 0% 0 0% 0 0%
Adenovirus 8 0,9% 0 - 0 0% 0 0% 0 0% 0 0%
Coronavirus 31 3,7% 0 - 0 0% 0 0% 0 0% 0 0%
Metapneumovirus & nguoi 9 1,1% 0 - 0 0% 0 0% 1 9,1% 0 0%
Rhinovirus & nguoi/Enterovirus 64 7,6% 0 - 0 0% 0 0% 0 0% 0 0%
Cum A 15 1,8% 0 - 0 0% 0 0% 0 0% 0 0%
Cum B 7 0,8% 0 - 0 0% 0 0% 1 9,1% 0 0%
Middle East Respiratory Syndrome Coronavirus (MERS-CoV) 0 0% 0 - 0 0% 0 0% 0 0% 0 0%
Virus & cum 18 2,1% 0 - 0 0% 0 0% 0 0% 0 0%
Virus hgp bao hé hap 4 0,5% 0 - 0 0% 0 0% 0 0% 0 0%

Bang 12. Bang téng hop gia tri dw kién (Bwoc FilmArray Pneumonia Panel plus phat hién) theo nhém tudi déi véi cac mau dom dwoc thu thap twr cac dbi twong thudc Khoa Cép ciru trong
qua trinh danh gia lam sang tien ctru thwe hién trén FilmArray Pneumonia Panel plus (tir thang 10/2016 den thang 7/2017)

I ———,

Tdng cong (N=836) Bénh nhan cép ctru (N=81)

Két qua FilmArray <5 (N=23) 6-17 (N=22) 18-34 (N=11) 35-65 (N=14) >65 (N=11)

# EV # EV # EV # EV # EV # EV

Phirc hop loai Acinetobacter calcoaceticus-baumannii 28 3,3% 2 8,7% 1 4,5% 1 9,1% 0 0,0% 1 9,1%

Phirc hop loai Enterobacter cloacae 32 3,8% 1 4,3% 1 4,5% 0 0% 0 0% 0 0%
Escherichia coli 48 57% 0 0% 5 22,7% 1 9,1% 1 7,1% 1 9,1%
Haemophilus influenzae 107 12,8% 2 8,7% 4 18,2% 2 18,2% 1 7.1% 1 9,1%

Klebsiella aerogenes 12 1,4% 0 0% 0 0% 1 9,1% 1 7,1% 0 0%

Klebsiella oxytoca 19 2,3% 1 4,3% 0 0% 0 0% 1 7,1% 0 0%
Nhém Klebsiella pneumoniae 65 7.8% 2 8,7% 2 9,1% 0 0% 0 0% 1 9,1%

Moraxella catarrhalis 75 9,0% 8 34,8% 5 22,7% 1 9,1% 0 0% 0 0%
Loai Proteus 23 2,8% 1 4,3% 4 18,2% 1 9,1% 1 7,1% 1 9,1%
Pseudomonas aeruginosa 160 19,1% 9 39,1% 8 36,4% 7 63,6% 1 7,1% 1 9,1%
Serratia marcescens 53 6,3% 7 30,4% 5 22,7% 3 27,3% 0 0% 1 9,1%
Staphylococcus aureus 204 24.,4% 11 47,8% 10 45,5% 0 0% 2 14,3% 3 27,3%
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BiY: BIOMERIEUKX
. __em |
Tdng cong (N=836) Bénh nhan cap ctru (N=81)
Két qua FilmArray <5 (N=23) 6-17 (N=22) 18-34 (N=11) 35-65 (N=14) >65 (N=11)
# eV # EV # EV # EV # EV # EV
Streptococcus agalactiae 43 51% 0 0% 3 13,6% 2 18,2% 1 71% 2 18,2%
Streptococcus pneumoniae 51 6,1% 1 4,3% 7 31,8% 1 9,1% 2 14,3% 1 9,1%
Streptococcus pyogenes 11 1,3% 0 0% 2 9,1% 0 0% 0 0% 0 0%
CTX-M 9 1,1% 0 0% 1 4,5% 0 0% 0 0% 0 0%
IMP 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%
KPC 7 0,8% 0 0% 0 0% 0 0% 0 0% 0 0%
mecA/C va MREJ 107 12,8% 5 21,7% 4 18,2% 0 0% 0 0% 3 27,3%
NDM 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%
OXA-48-like 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%
VIM 2 0,2% 0 0% 0 0% 0 0% 0 0% 0 0%
Chlamydia pneumoniae 0 0% 0 0% 0 0% 0 0% (0] 0% 0 0%
Legionella pneumophila 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%
Mycoplasma pneumoniae 7 0,8% 0 0% 3 13,6% 1 9,1% 0 0% 1 9,1%
Adenovirus 16 1,9% 1 4,3% 1 4,5% 1 9,1% 0 0% 0 0%
Coronavirus 35 4,2% 1 4,3% 2 9,1% 1 9,1% 0 0% 0 0%
Metapneumovirus & nguoi 22 2,6% 1 4,3% 0 0% 1 9,1% 1 7,1% 1 9,1%
Rhinovirus & nguoi/Enterovirus 112 13,4% 12 52,2% 7 31,8% 3 27,3% 1 7,1% 2 18,2%
Cim A 16 1,9% 0 0% 1 4,5% 0 0% 2 14,3% 1 9,1%
Cum B 14 1,7% 0 0% 1 4,5% 0 0% 0 0% 1 9,1%
Middle East Respiratory Syndrome Coronavirus (MERS-CoV) 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%
Virus & cum 30 3,6% 0 0% 3 13,6% 0 0% 2 14,3% 0 0%
Virus hgp bao ho hap 48 5,7% 3 13,0% 3 13,6% 1 9,1% 1 7.1% 0 0%
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Ngoai ra, nhiéu chat phan tich & tirng loai mau bénh phadm (dwoc FilmArray Pneumonia Panel plus x&c dinh) trong qua
trinh danh gia 1am sang tién ctu thwc hién trén FilmArray Pneumonia Panel plus ciing dwoc trinh bay trong Bang 13.
FilmArray Pneumonia Panel plus da phat hién it nhat mét chat phan tich trong téng sé 413 mau BAL (ty 1é dwong tinh
48,8%; 413/846) va 602 mau dom (ty I& dwong tinh 72,0%; 602/836). FilmArray Pneumonia Panel plus da phat hién hai
chét phan tich tré 1én trong 37,8% méau BAL dwong tinh (156/413; 18,4% trong sb tat ca cac mau xét nghiém BAL, 156/846)
va 56,5% mau dom dwong tinh (340/602; 40,7% trong sb tat ca cac mau dom dwoc xét nghiém, 340/836). Da phat hién
t&i sau chéat phan tich trong ca hai loai mau bénh pham.

Bang 13. Cac gia tri dw kién (mau da nhiém dwoc FilmArray Pneumonia Panel plus xac dinh) trong qua trinh danh gia l1am sang thwc hién trén
FilmArray Pneumonia Panel plus (Thang 10/2016 — Thang 7/2017)

Gia tri dw kién (dworc phat hién théng qua Gia tri dw kién (dworc phat hién thong qua xét
xét nghiém nghiém 836 mau dom theo phwong phap
846 mau BAL theo phwong phap tién ctru) tién ciru)

Két qua FilmArray

S6 lwong dwoc % téng sé S6 lwong dwoc % téng sb
phat hién (% két qua phat hién (% két qua
va bao cao dwong tinh) va bao cao dwong tinh)

Detected (D& phat hién) 413 48,8% 602 72,0%

(it nhat mot két qua) (100%) (100%)
O VR S 30,4% 31,3%

Mét két qua chat phan tich 257 (62.2%) 262 (43.5%)
T S 12,4% 21,3%

Hai két qua chat phan tich 105 (25.4%) 178 (29.6%)
% s LA LA 3,3% 10,2%

Ba két qua chat phan tich 28 (6.8%) 85 (14.1%)
<% 2 LA A 2,4% 5,0%
Bon két qua chat phan tich 20 (4.8%) 42 (7.0%)
S LAL 2 A LA 0,2% 2,8%
Nam két qua chat phan tich 2 (0.5%) 23 (3.8%)
o LAs 2 A At 2 1A 0,1% 1,4%
Sau két qua can phan tich tré 1én 1 (0.2%) 12 (2.0%)

Biéu dd mau nhiém, bao gébm cac mau déng nhiém nhiéu loai vi khuan, nhiéu loai vi rat, hodc cac t6 hop nhiém vi khun
va vi rut, dwoc thé hién trong Hinh 1. Vi rat va vi khuan déng thei dwoc phat hién trong 6% mau BAL va 21% mau dom.
Dbi v&i cac mau bénh pham don 18, ty 1& mau nhiém nhiéu loai vi khuan trong cac mau dom (19%) cao hon so véi cac mau
BAL (12%). Nhiéu loai vi rat dwgc phat hién trong ca hai loai mau bénh pham véi ty & thap (1%).

Hd so Phat hién d6i voi Cac mau bénh pham BAL Hd so Phat hién dbi voi Cac mau bénh pham dom
(n=846) (n=836)

Vi khuan don,
21%
Khoéng Phat hién,
28%

Nhiéu vi khuan,
12%

Nhiéu vi sinh vat
(Virus + Vi
khuan), 21%

I

Nhiéu virus, 1% X
Nhiéu vi sinh vat Nhiéu virus, 1%

(Virus + Vi khuan), 6%

Hinh 1.Céc biéu d6 mau nhiém (dwoc FilmArray Pneumonia Panel xac dinh plus) ciia cac mau BAL va mau dom (loai trir gen AMR)
FilmArray Pneumonia Panel plus da xac dinh dwoc 119 té hop ddng nhiém khac nhau trong 156 mau BAL, trong d6 100
mau BAL la cac t6 hop nhiém dac trwng (Bang 14 va Bang 15). Cac két qua duwong tinh gia (so véi SOC) da dwoc ghi nhan
trong 104/156 mau BAL phat hién ddng nhiém. Twong tw, 243 t6 hop ddng nhiém khac nhau da dwoc xac dinh trong 340
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mau dom, trong d6 c6 194 td hop déc trung. Cac két qua dwong tinh gia (so véi SOC) da dwoc ghi nhan & 239/340 mau

dom phat hién déng nhiém.

Bang 14. Hiéu nang phat hién déng nhiém cta FilmArray Pneumonia Panel plus so v&i SOC d6i véi cac mau BAL

BAL

2 £ .z x .x 2 £ x 2 £ x £ -

g annae | SO | | e | Saeprt e
nhiém mot mau bénh pham nhiém tinh gia phan tich

Hai két qua chét phan tich 69 51 105 64 78/210
Ba két qua chat phan tich 27 26 28 20 34/84
B6n két qua chat phan tich 20 20 20 17 44/80
N&m két qua chéat phan tich 2 2 2 2 6/10
Sau két qua chéat phan tich 0 - 0 - -
Bay két qua chat phan tich 1 1 1 1 2/7
T4t ca cac déng nhiém 119 100 156 104 168/391

Bang 15. Hiéu nang phat hién déong nhiém cta FilmArray Pneumonia Panel plus so v&i SOC d6i véi cac mau dom

_________________om

. ) ' . S6 t6 hop déng Téna sé miu Téng s6 mau Chét phan tich
Dbong nhiém sinh vat S6 t6 hop dong nhiém dwoc phat gson cho ket qua dwong tinh gia /
A s L 2 Ix a - ~ phat hién 2 £z
(bao gom vi rat va vi khuan) nhiém hién chi trong moét déng nhism dwong Tong so chat
mau bénh pham 9 tinh gia phan tich
Hai két qua chat phan tich 91 52 178 104 128/356
Ba két qua chéat phan tich 76 67 85 68 109/255
B6n két qua chét phan tich 41 40 42 34 79/168
Niam két qua chét phan tich 23 23 23 21 62/115
Sau két qua chéat phan tich 9 9 9 9 31/54
Bay két qua chat phan tich 3 3 3 3 14/21
Téat ca cac dong nhiém 243 194 340 239 423/969

Xét nghiém SOC da cho thay sy ton tai ciia Quan thé vi khuin duwdng miéng théng thwerng (NOF) va sinh vat khéng dac
hiéu nao trong 79/322 (24,5%) mau BAL va 141/331 (27,6%) ma&u dom, trong d6 FilmArray Pneumonia Panel plus da xac
dinh it nhat mot vi khuan khong bat dién hinh (Bang 16 va Bang 17).

Bang 16. Cac mau nhiém vi khuan khéng bt dién hinh (so v&i SOC) phat hién & cac mau BAL trong qua trinh danh gia lam sang thwe hién
trén FilmArray Pneumonia Panel plus (Thang 10/2016 — Thang 7/2017)

BAL
Két qua trén FilmArray Pneumonia Nuéi cdy SOC Nu8i cay SOC am tinh Khéng thwe hién nudi
Panel (n=846) dwong tinh Khéng tang trwéng Phat hién NOF cay SOC
Detected (DA phat hién) (n=322) 195/322 (60,6%) 43/322 (13,4%) 79/322 (24,5%) 5/322 (1,6%)
Not Detected (Khong phat hién) (n=524) 11/524 (2,1%) 268/524 (51,1%) 242/524 (46,2%) 3/524 (0,6%)

Bang 17. Cac mau nhiém vi khuin khong bét dién hinh (so v&i SOC) phat hién & cac mau dom trong qua trinh danh gia Iam sang thwe hién
trén FilmArray Pneumonia Panel plus (Thang 10/2016 — Thang 7/2017)

T s

Két qua trén FilmArray Pneumonia Nubi cay SOC Nusi cay SOC am tinh Khéng thwe hién nuéi
Panel (n=836) dirong tinh Khéng ting trwéng Phat hi¢n NOF cay SOC
Detected (D4 phat hién) (n=510) 331/510 (64,9%) 26/510 (5,1%) 141/510 (27,6%) 12/510 (2,4%)
Not Detected (Khng phét hién) (n=326) 111326 (3,4%) 110/326 (33,7%) 201/326 (61,7%) 41326 (1,2%)

BioFire® FilmArray® Pneumonia Panel plus
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Hai hay nhiéu vi khuan khéng bat dién hinh da dwoc phat hién bdi FilmArray Pneumonia Panel plus trong 42,8% (356/832) mau bénh phdm dwong tinh; 34,2%
(110/322) mau BAL duong tinh va 48,2% (246/510) mau dom dwong tinh. Cac t6 hop ddng nhiém xac dinh dwoc, theo béo céo cia FilmArray Pneumonia Panel,
duoec trinh bay trong Bang 18 va Bang 19. Cac bang nay ciing chi ra sé lwgng mau bénh pham cé két qua dwong tinh gia déi véi méi td hop déng nhiém, ciing nhw

cac chat phan tich cu thé co sw sai léch.

Tb hop dong nhiém dic trung

Bang 18. Cac mau déng nhiém vi khuén khéng dién hinh trong BAL dwoc FilmArray Pneumonia Panel plus phat hién va so sanh véi qRefCx

Tdéng s6 mau S6 lwgng mau

H. influenzae

K. pneumoniae

M. catarrhalis

S. marcescens

. . . . Chiét . bénh pham cé bénh pham cé Chét phan tich dwong tinh gia
Chz’lt phan Chz’lt phan Chz’at phan Ch?t phan e Ch?t phan Gen [Gen AMR dwong tinh gia?]
tich 1 tich 2 tich 3 tich 4 tich 5 tich 6 AMR dwong tinh gia
H. influenzae, K. oxytoca,
H. influenzae K. oxytoca M. catarrhalis P. aeruginosa S. aureus S. agalactiae - M. catarrhalis, S. aureus,
S. agalactiae
Phirc hop loai . i mecA/C , L.
ACB K. aerogenes Loai Proteus P. aeruginosa S. aureus & MREJ Phirc hop loai ACB
Phirc hop loai Phic hop loai Nhom S agalactiae _ Phirc hop loai ACB,
ACB E. cloacae K. pneumoniae -ag S. agalactiae
Phtrc hop loai . ] ] Phtrc hop loai ACB,
ACB E. coli H. influenzae P. aeruginosa - H. influenzae, P. aeruginosa
Phirc hop lodi ‘ Nhém PhL'J’C hop loai E. cloacae,
H. influenzae K. oxytoca . - H. influenzae, K. oxytoca,
E. cloacae K. pneumoniae . .
Nhém K. pneumoniae
Phic hop loai K. oxytoca Nhom . Loai Proteus _ Phirc hop loai E. cloacae,
E. cloacae K. pneumoniae K. oxytoca
E. coli H. influenzae K. aerogenes S. aureus - E. coli, H. influenzae,
K. aerogenes, S. aureus
. . . E. coli, H. influenzae,
E. coli H. influenzae S. aureus S. agalactiae - )
S. agalactiae
E. coli K. oxytoca P. aeruginosa S. marcescens - K. oxytoca, S. marcescens
Nhom

H. influenzae, M. catarrhalis

H. influenzae

Loai Proteus

S. aureus

S. pyogenes

H. influenzae, loai Proteus,
S. aureus, S. pyogenes

H. influenzae

S. aureus

S. agalactiae

S. pneumoniae

H. influenzae, S. aureus,
S. agalactiae, S. pneumoniae

K. oxytoca

P. aeruginosa

S. marcescens

S. aureus

S. marcescens

Nhém
K. pneumoniae

S. aureus

S. agalactiae

S. pneumoniae

S. aureus, S. agalactiae,
S. pneumoniae

Phic hop loai

H. influenzae

S. pneumoniae

Phirc hop loai ACB,

ACB H. influenzae, S. pneumoniae
Phtc hop loai H. influenzae K. oxytoca - H. influenzae
E. cloacae

BioFire® FilmArray® Pneumonia Panel plus
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Tb hop dong nhiém dic trung

Chat

S6 lwong mau
bénh pham cé

Toéng s6 mau
bénh pham cé

Chat phan tich dwong tinh gia

ch?t phén ch?t phén ch?t phén Ch?t phén phén Ch?t phén Gen td hop déng déng nhiém [Gen AMR du’ang tinh gléa]
tich 1 tich 2 tich 3 tich 4 tich 5 tich 6 AMR nhiem dwong tinh gia
Phtc hop lodi H. influenzae S. pneumoniae - 1 1 H. influenzae, S. pneumoniae
E. cloacae
E. coli H. influenzae S. pneumoniae - 1 1 E. coli, S. pneumoniae
E. coli Nhom . S. pneumoniae - 1 1 Nhom K. p neum'on/ae,
K. pneumoniae S. pneumoniae
H. influenzae Nhom . M. catarrhalis - 1 1 H. mﬂugnzae, Nhom .
K. pneumoniae K. pneumoniae, M. catarrhalis
H. influenzae Nhom , P. aeruginosa - 1 1 H. influenzae
K. pneumoniae
. . H. influenzae (1),
H. influenzae M. catarrhalis S. aureus - 2 2 M. Catarrhalis (2)
H. influenzae (2),
H. influenzae M. catarrhalis S. pneumoniae - 2 2 M. Catarrhalis (2),
S. Pneumoniae (2)
H. influenzae S. aureus S. agalactiae - 1 1 H. influenzae, S'. aureus,
S. agalactiae
H. influenzae S. aureus S. pyogenes mecA/C 1 1 H. influenzae, S. aureus,
- - - pyog & MREJ S. pyogenes
K. aerogenes P. aeruginosa S. aureus - 1 1 K. aerogenes, S. aureus
Nhom K P. aeruginosa S. marcescens - 1 1 S. marcescens
pneumoniae
Loai Proteus P. aeruginosa S. agalactiae KPC 1 1 Proteus spp., P. afarugmosa,
S. agalactiae
P. aeruginosa S. marcescens S. aureus - 1 1 P. aeruginosa
P. aeruginosa S. marcescens S. pneumoniae - 1 0 -
S. marcescens S. aureus S. agalactiae - 1 1 S. marcescens, S. agalactiae
i i mecA/C S. aureus, S. agalactiae,
S. aureus S. agalactiae S. pneumoniae & MREJ 1 1 S. pneumoniae
S. aureus S. agalactiae S. pneumoniae - 1 1 S. agalactiae, S. pneumoniae
S. aureus S. pneumoniae S. pyogenes - 1 1 S. pneumoniae
Phtrc hop loai Nhém KPC 1 1 Phtrc hop loai ACB, Nhom K.
ACB K. pneumoniae pneumoniae, [KPC]
Phtrc hop loai P aeruginosa _ 1 1 Phtrc hop loai ACB,
ACB ’ g P. aeruginosa
Phic hop loai
E cloacae K. aerogenes - 1 1 K. aerogenes
Phtc hop lodi K. oxytoca CTX-MP 1 1 K. oxytoca
E. cloacae

BioFire® FilmArray® Pneumonia Panel plus
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Tb hop dong nhiém dic trung

Toéng s6 mau

S6 lwong mau

. . . . Chit . bénh pham cé bénh pham cé Chét phan tich dwong tinh gia
Chz’lt phan Chz’lt phan Chz’at phan Ch?t phan e Ch?t phan Gen t6 hop déng déng nhidm [Gen AMR dwong tinh gia?]
tich 1 tich 2 tich 3 tich 4 tich 5 tich 6 AMR nhiem dwong tinh gia
Phtrc hop loai Nhém B 2 2 Phirc hop loai E. cloacae (2),
E. cloacae K. pneumoniae Nhoém K. pneumoniae (2)
Phtrc hop lodi P. aeruginosa KPC 1 0 -
E. cloacae
Phic hop loai , Phirc hop loai E. cloacae,
P. aeruginosa - 1 1 .
E. cloacae P. aeruginosa
Phuc hop lodi S. aureus NDM 1 1 Phrc hop loai E. cloacae, [NDM]
E. cloacae
Phic hop loai Phirc hop loai E. cloacae,
S. aureus - 1 1
E. cloacae S. aureus
Phtrc hop loai . Phtrc hop loai E. cloacae,
S. pneumoniae - 1 1 .
E. cloacae S. pneumoniae
E. coli K. aerogenes - 1 1 E. coli
E. coli Nhom - 1 0 -
K. pneumoniae
CTX-M,
E. coli S. aureus mecA/C 1 1 E. coli, S. aureus
& MREJ
. mecA/C .
E. coli S. aureus & MREJ 1 1 E. coli, S. aureus
E. coli S. aureus - 3 2 E. coli (1), S. aureus (1)
H. influenzae K. aerogenes - 1 1 H. influenzae, K. aerogenes
H. influenzae Nhom . - 1 1 H. influenzae
K. pneumoniae
. . H. influenzae (4),
H. influenzae M. catarrhalis - 5 5 M. Catarrhalis (5)
H. influenzae P. aeruginosa - 1 1 H. influenzae
H. influenzae S. marcescens - 1 0 -
. mecA/C .
H. influenzae S. aureus & MREJ 3 3 H. influenzae (3), S. aureus (1)
H. influenzae S. aureus - 6 5 H. influenzae (4), S. aureus (2)
H. influenzae S. agalactiae - 1 1 H. influenzae, S. agalactiae
. . H. influenzae (7),
H. influenzae S. pneumoniae - 7 7 S. Pneumoniae (3)
H. influenzae S. pyogenes - 1 1 H. influenzae, S. pyogenes
mecA/C
K. aerogenes S. aureus & MREJ 2 2 K. aerogenes (2), S. aureus (1)
K. aerogenes S. aureus - 1 1 S. aureus
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Tb hop dong nhiém dic trung

Toéng s6 mau

S6 lwong mau

. . . . Chit . bénh pham cé bénh pham cé Chét phan tich dwong tinh gia
Cha;nt phan Cha;nt phan Cha;\t phan Ch?t phan phan Ch?t phan Gen t6 hop déng déng nhidm [Gen AMR dwong tinh gia?]
tich 1 tich 2 tich 3 tich 4 tich 5 tich 6 AMR nhiem dwong tinh gia
K. oxytoca P. aeruginosa - 1 1 K. oxytoca
K. oxytoca S. agalactiae - 2 2 K. oxytoca (2), S. agalactiae (2)
Nhém mecA/C . .
K. pneumoniae S. aureus & MREJ 1 1 Nhém K. pneumoniae
Nhom . S. aureus - 1 1 Nhoém K. pneumoniae, S. aureus
K. pneumoniae
M. catarrhalis Loai Proteus - 1 1 M. catarrhalis
M. catarrhalis S. pneumoniae - 1 1 M. catarrhalis, S. pneumoniae
M. catarrhalis S. pyogenes - 1 1 M. catarrhalis, S. pyogenes
s mecA/C
Loai Proteus S. aureus & MREJ 1 1 S. aureus, [mecA/C & MREJ]
. mecA/C P. aeruginosa (3), S. aureus (2),
P. aeruginosa S. aureus & MREJ 5 4 [mecA/C & MRE.]
P. aeruginosa S. aureus - 2 2 S. aureus (2)
P. aeruginosa S. agalactiae - P. aeruginosa, S. agalactiae
P. aeruginosa S. pneumoniae - 1 1 P. aeruginosa, S. pneumoniae
mecA/C
S. marcescens S. aureus & MREJ 1 1 S. marcescens
S. marcescens S. aureus - 1 1 S. marcescens, S. aureus
. mecA/C .
S. aureus S. agalactiae & MREJ 1 1 S. agalactiae
S. aureus S. agalactiae - 4 4 S. aureus (4), S. agalactiae (3)
. mecA/C .
S. aureus S. pneumoniae & MREJ 1 1 S. aureus, S. pneumoniae
Téng s6 dong nhiém 110 103 187273
Tdéng s6 mau nhiém doi 74 68 103/148
Téng s6 mau nhiém ba 22 21 44/66
Téng s6 mau nhiém bén 12 12 34/48
Total s6 mau nhiém nam 1 1 1/5
Téng s6 miu nhiém sau 1 1 5/6

a2 Gen AMR so v&i gMol

Hiéu nang chwa dwoc xac dinh

¢ Trong s6 187 chét phan tich sai l&ch (trén téng s6 273 chét phan tich), tAt ca 187 (100%) chét phan tich déu dwoc phéat hién & cac mau bénh pham trong qué trinh diéu tra sai léch; 55/187 (29,4%) dwoc dinh lwgng dwéi mic 1043,5
CFU/mL béng qRefCx, 112/187 (59,9%) chét phan tich dwoc phat hién bang qMol, 17/187 (9,1%) chét phan tich dwoc phat hién bang phwong phap phan tir bd sung va 3/187 (1,6%) chat phan tich dwoc xac dinh trong nén nudi ciy

SOC.
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Bang 19. Cac mau déng nhiém vi khuan khong béat dién hinh trong do&m dwoc FilmArray Pneumonia Panel plus phat hién va so sanh véi qRefCx

Tb hop dong nhiém dic trung

Gen AMR

S6 lwong
méau bénh
pham cé
dong nhiém
dwong

Tong sé
mau bénh
pham c6 td
hop dong
nhiém

Chat phan tich dwong
tinh gia [Gen AMR dwong
tinh gia®]

tinh gia
Phirc hop . P. , S. mecA/C & Phtrc hop loai ACB,
loai ACB Loai Proteus aeruginosa S. marcescens S. aureus S. agalactiae preumoniae MREJ 1 1 S. agalactiae
E. coli, nhdm
) K. pneumoniae,
E. coli Nhém . M. . Loai Proteus P. aeruginosa S. aureus S. agalactiae mecA/C & 1 1 M. catarrhalis, loai Proteus,
K. pneumoniae catarrhalis MREJ P ;
. aeruginosa, S. aureus,
S. agalactiae
H. influenzae Nhém . P.' S. marcescens S. aureus S. agalactiae - 1 1 H. influenzae, Nhom
K. pneumoniae aeruginosa K. pneumoniae
P mecA/C & M. catarrhalis,
M. catarrhalis Loai Proteus ; S. marcescens S. aureus S. agalactiae 1 1 P. aeruginosa, S. aureus,
aeruginosa MREJ :
S. agalactiae
M. catarrhalis, Proteus spp.,
P CTX-M, S. aureus, S. agalactiae
M. catarrhalis Loai Proteus . S. aureus S. agalactiae S. pneumoniae mecA/C & 1 1 : v o I ’
aeruginosa MREJ S. pneumoniae,
[mecA/C & MREJ]
Phirchop | Phtc hop lodi K. Nhém K. Phue hop loai ACB,
e i S. aureus - 1 1 K. aerogenes, Nhom
loai ACB E. cloacae aerogenes pneumoniae :
K. pneumoniae, S. aureus
KPC,
Phtrc hop K. aerogenes Nhém K. P. aeruqinosa S. aureus mecA/C & 1 1 K. aerogenes, S. aureus,
loai ACB - aerog pneumoniae | - @69 : MREJ, [mecA/C & MREJ]
VIM
. M. catarrhalis,
Ph‘u_) ¢ hop M. catarrhalis P.' S. aureus S. agalactiae mecA/C & 1 1 P. aeruginosa, S.
loai ACB aeruginosa MREJ .
agalactiae
Phirc ho Phtrc hop loai E. cloacae,
nop . K. Nhom K. . K. aerogenes, Nhom
loai E. coli . M. catarrhalis — 1 1 :
aerogenes pneumoniae K. pneumoniae,
E. cloacae .
M. catarrhalis
Phire ho Phirc hop loai E. cloacae,
A P Nhom K. K. oxytoca, nhém
loai K. oxytoca . S. marcescens S. aureus - 1 1 K :
E. cloacae pneumoniae . pneumoniae,
' S. marcescens
E. coli, H. influenzae,
E. coli H. influenzae K. oxytoca P. aeruginosa S. agalactiae - 1 1 K. oxytoca, P. aeruginosa,
S. agalactiae
. S. . mecA/C & K. oxytoca, S. marcescens,
E. coli K. oxytoca marcescens S. aureus S. agalactiae MREJ 1 1 S. agalactiae
E. coli M. catarrhalis P.' S. agalactiae S. . - 1 1 M. catarrhalis
aeruginosa pneumoniae
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Té hop dong nhiém dac trwng

S6 lwong

Lo mau bénh

mau bénh Chat phan tich dwong

phimcotd  PMAM SO tinh gia [Gen AMR dirong
Chét phan Chét phan Chét phan Chét phan Chét phan Chét phan Chét phan JIRNYS  hop dong dS’o’ng tinh gia?]
tich 1 tich 2 tich 3 tich 4 tich 5 tich 6 tich 7 nhiem . =
tinh gia
H. influenzae, M.
H. influenzae M. catarrhalis P.' S. marcescens | S. agalactiae - 1 1 catarrhalis, P. aeruginosa,
aeruginosa S. marcescens,
S. agalactiae
M. catarrhalis,
M. catarrhalis Loai Proteus P.' S. marcescens S. aureus mecA/C & 1 1 P. aeruginosa,
aeruginosa MREJ
S. marcescens, S. aureus
M. catarrhalis (2),
M. catarrhalis P. aeruginosa S. S. aureus S. . mecA/C & 2 2 P. aeruginosa (2),
marcescens pneumoniae MREJ
S. marcescens (1)
Phtrc hop Phtrc hop loai K. oxvioca S. aureus _ 1 1 Phtrc hgp loai ACB, Phirc
loai ACB E. cloacae - OXY! i hop loai E. cloacae
Phtrc hop E. coli Nhém K. P. aeruqinosa _ 1 1 Phtrc hop loai ACB, E. coli,
loai ACB ) pneumoniae ' g Nhom K. pneumoniae
Phic hop , . Phirc hop loai ACB, E. coli,
loai ACB E. coli S. aureus S. agalactiae - 1 1 S. aureus, S. agalactiae
Phi hop Nhom K. M. S. aureus mecA/C & 1 1 M. catarrhalis
loai ACB pneumoniae catarrhalis ) MREJ )
Phtrc hop Nhom K. Loai Proteus | P. aeruainosa CTX-M, 1 1 Phtrc hop loai ACB,
loai ACB pneumoniae ’ 9 KPC Loai Proteus
Phirc ho P Phtrc hop loai ACB,
e hop M. catarrhalis ; S. aureus - 1 1 M. catarrhalis,
loai ACB aeruginosa P ;
. aeruginosa, S. aureus
Ph‘u_)c hop Loai Proteus P.' S. marcescens - 1 1 Phdc hop loai ACB,
loai ACB aeruginosa S. marcescens
Phuc hop Nhom K. Phurc hop loai E. cloacae,
loai K. oxytoca : S. marcescens - 1 1
pneumoniae K. oxytoca, S. marcescens
E. cloacae
Phtrc hop .
loai Nhom K P.' S. aureus — 1 1 Phtrc hop loai E. cloacae
E. cloacae pneumoniae aeruginosa
E. coli H. influenzae S. aureus S. . - 1 1 H. influenzae, S. aureus,
pneumoniae S. pneumoniae
. E. coli, nhém K.
E. coli Nhém K M. . S. aureus mecA/C & 1 1 pneumoniae, M. catarrhalis,
pneumoniae catarrhalis MREJ S
. aureus
E. coli Nhém K P.' S. aureus - 1 1 Nhom K. pneumoniae
pneumoniae aeruginosa
E. coli Loai Proteus P.' S. aureus mecA/C & 1 0 -
aeruginosa MREJ
s s E. coli, P. aeruginosa,
E. coli P. aeruginosa i Co. - 1 1 S. marcescens,
marcescens pneumoniae .
S. pneumoniae
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Té hop dong nhiém dac trwng

S6 lwong
mau bénh
pham cé

Téng sb

mau bénh Chat phan tich dwong

pham c6 to dona nhigm  tinh gia [Gen AMR dwong
Chét phan Chét phan Chét phan Chét phan Chét phan Chét phan Chét phan JIRNYS  hop dong dS’o’ng tinh gia?]
tich 1 tich 2 tich 3 tich 4 tich 5 tich 6 tich7 nhiem . =
tinh gia
. P.
H. influenzae K. aerogenes aeruginosa S. pyogenes - 1 1 K. aerogenes
H. influenzae, M.
H. influenzae M. catarrhalis aeruljl"nosa S. aureus mi/lcégj & 1 1 catarrhalis, P. aeruginosa,
9 [mecA/C & MREJ]
H. influenzae M. catarrhalis P.' S. marcescens - 1 1 M. catarrhalis
aeruginosa
H. influenzae P. aeruginosa S. S. aureus - 1 1 H. influenzae,
marcescens S. marcescens, S. aureus
H. influenzae P. aeruginosa S. S. . - 1 0 -
marcescens pneumoniae
, S. S. H. influenzae, S. agalactiae,
H. influenzae S. aureus . . - 1 1 ;
agalactiae pneumoniae S. pneumoniae
Nhom K. . S. Nhém K. pneumoniae,
. P. aeruginosa S. aureus - 1 1
pneumoniae marcescens S. aureus
M. catarrhalis P. aeruginosa S. S. aureus mecA/C & 1 1 M. catarrhalis
marcescens MREJ
s M. catarrhalis,
M. catarrhalis | P. aeruginosa . S. aureus - 1 1 P. aeruginosa,
marcescens
S. marcescens, S. aureus
Phtrc hop Phtrc hop loai mecA/C & , .
loai ACB E cloacae S. aureus MREJ 1 1 Phtrc hop loai E. cloacae
Phirc hop . Phtrc hop loai ACB,
loai ACB H. influenzae S. aureus B 1 1 H. influenzae, S. aureus
Phirc hop Nhom K. P. _ 1 1 Phirc hop loai ACB, Nhom
loai ACB pneumoniae aeruginosa K. pneumoniae group
Phtrc hop e mecA/C &
loai ACB Loai Proteus S. aureus MREJ 1 0 -
Phirc hop ) s Phtrc hop Ic_)al ACB,
o P. aeruginosa - 1 1 P. aeruginosa,
loai ACB marcescens
S. marcescens
. Phtrc hop loai ACB (2),
Ph‘u_) ¢ hop P. aeruginosa S. aureus mecA/C & 2 2 P. aeruginosa (1),
loai ACB MREJ
S. Aureus (1)
Phtrc hop . Phtrc hop loai ACB,
loai ACB P. aeruginosa S. aureus - 1 1 S aureus
Phtrc hop , S.
loai ACB P. aeruginosa agalactiae B 1 0 B
Phirc hop , "
loai E. coli K. oxytoca — 1 1 Phirc hc;’(p lodi E. cloacae,
. oxytoca
E. cloacae
Phu’c\ho’p . P. H. influenzae, P.
loai H. influenzae ; - 1 1 h
E. cloacae aeruginosa aeruginosa
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Té hop dong nhiém dac trwng

S6 lwong
mau bénh
pham cé

Téng sb

mau bénh Chat phan tich dwong

pham c6 to dona nhigm  tinh gia [Gen AMR dwong
Chét phan Chét phan Chét phan Chét phan Chét phan Chét phan Chét phan Gen AMR hop dong dS’o’ng tinh gia?]
tich 1 tich 2 tich 3 tich 4 tich 5 tich 6 tich7 nhiém ” =
inh gia
Phic hop M
loai H. influenzae g - 1 1 H. influenzae, M. catarrhalis
catarrhalis
E. cloacae
Phuc hop Nhom K. Phurc hop loai E. cloacae,
loai K. aerogenes . - 1 1 . .
E pneumoniae Nhém K. pneumoniae
. cloacae
Phuc\ho'p M. Phtrc hop loai E. cloacae,
loai K. oxytoca . - 1 1 f
catarrhalis M. catarrhalis
E. cloacae
Phuc\ho'p Nhom K. Phug hop loai E. clo'acae,
loai neumoniae S. aureus - 1 1 nhém K. pneumoniae,
E. cloacae p S. aureus
Phtrc hop
loai M. catarrhalis S. aureus - 1 1 M. catarrhalis, S. aureus
E. cloacae
Phtrc hop
loai P. aeruginosa S. aureus mecA/C & 1 1 Phirc hop loai E. cloacae
MREJ
E. cloacae
Phtrc hop
loai P. aeruginosa S. aureus - 1 1 Phirc hop loai E. cloacae
E. cloacae
E. coli H. influenzae P - 1 1 E. coli, A. influenzae,
aeruginosa P. aeruginosa
E. coli H. influenzae S. aureus CTX-M 1 1 H. influenzae, S. aureus
E. coli H. influenzae S. . - 1 1 E. coli, H. /nflu_e nzae,
agalactiae S. agalactiae
E. coli Nhom K. P. CTX-M 1 1 Nhom K. pneumoniae
pneumoniae aeruginosa
, Nhom K. P. E. coli, nhom K.
E. coli . ; - 1 1 . .
pneumoniae aeruginosa pneumoniae, P. aeruginosa
, Nhom K. mecA/C & E. coli, Nhém K.
E. coli : S. aureus 1 1 )
pneumoniae MREJ pneumoniae
E. coli Nhom K S. aureus - 1 1 S. aureus
pneumoniae
E. coli M. catarrhalis P.' - 1 1 E. coli, M. catarrhalis
aeruginosa
E. coli Loai Proteus P.' - 1 1 E. coli, P. aeruginosa
aeruginosa
E. coli P. aeruginosa S. aureus mecA/C & 1 1 P. aeruginosa
MREJ
E. coli P. aeruginosa S. aureus - 1 0 -
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REF

RFIT-ASY-0142
RFIT-ASY-0143

Té hop dong nhiém dac trwng

S6 lwong
mau bénh
pham cé

Téng sé
mau bénh

Chat phan tich dwong

pham c6 to dona nhigm  tinh gia [Gen AMR dwong
Chét phan Chét phan Chét phan Chét phan Chét phan Chét phan Chét phan JIRNYS  hop dong dg’o’ng tinh gia?]
tich 1 tich 2 tich 3 tich 4 tich 5 tich 6 tich 7 nhiém " =
tinh gia
. H. influenzae (1), nhom
H. influenzae Nhém K S. aureus K. pneumoniaeb® (1),
pneumoniae
S. aureus (2)
P H. influenzae (2),
H. influenzae M. catarrhalis ; - M. catarrhalis (2),
aeruginosa :
P. aeruginosa(1)
. . mecA/C & H. influenzae, M.
H. influenzae M. catarrhalis S. aureus MREJ catarrhalis, S. aureus
H. influenzae M. catarrhalis S. aureus - H. influenzae, S. aureus
H. influenzae M. catarrhalis S. . - H. mﬂuenzae, M. .
agalactiae catarrhalis, S. agalactiae
S H. influenzae (2),
H. influenzae M. catarrhalis o - M. catarrhalis (3),
pneumoniae ;
S. pneumoniae (2)
, . S. H. influenzae,
H. influenzae P. aeruginosa -
marcescens S. marcescens
H. influenzae (2),
H. influenzae P. aeruginosa S. aureus - P. aeruginosa (2),
S. Aureus (1)
S H. influenzae,
H. influenzae P. aeruginosa . - P. aeruginosa,
pneumoniae ’
S. pneumoniae
, S. H. influenzae,
H. influenzae | S. marcescens . - ]
pneumoniae S. pneumoniae
. S. H. influenzae, S. aureus,
H. influenzae S. aureus . - .
agalactiae S. agalactiae
H. influenzae S. aureus S. . mecA/C & H. influenzae
pneumoniae MREJ
H. influenzae S. aureus S. pyogenes - H. influenzae
H. influenzae S. agalactiae S. . - S. agalactiae
pneumoniae
K. aerogenes Loai Proteus P.' - P. aeruginosa
aeruginosa
. mecA/C &
K. oxytoca P. aeruginosa S. aureus MREJ -
K. oxytoca S. marcescens S. aureus - -
S. mecA/C & .
K. oxytoca S. aureus agalactiae MREJ K. oxytoca, S. agalactiae
Nhom K. P. aeruginosa S. aureus mecA/C & Nhém K. pneumoniae (2),
pneumoniae ) 9 ) MREJ P. aeruginosa (1)
Nhém K. .
. P. aeruginosa S. aureus - -
pneumoniae

BioFire® FilmArray® Pneumonia Panel plus

Trang 47/117

RFIT-PRT-1018-04 Thang 9 nam 2021



RFIT-ASY-0142

REF RFIT-ASY-0143

BIO%FIRE”

BY BIOMERIEUX

Chi danh cho khach hang khéong & tai Hoa Ky

S6 lwong
mau bénh
pham cé

Téng sé
mau bénh

Té hop dong nhiém dac trwng Chit oh hd
at phan tich dwong

pham c6 to dona nhigm  tinh gia [Gen AMR dwong
Chét phan Chét phan Chét phan Chét phan Chét phan Chét phan Chét phan JIRNYS  hop dong dg’o’ng tinh gia?]
tich 1 tich 2 tich 3 tich 4 tich 5 tich 6 tich 7 nhiem . =
tinh gia
Nhom K. s Nhom K. pneumoniae,
. S. marcescens . - 1 1 S. marcescens,
pneumoniae pneumoniae .
S. pneumoniae
Nhom K S. aureus S. . - 1 1 S. agalactiae
pneumoniae agalactiae
M. catarrhalis Loai Proteus S. , - 1 1 M. catarrhalis, Loai Proteus
agalactiae
M. catarrhalis P. aeruginosa S. - 1 1 M. catarrhalis,
marcescens S. marcescens
CTX-M,
M. catarrhalis | P. aeruginosa S. aureus mecA/C & 1 1 M. catarrhalis, S. aureus
MREJ
M. catarrhalis S. aureus S. . mecA/C & 1 1 M. catarrhal_ls,
pneumoniae MREJ S. pneumoniae
M. catarrhalis S. aureus S. . - 2 2 M. catarrhalis (2), S aureus
pneumoniae (1), S. pneumoniae (1)
Loai Proteus P. aeruginosa S. - 2 2 Loai Proteus (2)
marcescens
Loai Proteus P. aeruginosa S. aureus mecA/C & 1 1 S. aureus
MREJ
Loai Proteus P. aeruginosa S. . - 1 1 Loai Proteus
pneumoniae
P ; S. marcescens S. . KPC 1 1 S. agalactiae
aeruginosa agalactiae
P. S aureus S. mecA/C & 9 9 S. aureus (1), S. agalactiae
aeruginosa ’ agalactiae MREJ (1)
P. . S. S. agalactiae,

; S. agalactiae . - 1 1 )
aeruginosa pneumoniae S. pneumoniae
Phtrc hop Phtrc hop loai . .

loai ACB E. cloacae - ! ! Phirc hop loai ACB
Phirc hop . , .
loai ACB P. aeruginosa - 1 1 Phtrc hop loai ACB
. Phtrc hop loai ACB (1),
T:;(:A%Qép S. aureus mi/lcégj & 3 2 S. aureus (2), [mecA/C &
MREJ (1)]
Phirc hop . .
loai E. coli - 2 2 Phuc mpgﬂoﬁ(g’)"ac’”e
E. cloacae T
Phirc hop
loai K. oxytoca - 1 0 -
E. cloacae
Fhivc hop Nhém K. B ; . Phurc hop lodi E. cloacae,
pneumoniae Nhém K. pneumoniae
E. cloacae
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Té hop dong nhiém dac trwng

S6 lwong

mau bénh

pham cé
dong nhiém

Téng sé
mau bénh
pham c6 té

Chat phan tich dwong
tinh gia [Gen AMR dwong

Chét phan Chét phan Chét phan Chét phan Chét phan Chét phan Chét phan hop dong tinh gia?]
tich 1 tich 2 tich 3 tich 4 tich 5 tich 6 tich 7 " nhiém o
tinh gia
Phu:c\ho’p ) Phirc hop loai E. cloacae,
loai P. aeruginosa - 1 1 P .
. aeruginosa
E. cloacae
Phu’c\ho’p mecA/C & Phtrc hop loai E. cloacae
loai S. aureus MRE.J 3 1 )
E. cloacae
E. coli H. influenzae - 1 1 H. influenzae
E. coli Nhom K. KPC 1 0 -
pneumoniae
E. coli Nhém K - 1 1 Nhoém K. pneumoniae
pneumoniae
E. coli M. catarrhalis - 1 1 E. coli, M. catarrhalis
E. coli Loai Proteus CTX-M 1 1 E. coli, Loai Proteus
E. coli P. aeruginosa CTX-M 1 0 -
E. coli P. aeruginosa - 2 1 E. coli (1), P. aeruginosa (1)
E. coli S. aureus mearic & 3 3 E. coli (2), S. aureus (2)
E. coli S. aureus - 1 1 S. aureus
E. coli S. pyogenes - 1 1 S. pyogenes
. . H. influenzae (4),
H. influenzae M. catarrhalis 6 6 M. catarrhalis (6)
H. influenzae Loai Proteus - 1 1 H. influenzae
H. influenzae P. aeruginosa - 1 1 H. influenzae
H. influenzae | S. marcescens - 1 1 H. influenzae
. mecA/C & H. influenzae (2), S. aureus
H. influenzae S. aureus MREJ 2 2 (2), [mecA/C & MREJ (1)]
. _ H. influenzae (9),
H. influenzae S. aureus 10 9 S. Aureus (6)
H. influenzae S. agalactiae - 1 1 H. influenzae
H. influenzae | S. pneumoniae - 4 4 H. mﬂuenza'e (),
S. pneumoniae (4)
K. aerogenes (2),
K. aerogenes S. aureus - 3 3 S. Aureus (2)
K. oxytoca Nhém K - 2 0 -
pneumoniae
K. oxytoca M. catarrhalis - 1 1 K. oxytoca, M. catarrhalis
K. oxytoca P. aeruginosa - K. oxytoca
K. oxytoca S. aureus - 2 0 -
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RFIT-ASY-0142
RFIT-ASY-0143

Té hop dong nhiém dac trwng

Téng sé
mau bénh

Chat phan tich dwong

pham c6 to tinh gia [Gen AMR dwong
Chét phan Chét phan Chét phan Chét phan Chét phan Chét phan Chét phan JIRNYS  hop dong tinh gia?]
tich 1 tich 2 tich 3 tich 4 tich 5 tich 6 tich 7 nhiém
Nhom K P. aeruginosa KPC 1 Nhoém K. pneumoniae
pneumoniae
Nhoém K. . Nhém K. pneumoniae (4),
. P. aeruginosa - 4 p
pneumoniae P. aeruginosa (2)
Nhém K CTX-M,
- S. aureus mecA/C & 1 Nhom K. pneumoniae
pneumoniae MREJ
. Nhém K. pneumoniae (1),
nl\claz%n;rﬁée S. aureus miﬂcéé(j & 3 S. aureus (2), [mecA/C &
P MREJ (2)]
Nhom K. . Nhém K. pneumoniae,
. S. agalactiae - 1 ;
pneumoniae S. agalactiae
M. catarrhalis | P. aeruginosa - 3 M. catarr_halls ),
P. aeruginosa (2)
M. catarrhalis | S. marcescens - 2 M. catarrhalis (2)
. mecA/C & M. catarrhalis (3),
M. catarrhalis S. aureus MREJ 4 S. Aureus (2)
M. catarrhalis S. aureus - 2 M. catarrhalis (1),
S. Aureus (1)
M. catarrhalis S. agalactiae - 1 M. catarrhalis
M. catarrhalis | S. pneumoniae - 4 M. catarrhalfs ),
S. pneumoniae (3)
Loai Proteus P. aeruginosa - 1 -
Loai Proteus S. aureus mi/lcégj & 1 -
P ; S. marcescens - 7 P. aeruginosa (2)
aeruginosa S. marcescens (2)
p CTX-M,
; S. aureus mecA/C & 1 [CTX-M, mecA/C & MREJ]
aeruginosa MREJ
P. S. aureus mecA/C & 12 P. aeruginosa (4),
aeruginosa ) MREJ S. Aureus (8)
P. P. aeruginosa (2),
aeruginosa S. aureus B 4 S. Aureus (1)
P. . P. aeruginosa,
; S. pneumoniae - 1 .
aeruginosa S. pneumoniae
S. marcescens (2),
marcg:scens S. aureus mi/lcégj & 3 S. aureus (1),
[mecA/C & MREJ (1)]
S. S. marcescens (1),
S. aureus - 2
marcescens S. aureus (1)
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Té hop dong nhiém dac trwng Téng sé ;g:::)%?\% :
mau bénh - Chat phan tich dwong

phimcotd  PMAM SO tinh gia [Gen AMR dirong
Chét phan Chét phan Chét phan Chét phan Chét phan Chét phan Chét phan JIRNYS  hop dong dg’o’ng tinh gia?]
tich 1 tich 2 tich 3 tich 4 tich 5 tich 6 tich 7 nhiém ” =
inh gia
S. S. marcescens®,
marcescens S. pyogenes ViM 1 1 S. pyogenes, [VIM]
. mecA/C & S. aureus (2),
S. aureus S. agalactiae MREJ 4 4 S. Agalactiae (4)
. S. aureus (2),
S. aureus S. agalactiae - 4 3 S. Agalactiae (3)
S. aureus S. pneumoniae mecA/C & 1 1 S. pneumoniae,
) ' MREJ [mecA/C & MREJ]
. S. aureus (2),
S. aureus S. pneumoniae 5 4 S. pneumoniae (4)
S. aureus S. pyogenes mt;/lcég]‘ & 1 0 -
Tdng s6 dong nhiém 246 209 392/667
Téng s6 mau nhiém doi 135 106 155/270
Téng s6 miu nhiém ba 71 65 125/213
Tdéng s6 mau nhiém bén 23 21 52/92
Total s6 mau nhiém nim 12 12 40/60
Téng s6 mau nhiém sau 3 3 11/18
Téng s6 mau nhiém Septuple 2 2 9/14

2 Gen AMR so v&i gMol
b Khong thé xac nhan sw hién dién clia chat phan tich sai léch & mau bénh phdm trong qua trinh diéu tra sai l&ch.

¢ Trong sb 392 chét phan tich sai léch (trén téng sé 667 chat phan tich), 390 (99,5%) duoc phat hién trong cac m&u bénh pham trong qua trinh diéu tra sai léch; 79/392 (20,2%) dwoc dinh lwgng dwdi mirc 1043,5 CFU/mL béng qRefCx,
271/392 (69,1%) duoc phat hién bang gMol, 34/392 (8,7%) dwoc phat hién bang phuong phap phan tir bd sung va 6/392 (1,5%) dwoc xac dinh trong nén nudi cdy SOC.
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DAC TINH HIEU NANG

Hiéu nang lam sang

Hiéu nang lam sang cla FilmArray Pneumonia Panel plus dwgc xac dinh trong mét nghién clru da trung tdm dwogc thyc
hién tai tam dia diém nghién clru khac nhau vé dia ly ctia Hoa Ky tir thang 10/2016 dén thang 7/2017. Téng céng 904 mau
BAL dw (821 BAL va 83 mini-BAL) va 925 mau dom dw (478 mau dom va 447 mau ETA) da dwoc phat hién dé phuc vu
nghién ctru 1am sang tién ctru. Hiéu nang ctia FilmArray Pneumonia Panel plus trong xét nghiém BAL twong dwong véi xét
nghiém mini-BAL. Twong tw, hiéu néng cta thiét bj trong xét nghiém dom ciing twong dwong véi xét nghiém ETA; do do,
nhirng loai mau nay khéng dwoc phan chia thanh cac tAng khac nhau trong cac bang hiéu nang. Téng céng cé 58 mau
BAL va 89 mau dom bi loai khdi két qua phan tich di¥ liéu cudi cung. Cac ly do loai trir mau thwdng gap nhét cho ca hai
loai mau 1a khong thé thwe hién nudi cy tham chiéu, mau duwoc phat hién khéng dap (rng cac tiéu chi dé dwoc dwa vao
phan tich sau khi dang ky, ho&c dia diém nghién ctu khéng thé hoan thanh Bénh an nghién ctu (CRF). B6 di liéu cubi
cung bao gém 846 mau BAL va 836 mau dom. Bang 20 va Bang 21 cung cap mot bang téng hop thdng tin nhan khau hoc
cho cac mau bénh pham trong nghién ctu tién ctu.

Bang 20. Phan tich nhan khau hoc tdng thé va theo tirng dia diém cho cac mau BAL

BAL

Téng the | P2 diém | DPjadiém | Diadiém | Diadiém | Diadiém | Diadiém | Diadiém | Dia diém
9 12 2 3 4 5 6 7 8
£ Nam | 480 (57%) | 80 (59%) | 7 (54%) (5153; )| 2168%) | 75(61%) | B2(52%) | 27 (61%) | 50 (55%)
2 | Nogioi | 366(43%) | 5541%) | 6 (46%) ( o )| 10(32%) | 48(30%) | 76(48%) | 17(39%) | 41(45%)
<5ndm | 23(3%) | 0(0%) | 5(38%) | 0(0%) | 15(48%) | 0(0%) | 3(@%) | 0(0%) | 0(0%)
6-17nam | 27(3%) | 0(0%) | 8(62%) | 0(0%) | 13(42%) | 0(0%) | 4(3%) 12%) 1(1%)
“g 18-34nam | 70(8%) | 18(13%) | 0(0%) | 17(7%) | 3(10%) | 10(8%) | 10(6%) | 5(11%) | 7(8%)
35-65 ndm | 470 (56%) | 78 (58%) | 0 (0%) 152 0(0%) | 70(57%) | 88 (56%) | 27 (61%) | 55 (60%)
(61%)
>65nsm | 255(30%) | 38(28%) | 0(0%) | 82(33%) | 0(0%) | 43(35%) | 53(34%) | 11(25%) | 28 (31%)
o8 | Nhapvien | 666 (79%) (;6102 )| 12(02%) (825% , | 9% | s2(67%) (71;,2 ) | 25057%) | 81(89%)
PSR
@ €| Ngoaitru | 159 (19%) | 18(13%) | 0(0%) | 28(11%) | 22(71%) | 31(25%) | 39(25%) | 14(32%) | 7 (8%)
O c ,
S| Chpcou | 21(2%) | 1(1%) 18%) | 0(0%) | 00%) | 10@%) | 1(1%) | 5(11%) | 3@3%)
Téng cong 846 135 13 251 31 123 158 44 91

a Khong thé xac dinh do tudi ctia déi twong dbi véi mot mau tir Dia diém 1

Bang 21. Phan tich nhan khau hoc tdng thé va theo tirng dia diém cho cac mau dom

I —

Téna the | Pia diém | DPjadiém | Diadiém | Diadiém | DPiadiém | Diadiém | Diadiém | Dia diém
9 1 2 3 4 5 6 7 8
£ Nam 481 66 (59%) | 54 (54%) 136 97 (61%) | 14 (82%) | 31(53%) | 34 (74%) | 49 (47%)
£ (58%) (56%)
3 — 355 105
2 N@ gi6i ey | 45@1%) | aswen) | L0 | 6100%) | 3(18%) | 2847%) | 12(26%) | 55(53%)
<5 nam ( e ) 0(0%) | 4949%) | 0(0%) | 80(51%) | 00%) | 0(0%) | 2@%) | 7%
6-17 nam (11??02 ) 0(0%) | 35(35%) | 0(0%) | 64(41%) | 00%) | 0(0%) | 2@%) | 6(6%)
8 | 18-34nam | 86(10%) | 15(14%) | 16(16%) | 20(8%) | 13(8%) | 1(6%) | 6(10%) | 5(11%) | 10(10%)
3 284 133
35-65nam | 200 | 51(46%) | 0(0%) (550 1(1%) | 6(35%) | 36(61%) | 20 (43%) | 37 (36%)
>65 ndm (22501) , | 45@1%) | 0(0%) | 88(37%) | 0(0%) | 10(59%) | 17(@9%) | 17(37%) | 44 (42%)
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Téna the | Pia diém | DPjadiém | Diadiém | Diadiém | DPiadiém | Diadiém | Diadiém | Dia diém
9 1 2 3 4 5 6 7 8

A ia 682 106 219 105 101
o | Nevitn | (g o5 | B464%) | oy oo | 12(71%) | 52(88%) | 23(50%) | g7
g E| Ngoaitra | 73(9%) | 2(2%) | 14(14%) | 18(7%) | 24(15%) | 2(12%) | 5(8%) | 7(15%) | 1(1%)

< .

S| Chpcou | 81(10%) | 3(3%) | 22(22%) | 4(2%) | 29(18%) | 3(18%) | 2(3%) | 16(35%) | 2 (2%)

Téng céng 836 11 100 241 158 17 59 46 104

Tt c& cac mau bénh phdm duwoc tién hanh danh gia bang FilmArray Pneumonia Panel plus tai cac dia diém nghién ciru
lam sang. Cac phan mau bénh phdm déng lanh dwoc glri dén phong xét nghiém tham chiéu trung tam dé tién hanh nuoi
cdy dinh lvong (QRefCx) va cac phan mau thir ddng lanh ciing dwoc givi dén BioFire dé danh gia bang phuwong phap so
sanh chubi polymerase (PCR)/phwong phap so sanh dwa trén trinh tw.

Cac phuong phap tham chiéu dwoc st dung trong nghién clru nay nhw sau:

Cac chét phan tich vi khuin duoc so sanh véi qRefCx dé danh gia do nhay va do dic hiéu. Ngoai ra, phwong phap dwoc
coi la c6 két qua dwong tinh néu phat hién thay sinh vat muc tiéu dwoc phuc hdi trong méi trwéng nuéi cay va dinh lwong
& mirc 3.162 (1073,5) CFU/mL tr& 1én.

Céc chét phan tich vi khuan cling dwoc dwa vao danh gia bang cach dbi chiéu véi xét nghiém PCR don I& cho sinh vat
quan tam, sau d6 déi chiéu véi moét xét nghiém phan t& dinh lwong co thwe hién phép giai trinh tw (qMol) dé danh gia hiéu
nang bao cao ctia khoang FilmArray. Céac vi khuan va vi rat khéng dién hinh dwoc dbi chiéu véi hai xét nghiém PCR théng
thwérng, sau dé thuc hién phép gidi trinh tw hai chidu. Déi véi cac mau co vi khuan phu hop dwoc FilmArray phat hién, cac
gen AMR duoc dbéi chiéu véi mot xét nghiém PCR don 18 (tr mAu bénh pham), sau d6 thwc hién phép giai trinh tw. Mot
mau bénh phdm dwoc coi la dwong tinh véi chat phan tich néu di liéu gidi trinh tw hai chiéu dap tng cac tiéu chi nghiém
thu chat lwong da dinh s&n phu hop véi cac trinh ty déc trwng cla sinh vat dwoc givi trong co sé& di¥ liéu NCBI GenBank
(www.ncbi.nim.nih.gov) vé&i cac gia tri E chap nhan duoc. Khi hai xét nghiém so sanh PCR dwoc siv dung, bat ky mau bénh
pham nao co két qua am tinh sau khi thwc hién ca hai xét nghiém so sanh déu dwoc coi la mau Negative (Am tinh).

Khéng co xét nghiém tham chiéu nao dwoc thuc hién déi véi MERS-CoV vi vi-rut nay khéng lay truyén tai Hoa Ky tai thoi
diém ghi chép; do dé tat ca cac mau bénh phadm duwoc gid dinh & am tinh.

Ty |é hoa hop phan trdm dwong tinh (PPA) hay D6 nhay cta méi chat phan tich dwoc tinh bang 100% x (TP / (TP + FN)).
Két qua dwong tinh that (TP) chi ra rang ca FilmArray Pneumonia Panel plus va phuong phap so sanh déu cé két qua
dwong tinh v&i chat phan tich dac trwng nay va két qué am tinh gia (FN) chi ra rng két qua cta FilmArray Pneumonia
Panel plus |a am tinh nhwng két qué so sanh la dwong tinh. Ty 1é hoda hop phan trdm am tinh (NPA) hay Do dac hiéu dwoc
tinh bang 100% x (TN / (TN + FP)). Két qua am tinh that (TN) chi ra rang ca FilmArray Pneumonia Panel plus va phwong
phap so sanh déu co két qué am tinh, ddng thoi két qué dwong tinh gid (FP) chi ra rang két qua cla FilmArray Pneumonia
Panel plus 1a dwong tinh nhung két qua so sanh la am tinh. K&t qua tinh toan khodng tin cay nhj thirc hai phia chinh xac
la 95%. Khi so sanh két qua cla FilmArray Pneumonia Panel plus v&i két qua ctia phwong phéap so sanh, cac mau cho két
qué duong tinh gia va/ho&c am tinh gid (nghia la cac két qua sai léch) da dwoc tiép tuc nghién ciru sau thém. Céac nghién
clru vé sai léch chi yéu duoc thwe hién nhw sau: dbi véi cac sai léch gitka Pneumonia Panel plus va phuong phap nudi
céy tham chiéu cho cac chat phan tich vi khuén, cac sai léch trwdc tién sé dwoc kiém tra dé xem liéu gRefCx hodc FilmArray
da phat hién ra chat phan tich nhung bao céo la “negative” (4m tinh) hoac “Not Detected” (Khdng phat hién) b&i chat phan
tich ndm & dwdi nguéng phat hién. Néu diéu nay khong giai quyét dworc tinh trang sai léch, cac két qua xét nghiém qMol
sé& dwoc xem xét. Ngoai ra, néu cac phuwong phap nay van khéng gidi quyét dwoc tinh trang sai léch thi khi d6 tinh trang
sai léch sé& dwoc diéu tra theo cach thirc twong tw nhw cac chat phan tich khac s&v dung phép so sanh phan ti (nghia la
st dung nhiéu xét nghiém phan t&r bd sung trwéc khi tién hanh phan tich trinh tw). Két qua xét nghiém SOC ciing duoc
dwa vao xem xét. Cac két qua nghién ctru Iam sang tién clru dwoc tdng hop trong Bang 22 va Bang 23 1an lwot cho cac
mau BAL va mau dom.
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Bang 22. Bang tdng hop hiéu nang 1am sang cua FilmArray Pneumonia Panel plus déi véi cac mau bénh pham BAL?

BAL
. P';Ll:’g’:g D6 nhay / PPA D6 dic hiéu / NPA
chatphan tich iz TP,’:(;;’ *low | esuc TN’F‘;)N Yl ow | esuc
Vi khuan
Phivc hop loal Acinetobacter qRefCx 0/0 - - 839/846 | 99,2 | 98,3-99,6%
Phtrc hop loai Enterobacter cloacae® gRefCx 11/12 91,7 | 64,6-98,5% 822/834 98,6 | 97,5-99,2%
Escherichia coli® gRefCx 12/12 100 | 75,8-100% 826/834 99,0 | 98,1-99,5%
Haemophilus influenzae® gRefCx 10/10 100 | 72,2-100% 764/836 91,4 | 89,3-93,1%
Klebsiella aerogenes’ gRefCx 6/7 85,7 | 48,7-97,4% 832/839 99,2 | 98,3-99,6%
Klebsiella oxytoca?® gRefCx 2/2 100 | 34,2-100% 835/844 98,9 | 98,0-99,4%
Nhém Klebsiella pneumoniae® gRefCx 15/15 100 | 79,6-100% 819/831 98,6 | 97,5-99,2%
Moraxella catarrhalis' gRefCx 0/0 - - 817/846 96,6 | 95,1-97,6%
Loai Proteus’ gRefCx 5/5 100 | 56,6—100% 837/841 99,5 | 98,8-99,8%
Pseudomonas aeruginosa® gRefCx 36/36 100 | 90,4—100% 772/810 95,3 | 93,6-96,6%
Serratia marcescens' gRefCx 6/6 100 | 61,0-100% 834/840 99,3 | 98,5-99,7%
Staphylococcus aureus™ gRefCx 46/47 97,9 | 88,9-99,6% 729/799 91,2 | 89,1-93,0%
Streptococcus agalactiae” gRefCx 17 100 - 821/845 97,2 | 95,8-98,1%
Streptococcus pneumoniae® gRefCx 5/5 100 | 56,6—100% 817/841 97,1 | 95,8-98,1%
Streptococcus pyogenes® gRefCx 2/2 100 | 34,2-100% 838/844 99,3 | 98,5-99,7%
Vi khuan khéng dién hinh
Chlamydia pneumoniae® PCR/Seq 0/0 - - 844/845 99,9 | 99,3-100%
Legionella pneumophila PCR/Seq 2/2 100 | 34,2-100% 833/833 100 | 99,5-100%
Mycoplasma pneumoniae’ PCR/Seq 3/3 100 | 43,9-100% 841/842 99,9 | 99,3-100%
Virus
Adenovirus PCR/Seq 8/8 100 | 67,6—-100% 837/837 100 | 99,5-100%
Coronavirus® PCR/Seq 18/21 85,7 | 65,4-95,0% 810/823 98,4 | 97,3-99,1%
Metapneumovirus & ngwoit PCR/Seq 8/8 100 | 67,6-100% 836/837 99,9 | 99,3-100%
Rhinovirus & ngwoi / Enterovirus PCR/Seq 52/54 96,3 | 87,5-99,0% 771/782 98,6 | 97,5-99,2%
Influenza AY PCR/Seq 10/10 100 | 72,2-100% 830/833 99,6 | 98,9-99,9%
Influenza BY PCR/Seq 5/6 83,3 | 43,6-97,0% 837/838 99,9 | 99,3-100%
I(\n“’ilcétgg-l(izaos\;)Respiratory Syndrome Coronavirus _ 0/0 _ _ 846/846 100 | 99,5-100%
Parainfluenza Virus* PCR/Seq 16/18 88,9 | 67,2-96,9% 824/826 99,8 | 99,1-99,9%
Virus hop bao hé hap PCR/Seq 3/3 100 | 43,9-100% 841/841 100 | 99,5-100%

a Cac phép do hiéu nang ctia dd nhay va do déc hiéu chi d& cap dén cac chat phan tich vi khudn ma trong d6 tiéu chuan vang ciia qRefCx da dwoc st dung lam phwong phap
tham chiéu. Cac phép do hiéu nang ctia PPA va NPA d& cap dén tat ca cac chat phan tich khac, trong d6 cac xét nghiém PCR/giai trinh ty dwoc st dung lam cac phwong phap
so sanh.

b Bang chirng vé hé ACB da dwoc phat hién trong tat ca by mau FP; mét mau dwoc dinh lwgng dwédi mire 1073,5 CFU/mL bang qRefCx va sau mau duoc phéat hién bang gMol.
¢ Phtrc hop loai E. cloacae da dwoc phat hién béi FilmArray Pneumonia Panel plus trong mau FN don I& dwdi khoang 10"4. Béng chirng vé hé E. cloacae da dwoc phat hién
trong tt ca 12 mau FP; sau mau dwoc dinh lwong dwéi mirc 1073,5 CFU/mL bing qRefCx, ndm mau dwoc phat hién bing qMol va mét mau dwoc phat hién bang phwong
phap phan t& bd sung.

4Bang ching vé E. coli & dwoc phat hién trong tat ca tam mau FP; sau mau dwoc dinh lwgng dwdi mic 1043,5 CFU/mL bang gRefCx va hai mau dwoc phat hién béng gMol.
e Bang chirng vé H. influenzae da dwoc phat hién trong tat ca 72 mau FP; bay mau dwoc dinh lwong dwéi mire 1073,5 CFU/mL bang gqRefCx, 56 mau dwoc phat hién bang
gMol, tam mau dwoc phat hién bing phwong phap phan tir bd sung va mét mau dwoc xac dinh trong nén nudi cy SOC.

f K. aerogenes dwoc xac dinh & mau FN don I trong nén nudi cdy SOC. Bang chirng v& K. aerogenes da dwoc phat hién trong tat ca bay mau FP; bén mau dwoc dinh lwong
dwéi mirc 1043,5 CFU/mL béng qRefCx va ba mau dwoc phat hién bang gMol.

9 Ba&ng chirng vé K. oxytoca da dwoc phat hién trong tat ca chin mau FP; ba mau dwoc dinh lwgng dwéi mirc 103,5 CFU/mL béng gRefCx, nam mau dwoc phat hién bang
gMol va mét mau dwoc phat hién bing phwong phap phan tir bd sung.
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" Bang chirng vé nhém K. pneumoniae da dwoc phat hién trong tat ca 12 mau FP; bady mau dwoc dinh lwgng dwédi mire 1073,5 CFU/mL bang gRefCx, bén mau dwoc phéat hién
bang gMol va mét mau duoc phat hién bing phwong phap phan tir bd sung.

i Béng chiing vé& M. catarrhalis da dwoc phat hién trong tat cd 29 mau FP; hai mau dwoc dinh lwong dwéi mie 1043,5 CFU/mL bang gRefCx, 25 mau dwoc phat hién bang
gMol va hai mau dwoc phat hién bang phwong phap phan ti bd sung.

i Bang chirng vé loai Proteus da dwoc phat hién trong tat ca bén mau FP; ba mau dwoc dinh lwong dwédi mirc 1043,5 CFU/mL bang qRefCx va mét mau dwoc phat hién bang
gMol.

kBang chirng v& P. aeruginosa da dwoc phat hién trong tat cd 38 mau FP; 19 mau dwoc dinh lwong dwdi mire 1043,5 CFU/mL béng gRefCx, 16 mau dwoc phat hién bang
gMol va ba mau dwoc phat hién bang phwong phap phan t bd sung.

' Béng chirng vé& S. marcescens da dwoc phat hién trong tat ca sau mau FP; bén mau duoc dinh lwong duéi mire 1073,5 CFU/mL bang qRefCx va hai mau dwoc phat hién
bang gMol.

™ S. aureus da dwoc phat hién trong mau FN don Ié bang phuong phap phan ti bd sung. Béng chirng vé S. aureus da dugc phat hién trong 69/70 mau FP; 29 miu dwoc dinh
lwong dwéi mire 10°3,5 CFU/mL bang qRefCx, 30 mau dwoc phat hién bang gMol, tam mau dwoc phat hién bang phwong phap phan tir bd sung va hai mau dwoc xac dinh
trong nén nudi cay SOC.

"Bé&ng chirng vé S. agalactiae da dwoc phat hién trong tat ca 24 mau FP; bdy mau dwoc dinh lwgng dwdi mirc 1043,5 CFU/mL béng qRefCx, 13 mAu dwoc phat hién bang
gMol va bén mau dwoc phat hién béng phwong phap phan tir bd sung.

°Bang chivng v& S. pneumoniae da dwgc phat hién trong tat ca 24 mau FP; nam mau dwoc dinh lwong dwéi 1023,5 CFU/mL bang qRefCx, 18 mau dwoc phat hién bang qMol
va mdt mau dwoc phat hién bang phwong phap phan ti bd sung.

P B&ng chirng vé S. pyogenes da dwoc phat hién trong tat c& sau mau FP; hai mau dwoc dinh lwong dwéi mic 1073,5 CFU/mL béng qRefCx, ba mau dwoc phat hién bang
gMol va mét mau dwoc phat hién bang phwong phap phan ti bd sung.

9 M&u FP don |é am tinh véi C. pneumoniae khi dwoc xét nghiém bang cac phwong phap phan ti bd sung trong qua trinh diéu tra sai l&ch.

"MAau FP don 18 am tinh véi M. pneumoniae khi dwoc xét nghiém bang cac phwong phap phan tir bd sung trong qua trinh diéu tra sai l&ch.

s CoV dwoc phat hién trong 2/3 mau FN va 8/13 mau FP bing phwong phap phan t&r bd sung.

tMAau ther FP don & am tinh v&i hMPV khi dwoc xét nghiém bang cac phwong phap phan i bd sung trong qua trinh diéu tra sai l&ch.

U HRV/EV dwoc phat hién trong ca hai mau FN bang phwong phap phan tir bd sung. HRV/EV duoc phat hién trong 8/11 mau FP trong qua trinh diéu tra sai léch; bay mau da
duwoc phat hién béng mot phwong phap phan t bd sung va mét mau da dwoc phat hién trong qua trinh xét nghiém lai béng FilmArray Pneumonia Panel plus.

v FluA dwoc phat hién trong 2/3 mau FP bang phwong phap phan tir bd sung.

" FluB dwgc phat hién trong mau FN don I& trong qua trinh xét nghiém lai bang FilmArray Pneumonia Panel plus. FIuB da dwoc phat hién trong mau FP don Ié bing phwong
phap phan t&r bd sung.

X PIV dwoc phat hién trong cd mau FN va ca mau FP bang phwong phap phan tir bd sung.

Bang 23. Bang téng hop hiéu nang lam sang cha FilmArray Pneumonia Panel plus déi véi cac mau bénh pham dom?

I —

. P*;;’Z:Q D6 nhay / PPA D6 dic hiéu / NPA
chat phan tich e TP,’};;’ * 1w | esuc TN’F‘;)N Yl ow | esuc
Vi khuan
Phivc how loai Acinetobacter qRefCx 1011 | 90,9 | 62,3-98,4% | 807/825 | 97,8 | 96,6-98,6%
Phtrc hop loai Enterobacter cloacae® gRefCx 11/12 91,7 | 64,6-98,5% 803/824 97,5 | 96,1-98,3%
Escherichia coli® gRefCx 23/24 95,8 | 79,8-99,3% 787/812 96,9 | 95,5-97,9%
Haemophilus influenzae® gRefCx 16/18 88,9 | 67,2-96,9% 727/818 88,9 | 86,5-90,9%
Klebsiella aerogene’ gRefCx 3/4 75,0 | 30,1-95,4% 823/832 98,9 | 98,0-99,4%
Klebsiella oxytoca?® gRefCx 9/9 100 | 70,1-100% 8171827 98,8 | 97,8-99,3%
Nhém Klebsiella pneumoniae® gRefCx 21/23 91,3 | 73,2-97,6% 769/813 94,6 | 92,8-95,9%
Moraxella catarrhalis' gRefCx 5/5 100 | 56,6-100% 761/831 91,6 | 89,5-93,3%
Loai Proteus’ gRefCx 15/15 100 | 79,6-100% 813/821 99,0 | 98,1-99,5%
Pseudomonas aeruginosa® gRefCx 103/106 97,2 | 92,0-99,0% 673/730 92,2 | 90,0-93,9%
Serratia marcescens' gRefCx 26/27 96,3 | 81,7-99,3% 782/809 96,7 | 95,2-97,7%
Staphylococcus aureus™ gRefCx 111/112 99,1 | 95,1-99,8% 631/724 87,2 | 84,5-89,4%
Streptococcus agalactiae” gRefCx 9/9 100 | 70,1-100% 793/827 95,9 | 94,3-97,0%
Streptococcus pneumoniae® gRefCx 16/16 100 | 80,6-100% 785/820 95,7 | 94,1-96,9%
Streptococcus pyogenes® gRefCx 6/6 100 | 61,0-100% 825/830 99,4 | 98,6-99,7%
Vi khuan khéng dién hinh
Chlamydia pneumoniae PCR/Seq 0/0 - - 835/835 100 | 99,5-100%
Legionella pneumophila® PCR/Seq 01 0 - 826/826 100 | 99,5-100%
Mycoplasma pneumoniae’ PCR/Seq 7/8 87,5 | 52,9-97,8% 827/827 100 | 99,5-100%
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e e ]

e P';:ggg D6 nhay / PPA D6 dic hiéu / NPA
ksl G TP{};;’ o 95%Cl TN::‘;)N % 95%Cl
Virus
Adenovirus® PCR/Seq 13/17 76,5 | 52,7-90,4% | 815/817 | 99,8 | 99,1-99,9%
Coronavirust PCR/Seq 28/32 87,5 | 71,9-950% | 796/802 | 99,3 | 98,4-99,7%
Metapneumovirus & ngudit PCR/Seq 20/21 952 | 77,3-99,2% | 812/813 | 99,9 | 99,3-100%
Rhinovirus & ngwdi / Enterovirus PCR/Seq 96/96 100 | 96,2-100% | 717/730 | 98,2 | 97,0-99,0%
Influenza A¥ PCR/Seq 13/13 100 | 77,2-100% | 819/822 | 99,6 | 98,9-99,9%
Influenza B* PCR/Seq 12/12 100 | 75,8-100% | 821/823 | 99,8 | 99,1-99,9%
I(\n“’ilcliztggiaos\})Respiratory Syndrome Coronavirus _ 0/0 _ _ 836/836 100 | 99,5-100%
Parainfluenza VirusY PCR/Seq 28/29 96,6 | 82,8-99,4% | 804/806 | 99,8 | 99,1-99,9%
Vi rat hop bao hé hap? PCR/Seq 43/43 100 | 91,8-100% | 787/791 | 99,5 | 98,7-99,8%

a Cac phép do hiéu nang ctia dd nhay va do déc hiéu chi dé& cap dén cac chat phan tich vi khudn ma trong d6 tiéu chuan vang ciia qRefCx da dwoc st dung lam phwong phap
tham chiéu. Cac phép do hiéu nang ctia PPA va NPA dé cap dén tat ca cac chat phan tich khac, trong d6 cac xét nghiém PCR/giai trinh tw dwoc st dung lam céac phwong phap
so sanh.

bChuing phan lap phat hién tr mau FN don 1€ bi qRefCx xac dinh nham; két qua xét nghiém phan tr ctia chiing phan lap da xac dinh chiing phan 1ap |a Pseudomonas fluorescens
trong qua trinh diéu tra sai léch. Bang chirng vé& hé ACB da dwoc phat hién trong tat ca 18 mau FP; 15 mau dwoc phat hién bing gMol, hai mau duoc phat hién bing phwong
phap phan t&r bd sung va mét mau dwoc xac dinh trong nén nudi cay SOC.

¢Phtrc hop loai E. cloacae dwoc phat hién trong mau FN don 1é bang phwong phap phan tir bd sung. Bang chirng vé& hé E. cloacae da dwoc phat hién trong tat ca 21 mau FP;
bbdn mau duoc dinh lwong dudi mirc 1073,5 CFU/mL béng qRefCx, 16 mau dwgc phat hién bang qMol va mdt mau dwoc phat hién bang phuong phap phan tir bd sung.

4 E. coli da dwgc phét hién béi FilmArray Pneumonia Panel plus trong mau FN don 18 dui khoang 10°4. Bang chirng vé E. coli da dwoc phat hién trong tat ca 25 mau FP; sau
mau duoc dinh lwgng dwdi mirc 10°3,5 CFU/mL bang qRefCx, 14 mau dwoc phat hién bang gMol va ndm mau dwoc phat hién bing phwong phap phan tir bd sung.

© H. influenzae dwoc phat hién trong 1/2 mau FN bang qMol. Chiing phan lap phat hién t&r mau FN khac bi gRefCx xac dinh nham; két qua xét nghiém phan t& ctia chding phan
lap da xac dinh chlng phan lap 1& Haemophilus haemolyticus trong qué trinh diéu tra sai léch. Bang ching vé H. influenzae da dwoc phéat hién trong tat c& 91 mau FP; bén
mau duoc dinh lvgng dwéi mirc 1043,5 CFU/mL bang qRefCx, 78 mau dwoc phat hién bang gMol, bdy mau dwoc phat hién bing phwong phap phan tir b sung va hai mau
dwoc xac dinh trong nén nudi cdy SOC.

fChling phan lap phat hién t mau FN don 1é bj gRefCx xac dinh nham; két qua xét nghiém phan t& cta chiing phan Iap da xac dinh chiing phan 1ap |a Hafnia paralvei trong
qua trinh diéu tra sai l&ch. Bang chirng v& K. aerogenes da dwoc phat hién trong tat ca chin mau FP; ba mau dwoc dinh lweng dwdi mie 1073,5 CFU/mL bing gRefCx, nam
mau duoc phat hién bing gMol va mot mau duoc phat hién bing phwong phap phan tir bd sung.

9Bé&ng chirng vé K. oxytoca da duoc phat hién trong tat ca 10 mau FP; ba mau duoc dinh lwong dwéi mirc 1043,5 CFU/mL bang qRefCx, ndam méu dwoc phat hién bang qMol
va hai mau dwoc phat hién bing phwong phap phan tir bd sung.

"Nhém K. pneumoniae dwoc phat hién trong 1/2 mau FN bang gMol. FN khac dwéng nhw 1a két qua cdia viéc hoan dbi mau tai phong xét nghiém tham chiéu trung tam. Bang
chirng vé& K. pneumoniae nhém dwoc phat hién trong 43/44 mau FP; 15 mau dwoc dinh lwong dwéi mire 1043,5 CFU/mL béng gRefCx, 21 mau dwoc phéat hién bang gMol va
bay mau dwoc phat hién bang phwong phap phan ti bd sung.

iB&ng chirng v& M. catarrhalis da dwoc phat hién trong tat cd 70 mau FP; mét mau dwoc dinh lwong dwéi mirc 1073,5 CFU/mL béng qRefCx, 63 mau duoc phat hién bang
gMol, ndm mau dwoc phat hién bing phuong phap phan tir bd sung va mét mau dwoc xac dinh trong nén nuéi cdy SOC.

iB&ng chirng vé loai Proteus da dwoc phat hién trong tat ca tdam mau FP; hai mau dwoc dinh lwong dwdi mic 1043,5 CFU/mL bang qRefCx, bén mau dwoc phat hién béng
gMol va hai mau dwoc phat hién bang phwong phap phan ti bd sung.

kP. aeruginosa da dwoc phat hién bdi FilmArray Pneumonia Panel plus trong 1/3 mau FN dwdi khoang 1074. Cac chiing phan lap dwoc phat hién tir hai mau FN khac bi gRefCx
xac dinh nham; két qua xét nghiém phan t& cla cac chiing phan lap da xac dinh moét chling phan lap la Pseudomonas denitrificans va chliing phan lap khac la Pseudomonas
fluorescens trong qua trinh diéu tra sai léch. Bang chirng vé P. aeruginosa da dwoc phét hién trong tat cd 57 mau FP; 21 mau dwoc dinh lwgng dwédi mire 1043,5 CFU/mL bang
qRefCx, 33 mau dwoc phat hién bang qMol, hai mau dwoc phat hién bang phwong phap phan t& bd sung va mét mau dwoc xac dinh trong nén nudi cay SOC.

''S. marcescens da dwoc phat hién bdi FilmArray Pneumonia Panel plus trong mau FN don 1é dwéi khoang 104, Béng chirng vé S. marcescens da dwoc phat hién trong 26/27
méau FP; bay mau duoc dinh lugng dwéi mire 10°3,5 CFU/mL béng qRefCx, 16 mau duoc phat hién bang gMol va ba mau dwoc phat hién bing phwong phap phan t& bd sung.
™ S. aureus da dwoc phat hién bdi FilmArray Pneumonia Panel plus trong mau FN don 1é dwéi khodng 1074. Béng chirng v& S. aureus da dwoc phat hién trong tat ca 93 mau
FP; 43 mau dwoc dinh lwong dwéi mirc 1073,5 CFU/mL bang qRefCx, 43 mau dwoc phat hién biang gMol, ba mau dwoc phat hién bang phuong phap phan ti bd sung va bén
mau duoc xac dinh trong nén nudi cdy SOC.

"Bé&ng chirng vé S. agalactiae d& dwoc phat hién trong tat ca 34 mau FP; ndm mau dwoc dinh lwgng dwdi mirc 1043,5 CFU/mL bang qRefCx, 24 mau duwoc phat hién bang
gMol va ndm mau dwoc phat hién bang phwong phap phan ti bd sung

bBang chirng vé S. pneumoniae da dwoc phét hién trong 35 mau FP; mét mau dwoc dinh lwgng duwdi mirc 1043,5 CFU/mL bang qRefCx va 34 mau dwoc phét hién béng gMol.
P Béng chirng v& S. pyogenes da dwoc phat hién trong tat ca nam mau FP; bdn maAu dwoc phat hién bang gMol va mét mau dwoc phat hién bing phwong phap phan tir bd sung.
9 L. pneumophila da dwoc phéat hién trong mau FN don Ié béng phwong phap phan to bd sung.

"Mau FN don & am tinh v&i M. pneumoniae khi dwoc xét nghiém bang phwong phap phan to bd sung trong qua trinh diéu tra sai léch.

s AdV duwoc phat hién trong tat ca bdn mau FN va 1/2 mau FP béng phwong phap phan ti bd sung.

tCoV dwoc phat hién trong tat ca bdn mau FN va 3/6 mau FP bang phwong phap phan t& bb sung.

Y“hMPV dwoc phat hién trong mau FN don 1é bang phwong phap phan tir bd sung. Mau thtr FP don 18 am tinh véi hMPV khi dwoc xét nghiém bang phwong phap phan tir bd
sung trong qua trinh diéu tra sai léch.
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VHRV/EV da dwoc phat hién trong 12/13 mau FP trong qua trinh diéu tra sai l&éch; 11 mau da dwgc phat hién bang mét phwong phap phan tir bd sung va mét mau da duoc
phat hién trong qua trinh xét nghiém lai bing FilmArray Pneumonia Panel plus.

“FIuA da dwoc phat hién trong ca ba mau FP bang phwong phap phan t& bb sung.

*Ca hai mau FP déu am tinh v&i FIuB khi dwoc xét nghiém bang cac phwong phap phan ti bd sung trong qua trinh didu tra sai léch.
YPIV da dwoc phat hién trong cac mau FN va 1/2 FP don béng phwong phap phan to bd sung.

z RSV duoc phat hién trong ca bén mau FP bing phuong phap phan tir bd sung.

Tbng cong c6 156 mau BAL va 295 mau dom da nhan duoc két qua Detected (D4 phat hién) it nhat mét vi khuén gram am
phu hop tir FilmArray Pneumonia Panel plus cling nhw cac két qua bao cao cho CTX-M, IMP, KPC, NDM, OXA-48-like va
VIM; téng cong 94 mau BAL va 196 mau do&m da nhan dwoc két qua Detected (Da phat hién) nhét it nhat mét loai vi khuan
gram am phu hop tir FilmArray Pneumonia Panel plus ciing nhw két qua bao cao cho OXA-48-like; va tbng cong 116 mau
BAL va 204 mau dom nhan duwoc két qua Staphylococcus aureus Detected (D& phat hién Staphylococcus aureus) tiy
FilmArray Pneumonia Panel plus cling nhw cac két qua bao cdo cho mecA/C va MREJ. Hiéu nang xét nghiém gen AMR
ctia Pneumonia Panel plus dworc tinh toan bang cach so sanh cac két qua cla gMol trye tiép tir cac mau nay va dwoc thé
hién trong Bang 24 (n3m mau BAL va bdén mau dom da bi loai trir khdi phan tich gMol do két qua khong hop 1& tir phép so
sanh).

Bang 24. Bang téng hop hiéu niang lam sang cla FilmArray Pneumonia Panel plus — Gen AMR
(phwong phap so sanh: qMol tryc tiép tir mau bénh pham)?

Chét phan tich TPI ™

(TP + % 95%Cl | (TN + % 95%CI | (TP + % 95%Cl | (TN + % 95%ClI

FN) FP) FN) FP)

CTX-M® 6/7 85,7 ;’;3”:;) 141’ 14 100 ?gbt/_o 8/10 80,0 gj';;’ 282/ 2 | 996 55’8;)
IMP 0/0 - - 1511/ 15 100 %6‘2/_0 0/0 - - 2911/ 29 100 ?gbl/_o
KPC® 212 100 33620/; 142/ 14 99,3 :;’:c;, 717 100 ‘13362/: 281’ 28 100 ?ggo/:
mg‘éﬁﬁc va 40145 | 88,9 5225(;) 64/70 | 91,4 :ég(;) 94/98 | 959 32(3), f;) 91/104 | 87,5 973 ;;)
NDMe 0/1 0 - 14%’ 151 993 33’;;) 0/0 - - 2911/ 29 100 ?gbl/_o
OXA-48-like 0/0 - - 92/92 100 fgb?,/: 0/0 - - 19‘2’ 19 100 33610/_0
VIm? 0/0 - - 1511/ 15 100 %6‘2/_0 11 100 - 28%/ 2 1 997 398";;)

2Hiéu nang trong bang t6ng hop nay dwoc tinh toan khi bat ky sinh vat phu hop nao dwoc phat hién trong mau.

b CTX-M dwoc phat hién trong cac mau BAL FN don 1 va 1/2 mAu dom FN bang phwong phap phan tir bd sung. Mau dom FP don 1& am tinh véi CTX-M khi duwoc xét nghiém
trong qua trinh diéu tra sai I&ch. Khéng cé chiing phan lap pht hop nao dwoc FilmArray hay qRefCx ghi nhan tir cac mau bénh pham nay cé bang chirng vé hoat tinh ctia ESBL
hay s hién dién cia CTX-M.

¢ KPC dwoc phat hién trong mau bénh phdm BAL FP don Ié bang phwong phap phan t& bd sung; chiing phan lap duoc phat hién tir mau bénh phdm nay (A. baumannii) biéu
hién kha nang khang carbapenem nhwng khdng mang KPC.

4 Bang chirng v& cac yéu tb di truyén cassette clia mecA/C va/hoic SCCmec da dwoc phat hién trong ca nam mau BAL FN va ca bén miu dodm FN bing mét phwong phap
phan t& bd sung; ba trong s cac mau nay ciing cé chiing phan 1ap MRSA dwoc phat hién qua qRefCx hodc nudi cdy SOC. Bang chirng v& céc yéu tb di truyén cassette cla
mecA/C valhodc SCCmec da dwoc phat hién trong 5/6 mau BAL FP va tat ca 13 mau dom FP; chin mau cé chling phan 1ap MRSA dwoc phat hién qua qRefCx hodc nudi cay
SOC va chin mau b sung cé bang chirng v& cac yéu té di truyén cassette clia mecA/C va/hodc SCCmec bing mot phwong phap phan t&r bd sung.

© NDM dwoc phat hién trong mau FN BAL don Ié bang phwong phap phan t& bd sung; P. aeruginosa dwgc phat hién tr mau bénh pham khang v&i carbapenem nhwng chi
mang KPC. MAu xét nghiém BAL FP don 1& am tinh véi NDM khi dwoc xét nghiém béng cac phwong phap phan tir bd sung trong qua trinh diéu tra sai l&ch.

fM&u dom FP don & am tinh véi VIM khi dwoc xét nghiém bing cac phwong phap phan tir bd sung trong qua trinh didu tra sai léch.
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qRefCx da phan lap dwoc mét hodc nhiéu vi khudn gram am phu hop tir 127 trong s6 156 mau BAL va 230 trong s6 295 mau dom nhan dwoc két qua Detected (Pa
phat hién) mét loai vi khuidn gram am phu hop véi CTX-M, IMP, KPC, NDM, va VIM tir FilmArray Pneumonia Panel plus. Nham danh gia méi twong quan gitra cac
két qua xét nghiém CTX-M, IMP, KPC, NDM va VIM (Bang 25 va Bang 26) trong mau bénh phdm dwoc FilmArray Pneumonia Panel plus bao céo va két qua xac dinh
gen trong cac ching phan 1ap dwoc nudi cay t» mau bénh phdm cu thé dé, phwong phap dwoc st dung la moét xét nghiém PCR théng thudng trudc khi thye hién
gidi trinh tw hai chiéu tryc tiép trén ching phan lap.

Bang 25. Bang hiéu niang CTX-M va gen khang Carbapenem (PCR/seq trén (cac) chiing phan lap dwoc nudi cay tir mau BAL)

BAL
£ 2 f 3 5 T6ng thé
Ket qua(l\:lillrl:‘rxlrar: ;;hu hop N CTX-M IMP KPC NDM VIM (gen khéng thubc bét k)
Y PPA NPA PPA NPA PPA NPA PPA NPA PPA NPA PPA NPA
i ) 44 (121123 | o0 | 127M27 | 1M | 124126 | o0 | 127M27 | 00 | 1270127 315 118122
0L (0 G2 1 L 1271 (100%) | (98,4%) ) (100%) | (100%) | (98,4%) ) (100%) ) (100%) Ly (96,7%)
Detected (Da phét hién))® ’ ’ [56,6-100%] | [91,9-98,7%]
Phtrc hop loai Acinetobacter
w " 0 - - - - - - - - - - - -
calcoaceticus-baumannii
Phic hop loai Enterobacter 9 0/0 9/9 0/0 9/9 0/0 9/9 0/0 9/9 0/0 9/9 0/0 9/9
cloacae ) (100%) () (100%) () (100%) () (100%) () (100%) () (100%)
Escherichia coli 12 4/4 8/8 0/0 12/12 0/0 12/12 0/0 12/12 0/0 12/12 4/4 8/8
(100%) | (100%) () (100%) () (100%) () (100%) () (100%) (100%) (100%)
i 0/0 717 0/0 717 0/0 717 0/0 717 0/0 717 0/0 717
Klebsiella aerogenes Tl @ L 00%) | () | (100%) | () | (100%) | () | (100%) | () | (100%) () (100%)
i 0/0 2/2 0/0 2/2 0/0 2/2 0/0 2/2 0/0 2/2 0/0 2/2
Klebsiella oxytoca 21 0 l@oow | (o [ (100%) | () | (100%) | () | (100%) | () | (100%) () (100%)
Nhom vi khuan Klebsiella 14 0/0 14/14 0/0 14/14 0/0 14/14 0/0 14/14 0/0 14/14 0/0 14/14
pneumoniae ) (100%) () (100%) () (100%) () (100%) () (100%) () (100%)
.. 0/0 6/6 0/0 6/6 0/0 6/6 0/0 6/6 0/0 6/6 0/0 6/6
Loai Proteus 6 () | (100%) | () [ (100%) | () | (100%) | () | (100%) | () | (100%) () (100%)
Pseudomonas aeruqinosa 43 0/0 42/43 0/0 43/43 0/0 43/43 0/0 43/43 0/0 43/43 0/0 42/43
9 () | OT7%) | () [ (100%) | () | (100%) | () | (100%) | () | (100%) () (97,7%)
., 0/0 6/6 0/0 6/6 0/0 6/6 0/0 6/6 0/0 6/6 0/0 6/6
Serratia marcescens 6 () | (100%) | () | (100%) | () | (100%) | () | (100%) | () | (100%) () (100%)
M5 banh pham da vi sinh vat 28 0/0 27/28° 0/0 28/28 1/1¢ 25/274 0/0 28/28 0/0 28/28 11 24/27
=N p : ) (96,4%) ) (100%) | (100%) | (92,6%) ) (100%) ) (100%) (100%) (88,9%)

a FilmArray khong phat hién thay vi khuan phi hgp ndo trong chin mau bénh phdm bd sung, nhwng cé mét vi khuan phu hop tré 1én dwoc phan lap bang qRefCx; khdng phat hién thdy d&u hiéu khang thudc trong (céc) chiing
phan lap dwoc nudi cdy bing PCR/seq tlr cac mau bénh pham nay

b Mét ma&u bénh pham chiva hé E. cloacae va nhém K. pneumoniae dwgc phat hién bai FilmArray (Phirc hop lodi E. cloacae dwoc phan lap bang qRefCx; khang phat hién thdy CTX-M trong chiing phan lap nay PCR/seq)

¢ Phirc hop loai E. cloacae va P. aeruginosa dwoc phat hién béi FilmArray va dwoc phan lap bang qRefCx (phat hién thdy KPC tir chiing phan Iap E. cloacae bing PCR/seq)

4 Mot mau bénh pham chira phirc hop lodi A. calcoaceticus-baumannii phirc tap va K. pneumoniae nhém dwoc phat hién bai FilmArray (Phtrc hop loai A. calcoaceticus-baumannii dwgc phan lap bang qRefCx; khéng xac dinh
thay KPC trong chiing phan lap nay bang PCR/seq); mét mau bénh pham chira loai Proteus va P. aeruginosa dugc phat hién bai FilmArray (P. aeruginosa dwgc phan |ap bing qRefCx; khdng phat hién thdy KPC trong chiing
phan lap nay bing PCR/seq)
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Bang 26. Bang hiéu nang CTX-M va gen khang Carbapenem (PCR/seq trén (cac) chiing phan lap dwoc nudi cay tir mau dom)

- ——

Téng thé
K&t qua vi khudn phihop | N e IMP A Aol L (gen khéng thubc bét ky)
PPA | NPA | PPA | NPA | PPA | NPA | PPA | NPA | PPA || NPA PPA NPA
Téng thé 9/111® 2141219
T I N 2s0| 34 | 221228 | a1 220220 | si6 | 223224 | o0 | 2301230 | 4m | 2200220 | 2L il
e T (75.0%) | (97.8%) | (100%) | (100%) | (833%) | (99.6%) | () | (100%) | (100%) | (100%) | o Gerd, | o BFEE,
Phurc hop loai Acinetobacter | . | 010 555 0/0 5/5 0/0 5/5 0/0 5/5 0/0 5/5 0/0 5/5
calcoaceticus-baumannii 0 Laoow | ¢ |aoow | @ | 00w | ¢ | @doow) | | (100%) ) (100%)
Phurc hop loai Enterobacter | 74 | 0I0 77 0/0 777 0/0 777 0/0 777 0/0 777 010 777
cloacae 0 Laoow | ¢ | aoow | @ | 00w | ¢ | @doow) | | (100%) ) (100%)
— 7 919 0/0 10/10 | 0/0 10/10 | 0/0 10/10 | 0/0 1010 7 9/9
Escherichia coli 01 (100%) | (100%) | () | 100%) | () | (100%) | o | (00%) | ) | (100%) (100%) (100%)
) 0/0 33 0/0 33 0/0 33 0/0 33 0/0 33 0/0 33
Klebsiella aerogenes 31 (@ laoow | () | (100%) | () | (100%) | () | (100%) | () | (100%) ) (100%
: 0/0 4/4 0l0 4/4 0l0 4/4 010 4/4 010 4/4 010 4/4
Klebsiella oxytoca 4 () | (100%) | () | (100%) | () | (100%) | () | (100%) | () | (100%) () (100%)
Nhém vi khuan Kiebsiella IR ETE 2020 | 00 | 21721 7 2020 | 0/0 | 2121 00 | 21721 272 19/19
preumoniae (100%) | (100%) | () | (100%) | (oo%) | 100%) | ) | (100%) | ) | (oo%) | (100%) (100%)
L oai Profous s | oo 6/6 0/0 6/6 0/0 6/6 0/0 6/6 0/0 6/6 0/0 6/6
() (100%) () (100%) () (100%) () (100%) () (100%) () (100%)
Poudomonas aercimoss s | O/ 6567 | 00 | 68/68 | O/ 67/67 | 000 | 68/68 | 000 | 68068 012 64/66
9 ©%) | ©@70%) | | 100%) | ©%) | (100%) | ¢ | @doow) | | (100%) (0%) (97.0%)
Somatia marcecoons e | 00 14/14 7 13/13 | 000 1414 | 00 1414 | 000 14/14 17 1313
() | (100%) | (100%) | (100%) | ) | (100%) | ) | @doo%w) | () | (100%) |  (100%) (100%)
e o oA daviernvat | o2 | V1| 88919 | 00 | 9202 | 44" | 87/88 | 00 | 9202 | /0 | 9101 5/5 84/87
enh p : (100%) | 96,7%) | () | (100%) | (100%) | ©8.9%) | () | (100%) | (100%) | (100%) |  (100%) (96,6%)

a FilmArray khong phat hién thay vi khu&n phi hgp nao trong 19 mau bénh phadm bd sung, nhwng cé mét vi khuan phi hop tré Ién duoc phan lap bing qRefCx; PCR/seq phat hién CTX-M trong mét mau bénh pham (E. Coli
phan lap bang qRefCx), nhwng khdng phat hién thay d4u hiéu khang thudc trong (céc) chiing phan lap dwoc nudi cdy bing PCR/seq tir cac mau bénh pham nay

> Mét mau bénh pham c6 sw hién dién cia gen AMR kép (KPC va VIM)

© Chung phan lap A. calcoaceticus-baumannii khéng dwgc qRefCx phat hién trong mét mau bénh pham

4 Chaing phan Iap E. cloacae khong dwoc gRefCx phét hién trong mot mau bénh pham

e Chaing phan Iap S. marcescens khong duwoc gRefCx phéat hién trong mét mau bénh pham

f E. coli va P. aeruginosa dwgc phat hién b&i FilmArray va dwoc phan lap bing gRefCx (CTX-M dwoc phét hién trong chiing phan lap E. coli bdng PCR/seq)

9 M6t mAu bénh pham chira phirc hop loai A. calcoaceticus-baumannii, nhém K. pneumoniae, loai Proteus va P. aeruginosa dwgc phat hién béi FilmArray (nhém K. pneumoniae va P. aeruginosa dwoc phan |ap bang gRefCx;
khadng phat hién thdy CTX-M & ca hai chiing phan lap nay bang PCR/seq); mét mau bénh phdm chira E. coli, nhém K. pneumoniae va P. aeruginosa dwoc phat hién béi FilmArray (E. coli va P. aeruginosa dwgc phan lap
béng qRefCx; khong phat hign thdy CTX-M & ca hai chiing phan 1ap nay PCR/seq); mét m&u bénh phdm chira loai Proteus va P. aeruginosa duwoc phat hién bdi FilmArray (P. aeruginosa dwgc phan 1ap bing qRefCx; khong
phat hién thdy CTX-M trong chling phan Iap nay bang PCR/seq)

" M6t mau bénh pham chiva E. coli va nhém K. pneumoniae dwoc phat hién béi FilmArray va phan 1ap bang qRefCx (phat hién thady KPC trong chiing phan 1ap K. pneumoniae bang PCR/seq); mét mau bénh pham chira
P. aeruginosa va S. marcescens dwoc phat hién bdi FilmArray va dwoc phan lap bang qRefCx (phat hién thdy KPC trong chling phan lap S. marcescens bang PCR/seq); mét mau bénh phdm chira phirc hop loai
A. calcoaceticus-baumannii, K. aerogenes, nhém K. pneumoniae va P. aeruginosa dwoc phat hién béi FilmArray (A. calcoaceticus-baumannii, K. pneumoniae va P. aeruginosa dwoc phan 1ap bang qRefCx; phat hién thay
KPC trong ching phan 1ap K. pneumoniae béng PCR/seq); mot mAu bénh pham chira phirc hop lodi A. calcoaceticus-baumannii, nhém K. pneumoniae, loai Proteus va P. aeruginosa duwoc phat hién béi FilmArray
(K. pneumoniae va P. aeruginosa dwoc phan lap bing qRefCx; phat hién thay KPC trong chiing phan Iap K. pneumoniae bing PCR/seq)

M6t mau bénh phdm nhém K. pneumoniae va P. aeruginosa dwoc phat hién béi FilmArray (P. aeruginosa dwoc phan lap bang qRefCx; khong phat hién thay KPC trong chiing phan 1ap nay bang PCR/seq)

i Mt mau bénh pham chira phirc hop lodi A. calcoaceticus-baumannii, K. aerogenes, nhém K. pneumoniae va P. aeruginosa dwgc phat hién béi FilmArray (A. calcoaceticus-baumannii, K. pneumoniae va P. aeruginosa
dwoc phan lap bang qRefCx; phat hién thdy VIM trong chling phan Iap P. aeruginosa bang PCR/seq)
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RFIT-ASY-0142
REF RFIT-ASY-0143

qRefCx da phan lap dwoc mot hodc nhiéu vi khuan gram am phu hop tir 79 trong s6 94 m&u BAL va 131 trong s6 196 mau dom nhan duwoc két qua Detected (Pa
phat hién) mét loai vi khuan gram am phu hop véi OXA-48-like tir FilmArray Pneumonia Panel. Phwong phap dwoc st dung dé danh gia mébi twong quan gitva cac
két qua xét nghiém OXA-48-like (Bang 27 va Bang 28) trong mau bénh pham dwoc FilmArray Pneumonia Panel bao céo va két qué xac dinh gen trong cac chiing
phan 1ap dwoc nudi cay tr mau bénh phadm cu thé doé 1a mot xét nghiém PCR thong thuéng trude khi thwe hién gidi trinh tw hai chiéu truc tiép trén ching phan l1ap.

Bang 27. Bang hiéu nang OXA-48-like (PCR/seq trén (cac) chiing phan lap dwgc nuéi cay tir mau BAL)

BAL

5 . Ty 1é hoa hop phan tram dwong tinh Ty lé hoa hop phan tram am tinh
Két qua vi khuan phu hop

TP/(TP + FN) % 95%ClI TN/(TN + FP) % 95%ClI
L?ﬁgjgne phil hop bét ky Detected (D4 phét hién)) e - - s | e
Phtrc hop loai Enterobacter cloacae 0/0 — — 10/10 100 72,2-100%
Escherichia coli 0/0 - - 13/13 100 77,2-100%
Klebsiella aerogenes 0/0 - - 77 100 64,6-100%
Klebsiella oxytoca 0/0 - - 3/3 100 43,9-100%
Nhém vi khuan Klebsiella pneumoniae 0/0 - - 15/15 100 79,6-100%
Loai Proteus 0/0 - - 6/6 100 61,0-100%
Serratia marcescens 0/0 - - 8/8 100 67,6—100%
MA&u bénh pham da vi sinh vat 0/0 - - 17117 100 81,6-100%

Bang 28. Bang hiéu nang OXA-48-like (PCR/seq trén (cac) chiing phan lap dwoc nudi cay tir mau dom)

o |

’ . . Ty lé hoa hop phan tram dwong tinh Ty lé hoa hop phan tram am tinh
Ket qua vi khuan phu hop

TP/(TP + FN) % 95%ClI TN/(TN + FP) % 95%ClI
(1\-/7';%;2: phu hop bt ky Detected (D4 phét hién) a - - USRI O el
Phirc hop loai Enterobacter cloacae 0/0 - - 9/9 100 70,1-100%
Escherichia coli 0/0 - - 17117 100 81,6-100%
Klebsiella aerogenes 0/0 - - 4/4 100 51,0-100%
Klebsiella oxytoca 0/0 - - 5/5 100 56,6—100%
Nhom vi khuan Klebsiella pneumoniae 0/0 - - 25/25 100 86,7-100%
Loai Proteus 0/0 - - 9/9 100 70,1-100%
Serratia marcescens 0/0 - - 25/25 100 86,7-100%
M&u bénh pham da vi sinh vat 0/0 - - 37/37 100 90,6-100%
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RFIT-ASY-0143

qRefCx da phan lap S. aureus t¥ 75/116 mau BAL va 154/204 mau d&m da nhan dwoc két qua Staphylococcus aureus Detected (Pa phat hién) trén FilmArray
Pneumonia Panel plus. Nhdm danh gia méi twong quan gira cac két qua xét nghiém mecA/C va MREJ (Béng 29 va Bang 30) trong mau bénh phadm duoc FilmArray
Pneumonia Panel plus bao céo vé&i két qua xac dinh gen trong cac chiing phan Iap dwoc nudi cay tir mau bénh phdm cu thé do, phwong phap dwoc siv dung 1a mét
xét nghiém PCR théng thwdng trwde khi thue hién gidi trinh tw hai chiéu trwc tiép trén ching phan lap.

Bang 29. Bang hiéu nang 3x3 ciia mecA/C va MREJ (qRefCx & PCR/seq trén (cac) chiing

phan lap dwoc nuéi cly tir cac mau BAL)

phan 13p dwoc nubi cly tir cac mau dom)

Bang 30. Bang hiéu nang 3x3 cua mecA/C va MREJ (qRefCx & PCR/seq trén (céc) chung

gRefCx: S. aureus gRefCx: S. aureus
S. aureus S. aureus
PCR/seq: mecA/C PCR/seq: mecA/C
mecA/C va MREJ mecA/C va MREJ
Org+/Res+ Org+/Res- Org- Tdng céng Org+/Res+ Org+/Res- Org- Tdng céng
Org+/Res+ 19 2 25 46 Org+/Res+ 58 4 45 107
Két qua Org+/Res- 1 24 45 70 Két qua Org+/Res- 0 49 48 97
P ey Org- 0 1 729 730 P ey Org- 0 1 631 632
Téng cong 20 27 799 846 Tong cong 58 54 724 836
o Ty Ié hoa o o o Ty Ié hoa o o
Hiéu nang hop % 95%Cl Hiéu nang hop % 95%Cl
Org+/Res+ 19/20 95,0% 76,4-99,1% Org+/Res+ 58/58 100% 93,8-100%
Org+/Res- 24/27 88,9% 71,9-96,1% Org+/Res- 49/54 90,7% 80,1-96,0%
Org- 729/799 91,2% 89,1-93,0% Org- 631/724 87,2% 84,5-89,4%
Dién giai PPA NPA Ty 1¢ méc Dién giai PPA NPA Ty 1¢ méc
bénh bénh
19/20 799/826 46/846 58/58 729/778 107/836
MRSA MRSA
(95,0%) (96,7%) (5,4%) (100%) (93,7%) (12,8%)
24/27 773/819 70/846 49/54 734/782 97/836
MSSA MSSA
(88,9%) (94,4%) (8,3%) (90,7%) (93,9%) (11,6%)
46/47 729/799 116/846 111/112 631/724 204/836
S. aureus S. aureus
(97,9%) (91,2%) (13,7%) (99,1%) (87,2%) (24,4%)
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Két qua bao cao CTX-M clia FilmArray Pneumonia Panel plus ciing dwoc so sanh véi cac phwong phap xét nghiém hoat tinh B-lactamase phd rong (ESBL) kiéu hinh
tiéu chuan dwoc thyc hién song song v&i qRefCx. Phong xét nghiém tham chiéu trung tdm chi bao cao hoat tinh ESBL kiéu hinh tiéu chuan cta E. coli va loai

Klebsiella.

Trong sb6 156 mau BAL nhan duoc két qua Detected (D4 phat hién) it nhat mot vi khudn gram am phu hop tir FilmArray Pneumonia Panel plus, 53 mau nhan dwoc
két qua Detected (Da phat hién) dbi véi E. coli, K. oxytoca valhodc K. pneumoniae; qRefCx da phan lap E. coli, K. oxytoca va/hodc K. pneumoniae tir 43 mau bénh
phdm nay. Trong s 295 mau d&m nhan dwoc két qua Detected (Pa phat hién) it nhat mot vi khudn gram am phu hop tir FilmArray Pneumonia Panel plus, 114 mau
nhan duwoc két quéd Detected (Da phat hién) dbi véi E. coli, K. oxytoca va/hoac K. pneumoniae; qRefCx da phan lap E. coli, K. oxytoca va/hodc K. pneumoniae tir 71
mau bénh pham nay. Méi twong quan gitra két qua bao cdo cla FilmArray Pneumonia Panel plus v& CTX-M trong mét mau bénh phdm cu thé so véi két qua AST
kiéu hinh cta cac ching phan lap dwoc phat hién tlr cing mét mau bénh phdm dwoc phan chia thanh cac tAng khac nhau theo tirng sinh vat phu hop di kém trong

Bang 31 va Bang 32.

Bang 31. Bang hiéu nang CTX-M (so sanh v&i cac phwong phap AST kiéu hinh déi véi cac mau bénh pham BAL)

BAL

. . Ty Ié hoa hop phan tram dwong tinh Ty Ié hoa hop phan tram am tinh
Ket qua vi khuan phu hop
TP/(TP + FN) % 95%CI TN/(TN + FP) % 95%CI
Téng thé
(vi khudn phil hop bét ky Detected (D4 phat hién)) 45 80,0 | 37,6-96,4% 38/38 100 | 90,8-100%
Escherichia coli 4/4 100 51,0-100% 11/11 100 74,1-100%
Klebsiella oxytoca 0/0 - - 5/5 100 56,6—100%
Nhom vi khuan Klebsiella pneumoniae 01 0 - 17117 100 81,6—-100%
M3&u bénh pham da vi sinh vat 0/0 - - 5/5 100 56,6—100%

Ty 1é hoa hop phan tram dwong tinh

Bang 32. Bang hiéu nang CTX-M (so sanh vé&i cac phwong phap AST kiéu hinh déi vé&i cac mau bénh phdm dom)

-

Ty lé hoa hop phan tram am tinh

Két qua vi khuan phu hop
TP/(TP + FN) % 95%ClI TN/(TN + FP) % 95%ClI
z\-/tl)’l:glfglf phil hop bét ky Detected (P& phat hién)) 4 57,1 | 251-84,2% 63/64 984 | 91,7-99,7%
Escherichia coli 2/3 66,7 20,8-93,9% 17117 100 81,6-100%
Klebsiella oxytoca 0/0 - - 9/9 100 70,1-100%
Nhom vi khuan Klebsiella pneumoniae 1/2 50,0 - 26/27 96,3 81,7-99,3%
MAu bénh pham da vi sinh vat 1/22 50,0 - 11/11 100 74,1-100%

a Mot mAu bénh phdm E. coli va K. oxytoca dwoc phat hién béi FilmArray va dwoc phan lap béng gRefCx (hoat tinh cia ESBL dwoc ghi nhan trong chiing phan lap E.
coli bang qRefCx AST); m6t mau bénh pham chtva E. coli va nhém K. pneumoniae dwoc phat hién bdi FilmArray (E. coli dwoc phan lap bing gRefCx va hoat tinh ESBL

duoc ghi nhan bang gRefCx AST).

BioFire® FilmArray® Pneumonia Panel plus
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Két qua bao céo gen khang carbapenem cla FilmArray Pneumonia Panel plus ciing dwoc so sanh véi cac phwong phap xét nghiém d6 man cadm kiéu hinh tiéu chuén
véi carbapenem dwoc thye hién song song véi qRefCx. Theo cac hwéng dan CLSI hién tai, d man cdm kiéu hinh tiéu chuan véi ertapenem chwa dwoc bao céo dbi
v&i phirc hop loai A. calcoaceticus-baumannii; do dé6 dd man cdm v&i carbapenem chi dya trén dd man cam véi meropenem clia sinh vat nay. Kha nang khang hoac
khang trung gian v&i ertapenem hodc meropenem tao thanh kha ndng khang carbapenem trong phan tich nay. Méi twong quan gitra két qua bao céo cta FilmArray
Pneumonia Panel plus vé cac gen khang carbapenem trong mét mau bénh pham cu thé so vé&i két qua AST kiéu hinh cla cac ching phan lap dwoc phat hién tir cung
mot mau bénh phadm dwoc phan chia thanh cac tAng khac nhau theo tirng sinh vat phi hop di kém tirBang 33 dénBang 34.

Bang 33. Bang hiéu nang IMP, KPC, NDM va VIM (so sanh véi nhivng phwong phap AST kiéu hinh cho cac mau bénh pham BAL)

R BAL
Téng thé
" .. 2 . IMP KPC NDM VIM (gen khang carbapenem
Két qua vi khuan phu hop N A4 ey
bat ky)

PPA NPA PPA NPA PPA NPA PPA NPA PPA NPA
317 109/109

Téng t@é ) 126° 0/17 109/109 3117 109/109 0/17 109/109 0/17 109/109 (17,6%) (100%)
(vi khuan phu hop bat ky Detected (P& phat hién)) (0%) (100%) | (17,6%) | (100%) (0%) (100%) (0%) (100%) Pyl [96,6—
[6,2—-41,0%] 100%]

Phtrc hop loai Acinetobacter calcoaceticus-baumannii 0 — — — — - - - - — —

, .. 0/0 9/9 0/0 9/9 0/0 9/9 0/0 9/9 0/0 9/9
Phtrc hop loai Enterobacter cloacae 9 ) (100%) ) (100%) ) (100%) ) (100%) ) (100%)
Escherichia coli 12 0/0 12/12 0/0 12/12 0/0 12/12 0/0 12/12 0/0 12/12

() (100%) () (100%) () (100%) () (100%) () (100%)
Klebsiella aerogenes 7 0/0 717 0/0 717 0/0 77 0/0 77 0/0 717
9 () (100%) () (100%) () (100%) () (100%) () (100%)
Kiebsiella oxytoca 2 0/0 2/2 0/0 2/2 0/0 2/2 0/0 2/2 0/0 2/2
() (100%) () (100%) () (100%) () (100%) () (100%)
Nhém vi khuan Klebsiella pneumoniae 14 0/0 14/14 0/0 14/14 0/0 14/14 0/0 14/14 0/0 14/14
P () (100%) () (100%) () (100%) () (100%) () (100%)
Loai Proteus 6 0/0 6/6 0/0 6/6 0/0 6/6 0/0 6/6 0/0 6/6
() (100%) () (100%) () (100%) () (100%) () (100%)
Pseudomonas aeruginosa 42 0/12 30/30 0/12 30/30 0/12 30/30 0/12 30/30 0/12 30/30
9 (0%) (100%) (0%) (100%) (0%) (100%) (0%) (100%) (0%) (100%)
Serratia marcescens 6 0/0 6/6 0/0 6/6 0/0 6/6 0/0 6/6 0/0 6/6
() (100%) () (100%) () (100%) () (100%) () (100%)
M&u bénh pham da vi sinh vat 28 0/5 23/23 3/5 23/23 0/5 23/23 0/5 23/23 3/5° 23/23
=nnh p ; (0%) (100%) | (60,0%) | (100%) (0%) (100%) (0%) (100%) (60,0%) (100%)

2 Chling phan Iap dwoc phat hién t mot mau bénh pham (P. aeruginosa) khong mang lai két qua AST hop lé trén may VITEK

b Trong ba mau bénh pham phi hop: mot mau bénh phadm chira phirc hop loai A. Calcoaceticus-baumannii va nhém K. pneumoniae dwoc phat hién bai FilmArray (A. Calcoaceticus-baumannii dwoc phan lap bing gRefCx,
kha nang khang carbapenem dwoc phat hién bang qRefCx AST, ddng thdi khéng phat hién thdy KPC trong chiing phan lap bang PCR/seq); mdt mau bénh pham chiva phirc hop lodi E. cloacae va P. aeruginosa dwoc phat
hién b&i FilmArray va dwoc phan lap bing qRefCx (kha ning khang carbapenem duwoc xac dinh trong chiing phan Iap E. cloacae bang qRefCx AST, déng thdi KPC dwoc phat hién trong chiing phan lap E. cloacae bang
PCR/seq); mot mau bénh pham chira loai Proteus va P. aeruginosa dwoc phat hién bdi FilmArray (P. aeruginosa dwoc phan lap bang gRefCx, kha nang khang carbapenem dwoc phat hién bang gRefCx AST, ddng thdi
khéng phat hién thdy KPC trong chiing phan Iap bing PCR/seq). Trong sb hai mau bénh phdm khong phu hop: mét mau bénh phdm chira phirc hop lodi A. calcoaceticus-baumannii phirc tap va P. aeruginosa dwoc phéat
hién b&i FilmArray (P. aeruginosa phan Iap bing qRefCx, khang carbapenem duwoc ghi nhan bng qgRefCx AST ddng thdi khong phat hién thdy KPC trong chiing phan lap bang PCR/seq); mét mau bénh phdm chiva E. cloacae
phtrc tap va K. aerogenes dwoc phat hién béi FilmArray (E. cloacae dwoc phan lap bang qRefCx, kha nang khang carbapenem dwoc phat hién bang gRefCx AST, dong thoi khdng phat hién thdy KPC trong chiing phan lap
béng PCR/seq).
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Bang 34. Bang hiéu niang IMP, KPC, NDM va VIM (so sanh vé&i nhivng phwong phap AST kiéu hinh cho cac mau bénh pham dom)

I —— ——,

Téng thé
K&t qua vi khuan phil hop N IMP KPC NDM VIM (gen khaggtcg)bapenem
PPA NPA PPA NPA PPA NPA PPA NPA PPA NPA
& 193/194
Téng thé a 0/35 194/194 6/35 193/194 0/35 194/194 1/35 194/194 6135., (99,5%)
: < 229 (17,1%)
j ¢ ., (1] °o y 0 ’ 0 0 (1] y 0 (1] 0, g 1=
(vi khuan phu hop bat ky Detected (Pa phat hién)) (0%) (100%) | (17,1%) | (99,5%) (0%) (100%) | (2,9%) | (100%) ; [97,1
[8,1-32,7%] 99,9%]
Phtrc hop loai Acinetobacter calcoaceticus-baumannii 5¢ 0/2 3/3 0/2 3/3 072 3/3 072 3/3 0/2 3/3
i (0%) (100%) (0%) (100%) (0%) (100%) (0%) (100%) (0%) (100%)
Phtrc hop loai Enterobacter cloacae 74 o/t 6/6 o/t 6/6 o/ 6/6 o/ 6/6 o/ 6/6
i (0%) (100%) (0%) (100%) (0%) (100%) (0%) (100%) (0%) (100%)
Escherichia coli 10 0/0 10/10 0/0 10/10 0/0 10/10 0/0 10/10 0/0 10/10
() (100%) () (100%) () (100%) () (100%) () (100%)
Klebsiella aerogenes 3 0/0 3/3 0/0 3/3 0/0 3/3 0/0 3/3 0/0 3/3
9 () (100%) () (100%) () (100%) () (100%) () (100%)
Klebsiella oxytoca 4 0/0 4/4 0/0 4/4 0/0 4/4 0/0 4/4 0/0 4/4
() (100%) () (100%) () (100%) () (100%) () (100%)
Nhém vi khun Klebsiella pneumoniae 21 0/2 19/19 1/2 19/19 0/2 19/19 0/2 19/19 1/2 19/19
P (0%) (100%) | (50,0%) | (100%) (0%) (100%) (0%) (100%) (50,0%) (100%)
Loai Proteus 6 0/0 6/6 0/0 6/6 0/0 6/6 0/0 6/6 0/0 6/6
() (100%) () (100%) (@) (100%) () (100%) () (100%)
Pseudomonas aeruginosa 67 0/16 51/51 0/16 51/51 0/16 51/51 0/16 51/51 0/16 51/51
g (0%) (100%) (0%) (100%) (0%) (100%) (0%) (100%) (0%) (100%)
Serratia marcescens 14¢ 0/1 13/13 17 13/13 0/1 13/13 0/1 13/13 17 13/13
(0%) (100%) | (100%) | (100%) (0%) (100%) (0%) (100%) (100%) (100%)
M&u bénh pham da vi sinh vat 92 0/13 79/79 4/13 78/79 0/13 79179 113 79179 4/13f 78/79
=nnhp ; (0%) (100%) | (30,8%) | (98,7%) (0%) (100%) | (7,7%) | (100%) (30,8%) (98,7%)

aChling phan |ap dwoc phat hién tr mét mau bénh pham (P. aeruginosa) khéng mang lai két qua AST hop I& trén may VITEK

b Mot m&u bénh phdm cé sy hién dién cta gen AMR kép (KPC va VIM)

© Chung phan lap A. calcoaceticus-baumannii khéng dwgc qRefCx phat hién trong mét mau bénh pham

4Chling phan Iap E. cloacae khong dwgc gRefCx phat hién trong mot mau bénh pham

© Chaing phan Iap S. marcescens khong duoc phat hién bing gRefCx trong mét mau bénh pham

fTrong bdn mau bé&nh phdm phi hop: mot mau bénh phdm chira phirc hop loai A. calcoaceticus-baumannii, K. aerogenes, nhém K. pneumoniae va P. aeruginosa dwoc phat hién béi FilmArray (A. calcoaceticus-baumannii,
K. pneumoniae va P. aeruginosa dwoc phan 1ap bang qRefCx, kha n&ng khang carbapenem duwoc xac dinh trong cé ba ching phan lap bang qRefCx AST, KPC duwoc xéc dinh trong ching phan lap K. pneumoniae bang
PCR/seq va VIM dwoc xac dinh trong chiing phan Iap P. aeruginosa bang PCR/seq); mét mau bénh pham chira phirc hop loai A. calcoaceticus-baumannii, nhém K. pneumoniae, loai Proteus va P. aeruginosa dwgc phat
hién béi FilmArray (K. pneumoniae va P. aeruginosa duwoc phan 1ap bing qRefCx, kha ning khang carbapenem dwoc xac dinh trong chiing phan 1ap K. pneumoniae bang gRefCx AST, ddng thdi phat hién thdy KPC trong
chling phan lap K. pneumoniae bing PCR/seq); mét mau bénh phdm chira E. coli va nhém K. pneumoniae dugc phat hién béi FilmArray va dwoc phan 1ap bang qRefCx (kha nang khang carbapenem duwoc xac dinh trong
chiing phan lap K. pneumoniae bang qRefCx AST, ddng thoi phat hién thay KPC trong chiing phan Iap bing PCR/seq); mét mau bénh phdm chira P. aeruginosa va S. marcescens dwgc phat hién bdi FilmArray va dwoc
phan lap bang gqRefCx (kha nang khang carbapenem dwoc xac dinh trong chliing phan lap S. marcescens béng qRefCx AST, dbng thdi phéat hién thdy KPC trong chiing phan 1ap bang PCR/seq). Trong sé chin mau bénh
pham khéng pht hop: mét mau bénh phdm chira phirc hop lodi A. calcoaceticus-baumannii va loai Proteus dwoc phat hién bdi FilmArray va dwoc phan lap bang gRefCx (kha ndng khang carbapenem dwoc xac dinh trong
chling phan lap A. calcoaceticus-baumannii bing qRefCx AST, ddng thoi khong phat hién thdy KPC trong ca hai chiing phan lap béng PCR/seq); mot mau bénh phdm chira phirc hop lodi E. cloacae va P. aeruginosa dwoc
phat hién b&i FilmArray (P. aeruginosa dwoc phan lap bing qRefCx, kha ning khang carbapenem dwoc xac dinh béng qRefCx AST, ddng thdi khéng phat hién thay KPC trong chiing phan lap béng PCR/seq); mét mau bénh
pham chtra E. coli va P. aeruginosa dwgc phat hién béi FilmArray va dwoc phan lap bang qRefCx (kha nang khang carbapenem dwoc xac dinh trong chling phan lap P. aeruginosa bing qRefCx AST, dbng thoi khong phat
hién thay KPC trong ca hai chiing phan 1ap bang PCR/seq); mét mau bénh phdm cha nhém K. pneumoniae va P. aeruginosa dwoc phéat hién béi FilmArray va dwoc phan lap béng gRefCx (kha nang khang carbapenem
duoc xac dinh trong chiing phan 1ap K. pneumoniae bing qRefCx AST, ddng thdi khong phat hién thay KPC trong ca hai chiing phan lap bang PCR/seq); mdt mau bénh pham chira loai Proteus va P. aeruginosa dwoc phat
hién béi FilmArray va dwoc phan Iap béng gRefCx (kha nang khang carbapenem duoc xac dinh trong chdng phan lap P. aeruginosa bang qRefCx AST, déng thoi khéng phat hién thay KPC trong ca hai chling phan Iap béng
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PCR/seq); mot mau bénh pham chira P. aeruginosa va S. marcescens dwoc phat hién béi FilmArray va duoc phan 1ap bing qRefCx (kha nang khang carbapenem duoc xéc dinh trong chiing phan lap S. marcescens béng
qRefCx AST, ddng thdi khong phat hién thy KPC trong ca hai chiing phan lap bang PCR/seq); mét mau bénh pham chira P. aeruginosa va S. marcescens dwgc phat hién bdi FilmArray (P. aeruginosa dwoc phan 1ap bing
qRefCx, kha nang khang carbapenem dwoc xac dinh bang gRefCx AST, ddng thdi khong phat hién thdy KPC trong ching phan lap bang PCR/seq); mét méu bénh pham chiva phirc hop loai A. calcoaceticus-baumannii,
E. coli, nhém K. pneumoniae va P. aeruginosa dwoc phat hién béi FilmArray (E. coli va P. aeruginosa dwoc phan 1ap bang qRefCx, kha ning khang carbapenem dwoc xac dinh trong chiing phan 1ap P. aeruginosa bang
qRefCx AST, déng thoi khdng phat hién thdy KPC trong ca hai chling phan lap bang PCR/seq); mot mau bénh phdm chira phirc hop loai A. calcoaceticus-baumannii, loai Proteus, P. aeruginosa va S. marcescens duoc phat
hién b&i FilmArray (Loai Proteus va P. aeruginosa dwoc phan 1ap bang qRefCx; kha ning khang carbapenem dwoc xac dinh trong chiing phan Iap P. aeruginosa béng qRefCx AST, ddng thdi khong phat hién thdy KPC trong
ca hai chiing phan lap bing PCR/seq).

Bang 35. Bang hiéu nang OXA-48-like (so sanh v&i cac phwong phap AST kiéu hinh déi véi cac mau bénh pham BAL)

BAL

o . . Ty Ié hoa hop phan tram dwong tinh Ty Ié hoa hop phan tram am tinh
Ket qua vi khuan phu hop

TP/(TP + FN) % 95%ClI TN/(TN + FP) % 95%ClI
}::2%2: phu hop bt ky Detected (D4 phét hién) e Y - g Y| Bt
Phtrc hop loai Enterobacter cloacae 0/1 0 — 9/9 100 70,1-100%
Escherichia coli 0/0 - - 13/13 100 77,2-100%
Klebsiella aerogenes 0/0 - - 77 100 64,6-100%
Klebsiella oxytoca 0/0 - - 3/3 100 43,9-100%
Nhom vi khuan Klebsiella pneumoniae 0/0 - - 15/15 100 79,6—-100%
Loai Proteus 0/0 - - 6/6 100 61,0-100%
Serratia marcescens 0/0 - - 8/8 100 67,6—100%
M&u bénh pham da vi sinh vat 0/12 0 - 16/16 100 80,6—-100%

2 Phirc hop lodi E. cloacae va K. aerogenes duoc phat hién béi FilmArray (Phirc hop loai E. cloacae dwoc phan lap béi qRefCx va kha nang khang carbapenem dwoc xac dinh béng qRefCx AST)

Bang 36. Bang hiéu nang OXA-48-like (so sanh vé&i cac phwong phap AST kiéu hinh déi véi cac mau bénh phdm dom)

I —.

’ . . Ty lé hoa hop phan tram dwong tinh Ty lé hoa hop phan tram am tinh
Ket qua vi khuan phu hop

TP/(TP + FN) % 95%ClI TN/(TN + FP) % 95%ClI
L?ﬁgjgne phti hop bét ky Detected (DA phat hién)) AL Y - U e
Phirc hop loai Enterobacter cloacae 01 0 - 8/8 100 67,6—-100%
Escherichia coli 0/0 - - 17117 100 81,6-100%
Klebsiella aerogenes 0/0 - - 4/4 100 51,0-100%
Klebsiella oxytoca 0/0 - - 5/5 100 56,6—100%
Nhom vi khuan Klebsiella pneumoniae 0/3 0 - 22/22 100 85,1-100%
Loai Proteus 0/0 - - 9/9 100 70,1-100%
Serratia marcescens 0/3 0 - 22/22 100 85,1-100%
M&u bénh pham da vi sinh vat 0/32 0 - 34/34 100 89,8-100%
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aMat mAu bénh pham chira E. coli va nhém K. pneumoniae dwoc phat hién bdi FilmArray va phan lap bang qRefCx (kha nang khang carbapenem duoc xac dinh trong chding phan Iap nhém K. pneumoniae
béng gRefCx AST); mot mau bénh phdm chira K. aerogenes va nhém K. pneumoniae dwoc phat hién béi FilmArray (Nhém K. pneumoniae dwoc phan lap béi qRefCx va kha néng khang carbapenem
dwoc xac dinh bing qRefCx AST); mdt mau bénh pham chira nhém K. pneumoniae va loai Proteus dwoc phat hién bdi FilmArray (Nhém K. pneumoniae dwgc phan Iap béng qRefCx va kha nang khang
carbapenem dwoc xac dinh bang qRefCx AST)
Két qua bao cdo mecA/C va MREJ cla FilmArray Pneumonia Panel plus cling dwoc so sanh véi cac phwong phap xét nghiém dé man cam kiéu hinh tiéu chuan voi
cefoxitin dwoc thwe hién song song véi gRefCx. Méi twong quan gitra két qua bao cdo mecA/C va MREJ clia FilmArray Pneumonia Panel plus trong mot mau bénh
pham cu thé so v&i két qua AST kiéu hinh cla cac chiing phan 1ap dwoc phat hién tir cing mét mau bénh phdm dwoc thé hién trong Bang 37 va Bang 38.

Bang 37. Bang hiéu nang 3x3 cua mecA/C va MREJ (qRefCx & AST kiéu hinh trén (cac) ching Bang 38. Bang hiéu ning 3x3 clia mecA/C va MREJ (qRefCx & AST kiéu hinh trén (céc) chiing

phan lap dwoc nuéi cay tir cac mau BAL) phan lap dwoc nuéi cay tir cac mau dom)
qRefCx: S. aureus qRefCx: S. aureus
S. aureus P B e ” S. aureus P B e ”
AST kiéu hinh qRefCx: man cam véi cefoxitin AST kiéu hinh qRefCx: man cam véi cefoxitin
mecA/C va MREJ mecA/C va MREJ
Org+/Res+ Org+/Res- Org- Téng cong Org+/Res+ Org+/Res- Org- Tbng cong
Org+/Res+ 18 3 25 46 Org+/Res+ 59 3 45 107
Két qua Org+/Res- 1 24 45 70 Két qua Org+/Res- 1 48 48 97
P ey Org- 0 1 729 730 P ey Org- 0 1 631 632
Téng cong 19 28 799 846 Téng cong 60 52 724 836
N Ty lé hoa ., 3 N Ty lé hoa ., 3
Hiéu nang hop % 95%Cl Hiéu nang hop % 95%Cl
Org+/Res+ 18/19 94,7% 75,4-99,1% Org+/Res+ 59/60 98,3% 91,1-99,7%
Org+/Res- 24/28 85,7% 68,5-94,3% Org+/Res- 48/52 92,3% 81,8-97,0%
Org- 729/799 91,2% 89,1-93,0% Org- 631/724 87,2% 84,5-89,4%
Dién giai PPA NPA Ty 1& mic Dién giai PPA NPA Ty 1¢ méc
bénh bénh
18/19 799/827 46/846 59/60 728/776 107/836
MRSA MRSA
(94,7%) (96,6%) (5,4%) (98,3%) (93,8%) (12,8%)
24/28 772/818 70/846 48/52 735/784 97/836
MSSA MSSA
(85,7%) (94,4%) (8,3%) (92,3%) (93,8%) (11,6%)
46/47 729/799 116/846 111/112 631/724 204/836
S. aureus S. aureus
(97,9%) (91,2%) (13,7%) (99,1%) (87,2%) (24,4%)
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Hiéu nang khoang cta FilmArray Pneumonia Panel plus d6i v&i mau BAL (Bang 39) va mau dom (Bang 40) so v&i phép
so sanh xét nghiém phan t& dinh lwgng (qMol). Cac gia tri qMol dwoc chia thanh cac pham vi mét logarit twong (rng véi
cac khoang ban dinh lwong ctia FilmArray Pneumonia Panel plus. Mi quan hé gira cac khodng dinh lwong gqMol trong cac
ban sao/mL va phép dinh lwgng nudi cdy truyén théng trong CFU/mL van chwa dwoc xac dinh.

Bang 39. Hiéu nidng tdng thé cta khoang trén FilmArray Pneumonia Panel plus déi véi cac mau BAL (qMol)

BAL
Gia tri chia theo khoang ND dén . a
. qMol® <1035 10°4,0 1075,0 1076,0 210~7,0 Téng céng
(ban sao/mL) ?

g ND 12025 35 5 0 2 12067
§ g 107 47 48 21 0 117
g 1015 5 23 57 22 2 109
g g 106 3 3 29 40 13 88
~ 2107 2 0 4 41 112 159

48/109 57/116 40/103 112/130
% phi hop 12((19295/51;?82 (44,0%) (49,1%) (38,8%) (86,2%) 12540
’ 2571458 (56,1%)

a Cac 6 dwoc t6 bong chi ra két qua dwoc coi la phu hop gitka FilmArray Pneumonia Panel va gMol.

_________________om |

Bang 40. Hiéu nang tdng thé cua khoang trén FilmArray Pneumonia Panel plus déi v&i cac mau dom (qMol)

Phar(rggr: g;éofgf')m'a Z‘?O‘Eg’"s 1074,0 1015,0 10%6,0 21077,0 Téng cong
g ND 11392 85 17 2 11498
iz 1074 79 87 41 7 214
z§ 10%5 12 33 104 43 5 197
£ 10% 2 4 39 88 41 174
g 1087 0 1 44 288 337

87/209 1041202 88/184 288/336
% phis horp 11?392121 0}389 (41,6%) (51,5%) (47,8%) (67,9%) 12420
’ 567/931 (60,9%)

2 Cac 6 dwoc té bong chi ra két qua dwoc coi la phu hop gitra FilmArray Pneumonia Panel va gMol.

Hiéu nang khoang ctia FilmArray Pneumonia Panel so véi phép dinh lwong bdng gRefCx dwoc thé hién tlr Bang 41 dén
Bang 52 cho cac mau BAL va mau dom. D liéu thé hién hiéu ndng tdng thé, ciing nhw dbi véi mot sb sinh vat riéng 1&.
Trong nhirng bang nay, cac gia tri dwoc bao cao theo két qua nudi cdy dwoc chia thanh cac pham vi. Két qua khodng trén
FilmArray Pneumonia Panel plus dwoc coi 1a pht hop néu gia tri nudi cdy nam trong 0,5 logarit cGa ranh gi¢i khodng. Vi
du, khodng 105 cuia FilmArray Pneumonia Panel plus (10°4,5-10"5,5) phu ho'p vé&i pham vi nuéi cay la 1074-10%6 CFU/mL.

Bang 41. Hiéu ning tdng thé cua khoang trén FilmArray Pneumonia Panel plus ddi véi cac mau BAL (qRefCx)

BAL
Pham vi gia tri qRefCx . . 1074,0 dén 10%5,0 dén 106,0 dén
' [cgU/mi_? Z‘?Ofgns 12’;33,? 463" <1075,0 <1016,0 <1077,0 21017,0
(Kh?é'lg FilmArray (ND)’ (107 4’) (1074 hoac (1075 hoac (1076 hoac (21077)
da tién lwong) 1075) 1076) 1077)
3 ND 12202 1 2 0 0 0
2 10M4 116 1 B 0 0 0
g 1075 90 10 1 0 1 0
g g 106 61 10 17 2 1 0
g >10°7 61 10 36 32 1 12
1220212 1132 14/69 2/34 1213 12112
% phi hop (:7’4%?30 (3,1%) (20,3%) (5,9%) (92,3%) (100%)
41/160 (25,6%)
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Bang 42. Hiéu nidng tdng thé cta khoang trén FilmArray Pneumonia Panel plus d6i v&i cac mau dom (qRefCx)

om0 ]

Pham vi gia tri qRefCx R R A 1074,0 dén 1075,0 dén 1046,0 dén
[CFUImL] :'1%,‘\’:'; 1°< 1%,? 4":" <1045,0 <10%6,0 <10A7,0 21077,0
(Khoang FilmArray (ND), (10~ 4’) (104 hoac (1075 hoac (10”6 hoac (=21077)
da tién lvong) 105) 1076) 1017)

7 ND 11596 4 6 2 0 1

E £ 1004 193 14 9 0 0 0

T g 1015 139 19 28 14 1 0

o

£ 3 10% 94 19 36 21 4 1

o =

S 21007 121 8 88 53 49 20

14164 371167 35/90 53/54 20/22
% phit hop 11?:5‘3/51;1)43 (21,9%) (22,2%) (38,9%) (98,1%) (90,9%)
’ 159/397 (40,1%)

Bang 43. Hiéu nidng tdng thé cla khoang H. influenzae trén FilmArray Pneumonia Panel plus dbi véi cac mau BAL (qRefCx)

BAL
Pham vi gia tri qRefCx . . 1074,0 dén 1075,0 dén 1016,0 dén
' [ClgUlm.L? :‘:)Ofgl 1‘1’;%',? 4":“ <1045,0 <10%6,0 <1047,0 21047,0
(Kh?él"lng FilmArray (ND), (100 4’) (1074 hoac (1075 hoac (1076 hoac (21077)
da tién lvong) 1015) 1076) 1017)
3 ND 764 0 0 0 0 0
§ g 10°4 17 0 0 0 0 0
T3 10%5 12 0 0 0 0 0
g5 10%6 13 2 0 0 0 0
3L
~ 2107 30 0 2 5 0 1
0/2 0/2 0/5 0/0 11
% phii hop z:;‘fﬁj (0%) (0%) (0%) B (100%)
1/10 (10,0%)

Bang 44. Hiéu nang tdng thé cua khoang H. influenzae trén FilmArray Pneumonia Panel plus déi v&i cac mau dom (qRefCx)

- e ]

Pham vi gia tri qRefCx . A < 10%4,0 dén 1045,0 dén 1076,0 dén
[CFU/mL] :‘?Ofgl 1°< 13;)’,? 4"3" <1045,0 <10%6,0 <10A7,0 21077,0
(Khoang FilmArray (ND), (10/\4,) (104 hoac (1075 hoac (10”6 hoac (21077)
da tién luong) 10°5) 10%6) 1077)
5 ND 727 0 1 1 0 0
é £ 1074 21 0 0 0 0 0
T3 10%5 19 0 0 1 0 0
2c A
58 10%6 13 0 1 0 0 0
o =
= 21007 38 0 10 2 2 0
0/0 012 114 2/2 0/0
% phut hop gg’:}‘; () (0%) (25,0%) (100%) ()
e 3/18 (16,7%)
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Bang 45. Hiéu néng tdng thé cua khoang P. aeruginosa trén FilmArray Pneumonia Panel plus déi v&i cac mau BAL (qRefCx)

BAL
Pham vi gia tri qRefCx A A A 1074,0 dén 1075,0 dén 1046,0 dén
[CFUImL] Z'?Ofgns 1°< 13;’,? 4":" <1045,0 <10%6,0 <10A7,0 21077,0
(Khoang FilmArray (ND)’ (10/\4’) (104 hoac (105 hoac (10”6 hoac (=21077)
d tien lwong) 1075) 1076) 1077)
7 ND 772 0 0 0 0 0
&E' £ 1004 12 0 1 0 0 0
L g 1005 14 2 1 0 0 0
o
53 10%6 5 1 2 1 1 0
o =
> 21077 7 1 11 12 1 2
0/4 215 113 212 212
% phi hop 7;52/:;0 (0,0%) (13,3%) (7,7%) (100%) (100%)
(95,3%) 7/36 (19,4%)

Bang 46. Hiéu ning tdng thé cla khoang P. aeruginosa trén FilmArray Pneumonia Panel plus d6i v&i cac mau dom (qRefCx)

- & ]

Pham vi gia tri qRefCx . A < 1074,0 dén 1045,0 dén 1076,0 dén
[CFU/mL] :‘?O‘E'; 1°< 13;)’,? 4"3" <105,0 <10%6,0 <1047,0 21017,0
(Khoang FilmArray (ND)’ (10/\4,) (1074 hoac (1075 hoac (1076 hoac (21077)
da tién lvgng) 1015) 1076) 1077)
7 ND 673 2 1 0 0 0
&E' £ 10%4 16 3 1 0 0 0
T3 10%5 17 3 6 2 0 0
2 < A
58 1076 12 4 8 3 1 0
< 21007 12 3 26 19 18 6
3115 7142 524 1919 6/6
% phill hop 6;;’;’30 (20,0%) (16,7%) (20,8%) (100%) (100%)
(92,2%) 40/106 (37,7%)

Bang 47.Hiéu ning téng thé ctia khoang S. aureus trén FilmArray Pneumonia Panel plus d6i v&i cac mau BAL (qRefCx)

BAL
Pham vi gia tri qRefCx . A < 10%4,0 dén 1045,0 dén 1076,0 dén
[CFU/mL] :‘?O‘E’; 1°< 13;)’,? 4"3" <1045,0 <10%6,0 <10A7,0 21077,0
(Khoang FilmArray (ND), (10/\4,) (104 hoac (1075 hoac (10”6 hoac (21077)
da tién luong) 1075) 10%6) 10A7)
5 ND 729 1 0 0 0 0
55 E 1074 33 0 0 0 0 0
T3 10%5 23 3 0 0 0 0
(<))
53 10%6 13 2 7 1 0 0
o =
= >10°7 1 5 12 8 5 3
011 0/19 119 5/5 3/3
o G 792:”;;9 (0,0%) (0,0%) (11,1%) (100%) (100%)
(91,2%) 9/47 (19,1%)
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Bang 48. Hiéu nang tong thé cua khoang S. aureus trén FilmArray Pneumonia Panel plus déi v&i cac mau dom (qRefCx)

- e ]

Pham vi gia tri qRefCx A A A 1074,0 dén 1075,0 dén 1046,0 dén

[CFUImL] Z'?Ofgns 1°< 13;’,? 4":" <1045,0 <10%6,0 <10A7,0 21077,0
(Khoang FilmArray (ND)’ (10/\4’) (104 hoac (105 hoac (10”6 hoac (=21077)
da tien lwong) 1075) 10%6) 1047)

3 ND 631 1 0 0 0 0

g E 1004 39 1 3 0 0 0

T3 10%5 33 7 8 4 1 0

()]

5 8 10%6 12 7 13 9 1 1

o =

~ 21077 9 2 21 15 11 7

118 11/45 13/28 12113 7I8
% phis hop 6:71/;’ ;‘/’4 (5,6%) (24,4%) (46,4%) (92,3%) (87,5%)
(87,2%) 44/112 (39,3%)

Bang 49. Hiéu ning tdng thé cta khoang S. pneumoniae trén FilmArray Pneumonia Panel plus dé6i v&i cac mau BAL (qRefCx)

BAL
Pham vi gia tri qRefCx . A < 1074,0 dén 1045,0 dén 1076,0 dén
[CFU/mL] :‘?O‘E'; 1°< 13;)’,? 4"3" <105,0 <10%6,0 <1047,0 21017,0
(Khoang FilmArray (ND)’ (10/\4,) (1074 hoac (1075 hoac (1076 hoac (21077)
da tién lvgng) 1015) 1076) 1077)
5 ND 817 0 0 0 0 0
&E' £ 1074 8 1 0 0 0 0
L g 10%5 7 0 1 0 0 0
2 < A
58 10%6 5 0 1 0 0 0
> 21077 4 1 0 1 0 0
112 112 0 0/0 0/0
% phu hop ‘(*;77’18‘;1) (50,0%) (50,0%) (0,0%) (-%) (-%)
e 2/5 (40%)

Bang 50. Hiéu nang tdng thé cua khoang S. pneumoniae trén FilmArray Pneumonia Panel plus déi véi cac mau dom (qRefCx)

- e ]

Pham vi gia tri qRefCx . A < 10%4,0 dén 1045,0 dén 1076,0 dén
[CFU/mL] :‘?O‘E’; 1°< 13;)’,? 4"3" <1045,0 <10%6,0 <10A7,0 21077,0
(Khoang FilmArray (ND), (10/\4,) (104 hoac (1075 hoac (10”6 hoac (21077)
da tién luong) 1015) 10%6) 1087)
5 ND 785 0 0 0 0 0
55 2 1004 10 2 0 0 0 0
T3 10%5 8 0 2 0 0 0
(<))
53 10%6 9 1 0 0 0 0
o =
- >10°7 8 0 4 2 4 1
2/3 2/6 0/2 4/4 11
o G Z::’:;‘)’ (66,7%) (33,3%) (0,0%) (100%) (100%)
’ 9/16 (56,3%)
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Bang 51. Bang tdng hop hiéu nang khoang déi véi cac mau bénh pham BAL cua FilmArray Pneumonia Panel plus so véi qRefCx

BAL
A 1073,5 dén 10%4,0 dén 1045,0 dén 10%6,0 dén A
(K::é‘-‘r:g ;Ing::rtrqu;ﬁ% o <10%4,0 <105,0 <106,0 <1047,0 2? 0/?7’()) Téng thé
; (1074) (10”4 hoac 1075) | (1075 hodc 10”6) | (1076 hoac 1017)
Phtrc hop loai Acinetobacter 0/0 0/0 0/0 0/0 0/0 0/0
calcoaceticus-baumannii (-) (-) (-) (-) (-) (-)
Phirc hop loai Enterobacter oM 1/7 0/3 0/0 11 2/12
cloacae (0%) (14,3%) (0%) (-) (100%) (16,7%)
Escherichia coli 0/4 1/7 0/0 0/0 11 2/12
(0%) (14,3%) (-) (-) (100%) (16,7%)
Haemophilus influenzae 012 012 0’5 0/0 11 1/10
(0%) (0%) (0%) (-) (100%) (10,0%)
Klebsiella aerogenes on 12 on 2/3 0/0 37
(0%) (50,0%) (0%) (66,7%) ) (42,9%)
, 0/0 1/2 0/0 0/0 0/0 1/2
Klebsiella oxytoca ) (50,0%) ) ) (-) (50,0%)
. . , 0/5 3/5 0/0 2/2 3/3 8/15
Nhom Klebsiella pneumoniae (0%) (60,0%) ) (100%) (100%) (53,3%)
. 0/0 0/0 0/0 0/0 0/0 0/0
Moraxella catarrhalis ) ) ) ) ) )
Loai Proteus 01 11 01 11 11 3/5
(0%) (100%) (0%) (100%) (100%) (60,0%)
Pseudomonas aeruginosa 0/4 2/15 1/13 2/2 2/2 7/36
(0%) (13,3%) (7,7%) (100%) (100%) (19,4%)
Serratia marcescens on Ly on 0/0 0/0 1/6
(0%) (25,0%) (0%) ) ) (16,7%)
Staphylococcus aureus 0/11 0/19 1/9 5/5 3/3 9/47
(0,0%) (0%) (11,1%) (100%) (100%) (19,1%)
Streptococcus agalactiae 0/0 on 0/0 0/0 0/0 or
() (0%) () () ) (0%)
Streptococcus pneumoniae 12 12 on 0/0 0/0 2/
(50,0%) (50,0%) (0%) (-) ) (40,0%)
Streptococcus pyogenes 0/0 2/2 0/0 0/0 0/0 2/2
() (100%) () () () (100%)

Bang 52. Bang téng hop hié

u nang khoang ctia FilmArray Pneu

monia Panel plus

déi véi mau bénh pham dom so véi qRefCx

-

BioFire® FilmArray® Pneumonia Panel plus

A 1073,5 dén 10%4,0 dén 1045,0 dén 10%6,0 dén A
(K::é‘-‘r:g ;Ing::rtrqu;ﬁ% o <10%4,0 <105,0 <106,0 <1047,0 2? 0/?7’()) Téng thé
; (1074) (10”4 hoac 1075) | (1075 hodc 1076) | (1076 hoac 1017)
Phtrc hop loai Acinetobacter 1/5 11 0/2 3/3 0/0 5/11
calcoaceticus-baumannii (20,0%) (100%) (0%) (100%) (-) (45,5%)
Phirc hop loai Enterobacter 01 3/6 1/3 11 11 6/12
cloacae (0%) (50,0%) (33,3%) (100%) (100%) (50,0%)
Escherichia coli 2/3 113 2/5 11 2/2 8/24
(66,7%) (7,7%) (40,0%) (100%) (100%) (33,3%)
Haemophilus influenzae 0/0 012 14 212 0/0 318
(-) (0%) (25,0%) (100%) (-) (16,7%)
Klebsiella aerogenes 11 on on 11 0/0 2/4
(100%) (0%) (0%) (100%) (-) (50,0%)
Klebsiella oxytoca 1/3 0/3 2/2 11 0/0 4/9
(33,3%) (0%) (100%) (100%) ) (44,4%)
Nhoém Klebsiella pneumoniae 3/6 2 57 212 or 12/23
(50,0%) (28,6%) (71,4%) (100%) (0%) (52,2%)
Moraxella catarrhalis on on on 11 11 215
(0%) (0%) (0%) (100%) (100%) (40,0%)
Loai Proteus 0/1 5/10 2/3 11 0/0 8/15
(0%) (50,0%) (66,7%) (100%) (-) (53,3%)
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.

s 1043,5 dén 10/4,0 dén 1045,0 dén 1046,0 dén A
ramvigatiRece | Cagiag | aoso | <aveo | <o | OO rngms
; (1074) (1074 hoac 1075) | (1075 hoac 1076) | (1026 hoac 107)
Pseudomonas aeruginosa 3/15 7/42 5/24 19/19 6/6 40/106
(20,0%) (16,7%) (20,8%) (100%) (100%) (37,7%)
Serratia marcescens 0/4 4/12 3/6 4/4 (Al 12/27
(0%) (33,3%) (50,0%) (100%) (100%) (44,4%)
Staphylococcus aureus 118 11/45 13/28 12/13 7/8 44/112
(5,6%) (24,4%) (46,4%) (92,3%) (87,5%) (39,3%)
Streptococcus agalactiae 073 s on 0/0 0/0 179
(0%) (20,0%) (0%) ) ) (11,1%)
Streptococcus pneumoniae 213 2/6 012 4/4 11 916
(66,7%) (33,3%) (0%) (100%) (100%) (56,3%)
Streptococcus pyogenes 0/0 0/3 7m 7m (Al 3/6
(-) (0%) (100%) (100%) (100%) (50,0%)

M6t phan tich “th® tw xép hang” da dwoc tién hanh trén cac mau da vi sinh vat dé so sanh mirc do phong phu twong déi
cta tirng chat phan tich trong mau bénh phdm dwoc bao céo bdi gRefCx so véi thir tw dwoc bdo céo bdi Pneumonia Panel
plus. Trong phan tich nay, qRefCx da bao cdo 20 mau bénh pham c6 hai sinh vat tré [én cho mau BAL va 84 mau bénh
pham c6 hai sinh vat tr& 1&n cho mau dom. Trong cac mau bénh phdm nay, Pneumonia Panel plus d& cho két qua phu hop
v&i gRefCx vé sinh vat phong phu nhat véi ty 1& 45,0% (9/20) dbi véi mau BAL va 41,7% (35/84) dbi véi mau dom. Di voi
sinh vat c6 mirc d6 phong phu nhiéu thiv hai, FilmArray Pneumonia Panel da cho két qua phu hop véi qRefCx voi ty 1é
30,0% (6/20) dbi véi mau BAL va 26,2% (22/84) d6i véi mau dém, dong thoi cling cho két qua phu hop vai sinh vat cé mirc
dd phong phu th ba véi ty 18 7,7% (1/13) dbi véi mau BAL va 3,8% (2/52) dbi véi mau dom.

Bang 53. Sy hoa hop vé mrc dd phong phu trong cac mau bénh pham da vi sinh vat (so v&i qRefCx)

Hiéu ning xép hang

‘ Chinh xac | Téng cong % Chinh xac | Téng cong %
Phong ph nhét 9 20 45,0% 35 84 41,7%
Phong phu thr hai 6 20 30,0% 22 84 26,2%
Phong phu thr ba 1 13 7,7% 2 52 3,8%

Phan tich “Sw hoa hop vé thir hang” da dwoc thue hién trén cac mau bénh phdm da vi sinh vat dé& xac dinh kha ndng do
mirc dd phong phu twong déi ctia axit nucleic twong ddi cho mét sinh vat so véi cac sinh vat khac trong mau bénh pham
cta FilmArray Pneumonia Panel plus, so v&i qRefCx. Trong phan tich nay, cac sinh vat dwoc phat hién tlr cac mau da vi
sinh vat riéng 1& (110 mau BAL va 246 mau dom) duoc xép theo thir tw gidm dan dwa trén cac gia tri dinh lwong twong
&ng tlr qRefCx. Thi» hang do két qua khoang clia FilmArray Pneumonia Panel plus xac dinh dwoc so sanh véi thir hang
do gRefCx xac dinh. Két qua dwong tinh gia luén dwoc coi la khéng hoa hop (nghia la chi cé cac két qua xép hang chinh
xac m&i dwoc coi la hoa hop).

Bang 54. Sy hoa hop vé thir hang clia sinh vat trong cac mau bénh pham da vi sinh vat (so vé&i qRefCx); két qua dwong tinh gia dwoc coi
la khéng hoa hop

Hiéu nang xep hang
Hoa hop | Téng cong % Hoa hop | Téng cong %
Phirc hop lodi Acinetobacter calcoaceticus-baumannii 1 6 16,7% 7 25 28,0%
Phtrc hop loai Enterobacter cloacae 9 14 64,3% 9 25 36,0%
Escherichia coli 6 13 46,2% 14 39 35,9%
Haemophilus influenzae 9 47 19,1% 10 62 16,1%
Klebsiella aerogenes 4 9 44.,4% 4 9 44,4%
Klebsiella oxytoca 3 10 30,0% 5 17 29,4%
Nhém vi khuan Klebsiella pneumoniae 8 16 50,0% 15 43 34,9%
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Hiéu nang xep hang
Téng cong % Téng cong %

Moraxella catarrhalis 0 15 0,0% 3 59 5,1%
Loai Proteus 2 6 33,3% 5 20 25,0%
Pseudomonas aeruginosa 17 25 68,0% 59 107 55,1%
Serratia marcescens 5 10 50,0% 17 43 39,5%
Staphylococcus aureus 30 55 54,5% 59 141 41,8%
Streptococcus agalactiae 6 19 31,6% 10 35 28,6%
Streptococcus pneumoniae 4 23 17,4% 7 37 18,9%
Streptococcus pyogenes 1 5 20,0% 2 5 40,0%

Ty 1& thanh cong chung cutia cac xét nghiém mau bénh phdm ban dau trong nghién ctru tién cteu la 98,1% (1.764/1.798);
34 xét nghiém dworc thwe hién khdng thanh cong (hai trwdng hop xét nghiém khong day da va 32 trwong hop do 16i chirng
kiém soat). Hai xét nghiém (2/1.798; 0,1%) khdng hoan thanh trong lan chay ban dau, dan dén ty 1& thanh cong ctia may la
99,9% (1.796/1.798) dbi v&i cac xét nghiém mau bénh pham ban dau. Ca hai mau bénh phadm déu c6 thé dwoc xét nghiém
lai va cho cac két qua hop 1& chi sau mot 1an xét nghiém lai duy nhét.

Ba muoi hai (32) xét nghiém (32/1.764; 1,8%) khéng tao ra cac chirng kiém soét tii hda chat hop 1&, din dén ty Ié thanh
cbng trong chirng kiém soat tui hoa chét 1a 98,2% (1.764/1.796) dbi véi cac 1an chay da hoan thanh trong cac xét nghiém
mau bénh phdm ban dau. Hai muoi tam (28) trong s6 32 mau bénh phadm khong hop 1é cé thé duwoc xét nghiém lai; 25 mau
cho két qua chirng kiém soat hop 1é sau mot 1an xét nghiém lai, trong khi ba mau con lai khéng tao ra két qua chirng kiém
soat hop 1& sau khi xét nghiém lai va khéng thé xét nghiém lai do khéi lwgng mau khéng di; bdn mau khéng thé dwoc xét
nghiém lai do khéi lwong mau khéng du.

Ba nghién ctru bd sung cling dwoc tién hanh dé chirng minh tat c& cac khia canh cla hiéu qua Iam sang (xem Xét nghiém
mau dwoc chon trwdc va luwu trir - MERS-CoV, Xét nghiém mau dwoc chon trwdc va lwu trir - Cac mam bénh dwdng hod
hap duéi thwong gép va Xét nghiém cac mau bénh phdm duy tru sau day).

Xét nghiém mau dwoc chon trwéc va lwu triv - MERS-CoV

Mot sb chat phan tich trén FilmArray Pneumonia Panel plus, bao gém ca MERS-CoV, c6 ty 1é méc bénh th4p va khong thu
thap dwoc sé lwong da 16n trong nghién clru tién clru dé chirng minh day du hiéu nang hé théng. D& bd sung cho cac két
qua ctia nghién ctru 1am sang tién ctru, cadc mau hdi ctru dwoc chon trwde va lwu trir da dwoc tién hanh danh gia. Do cac
yéu cau vé BSL3 dé xr ly cac mau dwong tinh véi MERS-CoV, qué trinh xét nghiém cac mau lwu trir c6 chira chat phan
tich nay da dwoc thuc hién nhw moét nghién cru riéng biét. Mot bang tdng hop két qua xét nghiém cho phan con lai cta
cac mau lwu trir dwoc trinh bay trong phan Xét nghiém mau dwoc chon truéc va lwu triy - Cac mam bénh dwong hé hap
dwédi thwdng gap bén dwéi.

Trong nghién ctru nay, tdm mau phé quan phé nang (BAL) va mwoi mau dom cé két qué xét nghiém dwong tinh véi MERS-
CoV trong dot bung phat nam 2015 & Han Quéc da dwoc tién hanh danh gia bang FilmArray Pneumonia Panel plus. Xét
nghiém da dwoc thyc hién trong phong xét nghiém BSL3 tai Bénh vién Dai hoc Quéc gia Seoul (Seoul, Han Quéc). Khi
hoan thanh xét nghiém, mét mau BAL da bi loai do cho két qud MERS-CoV Equivocal (Khéng rd rang) ma khong thé xét
nghiém lai do khéng di lvgng mau.

FilmArray Pneumonia Panel plus da cho ty 1& hoa hop phan tram dwong tinh (PPA) 100% véi két qua xét nghiém trudc dé
cho MERS-CoV déi v&i ca BAL va dom. NPA khéng dugc danh gia trong nghién cu nay. Hiéu ndng xét nghiém MERS-
CoV dwoc thé hién trong Bang 55.
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Bang 55. Bang tdng hop di¥ liéu hiéu ndng xét nghiém mau bénh pham MERS-CoV da lwu triv ctia FilmArray Pneumonia Panel plus

e A
_ TRITP+FN) | % 95%

BAL
MERS-CoV | 717 | 100 | 646-100
bom
MERS-CoV | 1010 | 100 | 723-100

Xét nghiém mau dwoc chon trwéc va lwu trivr - Cac mam bénh dwong hd hap
dwéi thwong gap

M6t sb chat phan tich trén FilmArray Pneumonia Panel plus cé ty 1& méc bénh thap va khéng thu thap duwoc sb lwong da
I&n trong nghién ctru tién ctru dé& chirng minh day da hiéu ndng hé théng. Bé bé sung cho cac két qua cta nghién ctru [am
sang tién ctru, BioFire da tién hanh danh gia cac mau héi ciru dwoc chon trude va lwu trik.

Tbng s6 171 mau bénh phdm Iwu trir déng lanh da duoc tiép nhan dé tién hanh xét nghiém tai cac phong xét nghiém bén
ngoai. Mwoi tdm (18) mau bénh phdm cho két qua am tinh (13 mau BAL va 5 mau dom) va 153 méu (139 mau BAL va 14
mau dom) chira it nhat mot chat phan tich muc tiéu. Hai mwoi hai (22) mau bénh phdm cha hai chat phan tich muc tiéu
tr& 1én. B6 nay bao gdbm cac mau bénh phdm duwoc xac dinh la dwong tinh véi: Acinetobacter calcoaceticus-baumannii
complex, Kilebsiella aerogenes, Klebsiella oxytoca, Proteus spp., Serratia marcescens, Streptococcus pyogenes,
Chlamydia pneumoniae, Legionella pneumophila, adenovirus, metapneumovirus & nguwoi, influenza A, influenza B,
parainfluenza virus (PIV), vi rat hop bao hé hap, cac vi khudn gram am khac nhau c6 kiéu hinh B-lactamase phé rong

(ESBL), va céac vi khudn gram am khac nhau cé kiéu hinh khang carbapenem.

Truéce khi xét nghiém bang FilmArray Pneumonia Panel plus, thanh phan/tinh toan ven ctia cac mau bénh phdm truéec tién
duoc xac nhan bang cac phwong phap phan tlr xac nhan. Khi hoan thanh xét nghiém, bédn mau bénh phdm da bi loai do
céac két qua xét nghiém xac nhan khéng hop 1&; nhitng mau bénh phadm nay khéng da khéi lwong dé xét nghiém lai. Két
qua tlr 18 mau am tinh va 149 mau dwong tinh con lai (chia 173 chat phan tich) dwoc trinh bay & phan nay.

Theo bao céo clia phong xét nghiém ngudn, 117 chét phan tich twv két qua dwong tinh dw kién (117/173; 67,6%) da dwoc
xac nhan (107 trong mau BAL va 10 trong mau dom). Hon ba phan tw s chét phan tich chua dwoc xac nhan la cac mau
bénh phdm trwdc day dwoc xac dinh la dwong tinh véi vi khudn gram am biéu hién hoat tinh ESBL kiéu hinh hay
carbapenamase (44/57; 77,2%). Biéu nay da dwoc dw kién vi hoat tinh kiéu hinh nay c6 thé dwoc trao cho cac co ché thay
thé ngoai cac gen khang khang sinh dwoc phat hién trén FilmArray Pneumonia Panel. Cac mau bénh phdm cé chat phan
tich chwa dwoc xac nhan (hoac chwa dy kién) da bi loai khdi pham vi tinh toan hiéu nang cho chét phéan tich cu thé do va
két qua xét nghiém trén FilmArray dwoc bao céo riéng ré.

FilmArray Pneumonia Panel plus da thé hién ty I& hoa hop phan tram dwong tinh (PPA) 100% v&i két qua xét nghiém trwdc
do dbi voi 11 trong s6 14 chét phan tich dwoc xét nghiém trong cac mau BAL (Bang 56) va tat ca cac chét phan tich dwoc
xét nghiém trong mau dom (Bang 57). Cac két qua ngoai 1& 1a Klebsiella aerogenes, loai Proteus va RSV véi PPA l1an luot
la 50,0%, 80,0% va 93,8%, do moét két qua am tinh gia (FN) cho méi chét phan tich. Tuy PPA dbi véi hau hét cac chat phan
tich la 100% nhung trong thyc té khdng cé dd lwong mau bénh phdm duwoc xét nghiém cho tat ca, triv influenza A, virus
parainfluenza va vi rit hop bao hd hap trong mau BAL. Két qua xét nghiém mau bénh phadm dy tru da dwoc siv dung dé
chng minh hiéu nang ctia cac chét phan tich nay trong mét nghién ctru dw tri bd sung (xem Xét nghiém céc mau bénh
pham dy tru). Ty 1& hoa hop phan trdm am tinh (NPA) la 100% dbi v&i tat c& cac chat phan tich trir parainfluenza virus
trong mau BAL va influenza A trong do'm; tuy nhién, NPA dwoc danh gia k§ lwdng hon trong nghién cteu 1am sang tién curu.
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Bang 56. Bang tdng hop div liéu hiéu ning xét nghiém mau bénh pham BAL lwu triv cia FilmArray Pneumonia Panel plus

) PPA NPA
Chat phan tich
TP/(TP + FN) % 95% CI TN/(TN + FP) % 95% CI

Vi khuan dinh lwgng

i At 44 100 | 51,0-100% 53/53 100 | 93,2-100%
Klebsiella aerogenes 1/2 50,0 - 55/55 100 93,5-100%
Loai Proteus 4/5 80,0 37,6-96,4% 48/48 100 92,6-100%
Serratia marcescens 10/10 100 72,2—100% 46/46 100 92,3-100%
Streptococcus pyogenes 17 100 - 57/57 100 93,7-100%
Gen khang khang sinh

CTX-M 717 | 100 | 64,6-100% 20/29 | 100 | 88,3-100%
Vi khuan khéng dién hinh

Chlamydia pneumoniae 17 100 - 90/90 100 95,9-100%
Legionella pneumophila 11 100 - 57/57 100 93,7-100%
Virus

Adenovirus 8/8 100 67,6-100% 81/81 100 95,5-100%
Metapneumovirus & nguoi 11/11 100 74,1-100% 7777 100 95,2-100%
Cum A 21/21 100 84,5-100% 69/69 100 94,7-100%
Cum B 3/3 100 43,9-100% 86/86 100 95,7-100%
Virus parainfluenza 17117 100 81,6-100% 68/69 99 92,2-99,7%
Virus hop bao hé hap 15/16 93,8 71,7-98,9% 74/74 100 95,1-100%

Bang 57. Bang téng hop dir liéu hiéu ning xét nghiém mau bénh phdm dom lwu triv cta FilmArray Pneumonia Panel plus

Chét phan tich FPA NPA
TPI(TP +FN) % 95% CI TN/(TN + FP) % 95% CI

Vi khuén dinh lwgng
Streptococcus pyogenes | 717 | 100 | 64,6-100% | 8/8 | 100 | 67,6-100%
Gen khang khang sinh
CTX-M \ 11 | 100 | - | 12112 | 100 | 758-100%
Virus
Cam A | 212 | 100 | 342-100% | 0/1 | o | -

Xét nghiém cac mau bénh pham dw tru

Mt cubc danh gia lam sang tién ctru trén FilmArray Pneumonia Panel plus da dwoc thuc hién trong mua nhiém khuan ho
hap 2016-2017 tai mot s& phong xét nghiém 1am sang & nhiéu khu vuc dia ly khac nhau. Hon 1.600 mau bénh pham tir
céac dbi twong c6 mau bénh phdm duwoc glri di dé danh gia dic diém vé vi khuan ctia cac mam bénh dwdng hé hap dwdi
da dwoc tién hanh phan tich. Trong nghién cru tién ctiu, mot sé6 chat phan tich khéng da ty 18 mac bénh dé chirng minh
day da hiéu nang hé théng, ciing nhw cac mau dwong tinh dwoc chon trwdce, lwu trik bd sung va c6 chira cac chat phan
tich hiém, ciing da dwoc tién hanh xét nghiém. Mot sé chéat phan tich hiém dén mic ma ca cac nd lwc xét nghiém tién ciru
va xét nghiém lwu trir déu chwa dd dé chirng minh hiéu nang hé théng. Trong nghién ciru nay, cdc mau bénh phadm lam
sang dw tru dwoc tao ra dé danh gia do nhay va do dac hiéu trong cac xét nghiém cutia FilmArray Pneumonia Panel plus
dbi véi cac chéat phan tich hiém nay (Bang 58).
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Bang 58. Cac chét phan tich mau bénh pham lam sang dw tru

.
Chat phan tich
BAL Bom

Vi khuén
Phtrc hop loai Acinetobacter calcoaceticus-baumannii X
Klebsiella aerogenes X X
Klebsiella oxytoca X
Loai Proteus X
Serratia marcescens X
Streptococcus pyogenes X X
Vi khuan khéng dién hinh
Chlamydia pneumoniae
Legionella pneumophila
Mycoplasma pneumoniae X
Virus
Adenovirus X X
Metapneumovirus & nguoi X X
Cuim A X X
Cim B X X
Middle East Respiratory Syndrome Coronavirus X X
Dé&u hiéu khang khang sinh
CTX-M X X
IMP X X
KPC X X
NDM X X
OXA-48-like X X
VIM X X

Cac mau bénh phdm dw tru (N=1225) dwoc thém chuan béng cach st dung cac mau Iam sang dw duwoc sang loc trudc
day bang FilmArray Pneumonia Panel plus va dwoc phat hién am tinh dbi véi cac chat phan tich muc tiéu. Cac mau bénh
phdm dwoc thém chuén véi nhiéu loai chiing phan lap/chiing khac nhau clia mdi sinh vat & cac ndng do trai dai trén cac
pham vi gia tri dwoc ghi nhan trong cdc mau bénh pham lam sang. Cac chiing phan lap sinh vat khac nhau dwoc Iy tir
nhirng sinh vat da dung trong xét nghiém phan tich trwéc day néu co thé. Cac mau dwong tinh véi mot chat phan tich dwoc
dung lam mau am tinh cho céc chét phan tich khac.

Déi v&i phan I1&n cac chéat phan tich dwoc bao céo dinh tinh, it nhat 25 trong s cac mau dwong tinh dw tri cé néng doé chat
phan tich & mirc 2 x gi¢i han phat hién (LoD), trong khi cac mau con lai dwoc xét nghiém & cac néng dd bd sung trai dai
trong cac pham vi gia tri quan sat 1am sang. “Pham vi quan séat 1am sang” duwoc dua trén dir liéu tir cac két qua xét nghiém
dwong tinh cta FilmArray Pneumonia Panel plus trwéc day (vi du: div liéu phat hién tir cac nghién ctru tién ctvu hodc lwu
tri¥). Néu khong thé xac dinh dwoc pham vi quan sat |am sang dbi véi mot chat phan tich cu thé, cac mau bénh pham sé
dwoc thém chuén theo cac phirc hop loai sb khac nhau ctia LoD. Néu ndng do du trir cla sinh vat khéng cho phép thém
chuén & mlrc cao nhat, mirc cao nhat c6 thé dat dwoc sé dwoc st dung. Dbi véi vi khudn dwoc bao cdo cé cac gia tri chia
theo khodng, cac mau bénh pham duoc thém chuén & cac ndng dd khac nhau, bat dau chi & mirc dudi va sau dé trai dai
theo cac mirc dwoc bao céo (vi du: 1043 dén 21077 ban sao trén mililit (mL)).
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Céac mau bénh phdm dwoc chuan bi va chon ngdu nhién tai BioFire sao cho nguwdi thuc hién xét nghiém khong biét dwoc
tinh trang chét phan tich cta trng mau bénh phadm dw tri. Cac mau BAL va mau dom duwoc phan tich riéng; tuy nhién, thao
tac chuan bj va xét nghiém cho ca hai ma tran la giéng hét nhau. Cac mau bénh pham dy tri dwoc lam déng lanh, sau dé
duwoc phan phdi dén cac dia diém nghién ciru tién ciru rdi dwoc xét nghiém theo quy trinh nghién clru 1am sang tién ctu
cung v&i cac mau bénh phdm 1am sang (khéng duw tru).

Ty 1& hoa hop phan tram dwong tinh (PPA) va ty 1& hoa hop phan trdm am tinh (NPA) cla cac xét nghiém trén FilmArray
Pneumonia Panel plus dwoc xac dinh bing cach s&r dung phuong phap théng ké 14y mau nhi thire tiéu chuan. Trong nghién
ctru nay, thanh cdng dwoc dinh nghia la sw hoa hop gitra thanh phan da biét cia mau bénh phdm dw tru va két qua cta
FilmArray Pneumonia Panel plus; vi du: két qua trén FilmArray Pneumonia Panel plus b4o dwong tinh véi cac mau thém
chuén (Dwong tinh that, TP) va két qua trén FilmArray Pneumonia Panel plus bdo am tinh ddi v&i cac mau khong thém
chuén (Am tinh that, TN).

Két qua xét nghiém 1225 mau bénh pham trong nghién ciru nay dwoc téng hop trong Bang 59 déi véi mau BAL va Bang
60 ddi véi mau dom dudi day.

Phan I6n cac chat phan tich & ca hai loai mau déu dat dwoc muc tiéu hiéu ndng la 90% PPA véi gi¢i han thap hon 80%
ctia 95% Cl va 98% NPA véi gi¢i han 95% thap hon ctia 95% Cl. C4c trwdng hop ngoai 1é 14 influenza A dwoc thém chuén
vao mau BAL va Klebsiella aerogenes dwoc thém chuan vao mau BAL va mau dom. Influenza A dwoc thém chuén vao
BAL cho két qua 86% PPA, mét phan 1a do hai mau nhiém bj bd sét & mirc 0,2 x LoD va hai mau nhiém bj bé sét niva &
mirc 2 x LoD tlr mét ching cé thé da dwoc dinh lwong dwdi mre thwe. Tuy nhién, cac muc tiéu xac dinh hiéu nang cla
FilmArray déi véi influenza A trong mau BAL da dat dwoc trong nghién ctu lwu triv. Klebsiella aerogenes dwoc thém chuan
vao ¢ hai loai mau cho két qua 85,5% PPA, mét phan do ndm mau nhiém bi bd sét trong BAL va bén mau nhiém bi bd sét
trong d&m & mét pham vi ndng do tr moét chiing Klebsiella aerogenes da chirng minh kha nang phan (rng kém véi FilmArray
Pneumonia Panel plus.

Cac mau duwoc thém chuan bang cac chat phan tich vi khuan duéi gia tri khodng 10*4 ban sao/mL (chdng han, xap xi
1,00E+03) va cac mau dwoc thém chudn bang cac chat phan tich khac dwéi mire LoD (chdng han, gan 0,2 x LoD), da tao
ra két qua dw kién la mau nhiém khoéng tin cay.

Bang 59. Hiéu ndng déi v&i cac mau bénh pham BAL dw tri cta FilmArray Pneumonia Panel plus

) Do nhay / PPA Do dac hiéu / NPA
Chat phan tich
TP/(TP + FN) % 95% CI TN/(TN + FP) % 95% ClI

Vi khuan
Phtrc hop loai Acinetobacter calcoaceticus-baumannii 47/50 94,0 83,8-97,9% 598/598 100 99,4-100%
Klebsiella aerogenes?® 47/55 85,5 73,8-92,4% 592/594 99,7 98,8-99,9%
Klebsiella oxytoca 46/50 92,0 | 81,2-96,8% 604/604 100 99,4-100%
Loai Proteus 48/50 96,0 | 86,5-98,9% 603/603 100 99,4—100%
Serratia marcescens 49/50 98,0 89,5-99,6% 604/604 100 99,4-100%
Streptococcus pyogenes 49/50 98,0 89,5-99,6% 597/597 100 99,4-100%

Vi khuan khéng dién hinh

Chlamydia pneumoniae 47/50 94,0 | 83,8-97,9% 604/604 100 99,4—100%
Legionella pneumophila 50/50 100 92,9-100% 599/599 100 99,4-100%
Mycoplasma pneumoniae 48/50 96,0 86,5-98,9% 603/604 99,8 99,1-100%
Virus
Adenovirus 50/53 94,3 | 84,6-98,1% 568/569 99,8 99,0-100%
Metapneumovirus & ngudi 50/50 100 92,9-100% 597/598 99,8 99,1-100%
Influenza A° 43/50 86,0 | 73,8-93,0% 585/585 100 99,3-100%
Influenza B° 47/50 94,0 | 83,8-97,9% 588/589 99,8 99,0-100%
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. Do nhay / PPA Do dac hiéu / NPA
e _-__-_
Middle East Respiratory Syndrome Coronavirus 50/50 92,9-100% 604/604 99,4-100%
Dau hiéu khang khang sinh

CTX-M 130/130 100 97,1-100% 323/324 99,7 98,3-100%
IMP 45/45 100 92,1-100% 412/412 100 99,1-100%
KPC 53/53 100 93,2-100% 400/400 100 99,1-100%
NDM 53/53 100 93,2-100% 404/404 100 99,1-100%
OXA-48-like 53/53 100 93,2-100% 307/307 100 98,8-100%

VIM 58/58 100 93,8-100% 399/399 100 99-100%

aNam mau FN dwoc thém chuan bang mét chiing K. aerogenes (trwéc day la E. aerogenes) (ATCC 29751) cho thdy kha néng phan (ng kém véi FilmArray Pneumonia Panel
plus (xem Bang 65).

b Hai mau FN dwoc thém chuén béng mot ching influenza A ma c6 thé da dwoc dinh lwgng dwdi mre thye

¢ Ba mau FN dwoc thém chuan bang mét chiing influenza B ma cé thé da dwoc dinh lweng dudi mic thwc

Bang 60. Hiéu ning déi véi cac mau bénh pham dom duy tri cha FilmArray Pneumonia Panel plus

, D6 nhay / PPA Db dic hiéu / NPA
S | teureern) | % | ewar [ wnern) | % | ool |

Vi khuan
Klebsiella aerogenes? 47/55 85,5 73,8-92,4% 513/513 100 99,3-100%
Streptococcus pyogenes 48/50 96,0 86,5-98,9% 516/516 100 99,3-100%

Vi khuan khéng dién hinh

Chlamydia pneumoniae 49/50 98,0 89,5-99,6% 521/521 100 99,3-100%

Legionella pneumophila 50/50 100 92,9-100% 521/521 100 99,3-100%

Mycoplasma pneumoniae 48/50 96,0 86,5-98,9% 521/521 100 99,3-100%

Virus

Adenovirus 50/52 96,2 87,0-98,9% 494/494 100 99,2-100%

Metapneumovirus & nguoi 51/51 100 93,0-100% 520/520 100 99,3-100%

Influenza A° 47/50 94,0 83,8-97,9% 517/521 99,2 | 98,0-99,7%

Influenza B® 48/51 94,1 84,1-98,0% 516/517 99,8 98,9-100%

Middle East Respiratory Syndrome Coronavirus 49/49 100 92,7-100% 521/521 100 99,3-100%
Dé&u hiéu khang khang sinh

CTX-M 121/122 99,2 95,6-99,9% 289/290 99,7 | 98,1-99,9%

IMP 43/44 97,7 88,2-99,6% 381/381 100 99,0-100%

KPC 54/54 100 93,4-100% 360/361 99,7 98,4-100%

NDM 53/53 100 93,2-100% 372/372 100 99,0-100%

OXA-48-like 51/51 100 93,0-100% 232/232 100 98,4-100%

VIM 56/56 100 93,6-100% 369/369 100 99,0-100%

aBén mau FN dwoc thém chudn bing mét chiing K. aerogenes (trudc day la E. aerogenes) (ATCC 29751) cho thdy kha nang phan &ng kém véi FilmArray Pneumonia Panel
plus (xem Bang 65).

b Hai mau FN dwoc thém chudn bing mét chiing influenza A ma cé thé da dwoc dinh lwong dwédi mire thuc

¢ Hai m&u FN dwoc thém chuén béng mot chung influenza A ma c6 thé da dwoc dinh lwgng dwdi mre thywe
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Xét nghiém mau bénh pham da vi sinh vat dw tru

Ngoai ra, hai bd mau BAL (N=60) va mau dom (N=60) riéng 1& dwoc thém chuan bang nhiéu ndng dd ngau nhién mac
thap, trung binh va cao cta A. baumannii, E. cloacae va E. coli hodc K. oxytoca, P. mirabilis va S. marcescens. Nhw dugc
thé hién trong Bang 61 va Bang 62, phan Ién céac sinh vat dwoc thém chuan da duoc bao cdo & mirc do twong dbi thap,
trung binh ho&c cao trong khoéng cta FilmArray Pneumonia Panel plus. Trong bén méu BAL, E. cloacae dwoc dy dinh
thém chuan & muc trung binh nhwng da dwoc bao cdo & mirc cao trong mét khoang (21077). Ngoai ra, khéong phat hién
thdy mot mau bénh phdm dwoc thém chuan béng P. mirabilis & mirc dd cao (tlrc la két qua am tinh gia cho P. mirabilis).

Bang 61. Két qua mau bénh phdm dom da sinh vat

Sinh vat dwo'c thém chuan vao dom

Két qua FilmArray

5 Téng cong
- Thép | Trung binh | Cao
5 | (o b;: :g_o/ml_) 60 0 0 60
S [, o e o | .
= (107 ban sao/mL) 0 0 60 60

Bang 62. Két qua mau bénh phadm BAL da sinh vat

Két qua FilmArray

Sinh vat dwoc thém chuan vao BAL

i Téng cong
Thap | Trung binh | Cao
Thap
£ c | _(10*ban sao/mL) 60 0 0 60
S Trung binh
£5 (10%° ban sao/mL) 0 56 42 60
s Cao
(107 ban sao/mL) 0 0 59 59°

aDuwoc dinh lwong tai ranh gi¢i khodng va dwoc bao cao & mirc >=1077

Mot két qua am tinh gia

BioFire® FilmArray® Pneumonia Panel plus
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Giéi han phat hién

Gi¢i han phat hién (LoD) da dwoc thiét lap déi véi vi khuan va vi rat khéng dién hinh dwoc phat hién bdi FilmArray
Pneumonia Panel plus. LoD duwoc wéc tinh bdng cach xét nghiém cac phan pha lodng mau BAL hodc mau d&m cé chira
ndng do sinh vat da biét. LoD dwoc xac dinh bing cach xét nghiém it nhat 20 tai 1ap cho méi loai mau trén cac hé thdng
FilmArray, FilmArray 2.0 va FilmArray Torch (tbng sb 60 tai 1ap cho méi loai mau). Ndng d6 LoD dwoc xac dinh khi chat
phan tich dwgrc phat hién trong it nhat 95% tai Iap dwoc xét nghiém.

LoD cuia tirng loai vi khuan hodc vi rut khdng dién hinh (bao gém ca LoD clia hon mét chiing vi rit da dang vé mat di truyén)
duoc liét ké trong Bang 63. Nong do LoD dwa trén két qua dinh lwong cla tirng nén nudi cly theo cac don vi sbng
(TCIDso/mL ho&c CFU/mL) va ndng dd LoD phan t& twong tng (ban sao DNA hodc RNA/mL) dwoc xac dinh dwa trén PCR
dinh lvong thei gian thwe hodc ky thuat sé.

Bang 63. Bang téng hop gi¢i han phat hién (LoD) cta FilmArray Pneumonia Panel plus déi v&i cac vi khuan va vi rat khéng dién hinh

. Chiing phan lap N6ng d6 LoD?
Chat phan tich . N ’ N -
ID Chuang / Kieu huyet thanh / Nguon DPon vj séng Phan t&r (DNA hoac RNA)
Vi khuan khéng dién hinh
Chlamydia pneumoniae TW183 5,0E-01 TCIDso/mL® 3,3E+02 ban sao/mL®
yeia p ATCC VR-2282 ' 0 '
. , Philadelphia-1 .
Legionella pneumophila ATCC 33152 5,0E+02 CFU/mL 1,6E+03 ban sao/mL
Mycoplasma pneumoniae M129 7,5E+01 TCIDso/mLP 3,5E+03 ban sao/mL®
yeop p Zeptometrix 0801579 ’ %0 ’
Virus
Loai A (A18) X
ATCC VR-19 5,0E+01 TCIDso/mL 9,2E+03 ban sao/mL
Loai B (B3) X
Zeptometrix 0810062CF 1,0E+00 TCIDso/mL 1,8E+03 ban sao/mL
Loai C (C2)° N
. ATCC VR-846 5,0E+00 TCIDso/mL 7,5E+03 ban sao/mL
Adenovirus Loai D (D37)
~ b 2 b
Zeptometrix 0810119CF 2,5E-01 TCIDso/mL 2,9E+03 ban sao/mL
Loai E (E4) b N b
Zeptometrix 0810070CF 1,0E-01 TCIDsp/mL! 3,5E+04 ban sao/mL
Loai F (F41) X
ATCC VR-930 5,0E+00 TCIDso/mL 5,5E+03 ban sao/mL
229E N
ATCC VR-740 5,0E-01 TCIDso/mL 8,1E+01 ban sao/mL
XA HK}” A a4 - 1,0E+04 ban sao/mL
i Mau bénh pham lam sang
Coronavirus NLG3
BEI NR-470 2,5E+00 TCIDso/mL 5,4E+02 ban sao/mL
0C43 o ; o
ATCC VR-759 5,0E+02 TCIDso/mL 9,3E+03 ban sao/mL
HUT;:&"G:‘:F;::::?;‘:WS 16 Kiéu A1 5,0E+01 TCIDso/mL 5,9E+03 ban sao/mL
pneumc Zeptometrix 0810161CF ’ 5 ’
& ngwoi)
H Rhi ' Rhinovirus
“";;;“ino",'i’:l‘;"“s Kidu 1A 1,5E+01 TCIDso/mL® 6,6E+03 ban sao/mL®
N L. Zeptometrix 810012CFN
© nguoil) Echovirus 6
Enterovirus Zeptometrix 0810076CF 1,0E+02 TCIDso/mL 5,7E+02 ban sao/mL
H1N1pdm09 A/SwineNY/03/09 R X o
Zeptometrix 0810249CF 2,5E+00 TCIDso/mL 1,7E+03 ban sao/mL
Influenza A (Cam A) H3N2
A/Port Chalmers/1/73 1,0E+00 TCIDsp/mL" 2,1E+02 ban sao/mL®
ATCC VR-810
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] B/FL/04/06 . . .
Influenza B (Cum B) Zeptometrix 0810255CF 5,0E+00 TCIDgo/mL 4,2E+02 ban sao/mL
. . EMC/2012
M'dd";Ef:;:;fS:at°ry BEI NR-50171 5,0E+01 TCIDso/mL® 3,2E+03 ban sao/mL®
(khtr hoat tinh b&ng nhiét)
Kisu 1 2,5E+01 TCIDso/mL 5,2E+03 ban sao/mL
Zeptometrix 0810014CF ' %0 '
Kisu 2 2,5E+01 TCIDso/mL® 1,5E+03 ban sao/mL®
Parainfluenza Virus Zeptometrix 0810015CF ’ %0 :
(Virus & cam) Kiéu 3 . . .
Zeptometrix 0810016CF 2,5E+01 TCIDso/mL 3,8E+02 ban sao/mL
Kiéu 4A .
Zeptometrix 0810060CF 2,5E+02 TCIDso/mL 8,1E+03 ban sao/mL
Respiratory Syncytial Kidu A
_ V|ru‘s o Zeptometrix 0810040ACF 1,0E+00 TCIDso/mL 4,3E+02 ban sao/mL
(Virus hop bao hoé hap)

aNong do ligt ké da dwoc xac nhan véi ty 1& 295% sé mau nhiém trong mau BAL (aBAL) nhan tao va/hodc mau dom trén mdi hé théng FilmArray.

b LoD (295% s6 mau nhiém) dwoc xac dinh & ndng d6 thép hon tir 2 dén 5 14n trong aBAL.

©LoD ddi v&i adenovirus loai C suy gidm 10 — 100 Ian khi tui héa chat dwoc st dung trong vong 6 thang ké tir ngay hét han (xem phan Gigi han).

4 Khéng cé chiing phan lap dwoc nuéi ciy nao clia coronavirus HKU1 xét nghiém.

LoD (295% sé mau nhiém) dwoc xac dinh & ndng d6 thdp hon tir 2 dén 5 1an trong dom.
Lwu y: Néng d6 LoD cla vi rut nudi cdy va vi khuan khong dién hinh ndi bao bat budc (C. pneumoniae va M. pneumoniae)
duwoc thé hién theo don vi TCIDso (50% liéu truyén nhiém nudi cdy mé). TCIDso la phép do gian tiép ndng dd vi rut hoic vi
khuan dya trén mec d6 lay nhiém va ddc tinh té bao, do dé sé thay dbi dang ké tuy thudc vao kj thuat va phwong phap
(bao gdm loai t& bao, mdi trwérng va diéu kién nudi cay, doc tinh té bao cda vi rat, v.v.). Viéc dwa ra quyét dinh vé dd nhay
twong dbi clia cac xét nghiém phan ttr khac nhau nhdm phat hién virus va vi khuan dwa trén cac gia tri LoD do dwoc theo
TCIDso/ mL la chwa phu hgp. Néng d6 ciing duwoc thé hién theo ban sao/mL dwa trén cac xét nghiém PCR dinh lwgng doc
lap (QPCR) hoac PCR ky thuat sé. Lwu y rdng dd chinh xac cla cac xét nghiém gPCR ciing c6 thé bj anh hwéng bdi cac
diéu kién xét nghiém, tai liéu tham chiéu tiéu chuan va bién thé trinh tw gitra cac ching.

Chwa xac dinh dwoc cac ndng do LoD cu thé theo tirng xét nghiém cho cac chét phan tich vi khuan. Béi véi vi khuén,
FilmArray Pneumonia Panel plus bao két qua Detected (D& phat hién) khi lwong axit nucleic cta vi khuan wéc tinh 1a
>10”3,5 ban sao/mL va thiét bj bao két qua Not Detected (Khdng phat hién) néu khdng cé sw khuéch dai hodc mirc do
phong phu vé Iwong axit nucleic ctia vi khuan wéc tinh 18 <1073,5 ban sao/mL. M&i xét nghiém duoc xac dinh 13 ty 1é tuyén
tinh v&i ndng do dau vao (d6 déc = 1,0 va phire hop loai sé xac dinh (Adj R2)>0,95); wéc tinh mirc dd phong phu cla axit
nucleic va két quéa khodng twong (rng duwoc xac dinh 1a chinh xac trong vong 0,5-log1o ban sao/mL khi so sanh véi néng do
d4au vao ban sao/mL dwoc xac dinh bang PCR k§ thuat sé.

Khéng cé néng dd LoD cu thé theo tirng xét nghiém nao dwoc xac dinh cho cac xét nghiém gen khang khang sinh (AMR).
Céc gen AMR duwoc béo céo la Detected (Da phat hién) khi phat hién vi khudn phu hop va két qua xét nghiém cho gen
AMR 13 dwong tinh. K&t qua xét nghiém gen AMR dwong tinh dwoc ghi nhan véi ty 1& 295% trong s6 90 tai I&p khi vi khuan
phu hop dugc xét nghiém & néng do =103,5 ban sao/mL trong qué trinh danh gia dé chum (xem D6 chum (D6 tai 1ap) bén
duoi).
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Kha nang phan &rng phan tich (Kha niang bao gém) cia MERS-CoV

Do sb lvgng han ché cta cac ching MERS-CoV cé d&c tinh tdt, viéc xét nghiém thwe nghiém cac ching MERS-CoV dé
danh gia kha ndng phan (rng phan tich ciing bi han ché (mét chiing MERS-CoV nuéi ciy duoc xét nghiém trong nghién
ctvu LoD, mét thiét bj danh gia chat lwong bén ngoai (EQA) tir TS chirc Quality Control Molecuar Diagnostics (QCMD), va
muwdi bdy mau bénh phém lam sang dwong tinh véi MERS-CoV duwoc thu thap va lwu triv t&r vu dich bénh nam 2015 & Han
Québc).

Bang 64. Cac chiing phan lap cua Middle East Respiratory Syndrome Coronavirus dwoc thir nghiém va phat hién

. ez Nong d6 thi nghiém | s

EMC/2012 BEI NR-50171° 3.2E+03 1% '\R"'dd',e 'faSt
Middle East Sesﬂp;l;zr(;rey
Respirato . - Quality Control Molecular Diagnostics (QCMD) . b Yy |
Syn%rom;y Khong x&c dinh Danh gia chat lvong bén ngoai MERS-CoV 2017 (EQA) Khac nhau (f\:ﬁolzr%réa\gru\%
i & -Co
Coronavirus . 5 A N )
Han Quéc 2015 7 mau BAL lam sang Khong xac dinh Detected (D&
10 mau dom lam sang phat hién)

2Sinh vat thu dwoc thong qua BEI Resources, NIAID, NIH: Middle East Respiratory Syndrome Coronavirus (MERS-CoV), EMC/2012, khir hoat tinh b&ng nhiét, NR-50171.

b Két qua trén FilmArray Pneumonia Panel plus déi véi MERS-CoV va cac coronavirus khac pht hop véi ham luong dwoc chi dinh cho tat ca cac mau dwoc xét nghiém.
Kha nang phan (rng phan tich clia cac xét nghiém MERS-CoV trén FilmArray Pneumonia Panel plus dwoc danh gia sau
hon béng cach tién hanh cac phan tich in silico cho tat ca cac trinh tw virus cdng khai hién cé (tinh dén thang 3/2018) cé
ngudn gbc tlr ngudi va lac da.

Dwa trén két qua phan tich in silico dbi véi 230 trinh tw MERS-CoV cdng khai hién cé clia vat chd 1a nguoi phi hop véi méi
xét nghiém MERS1 (gen M), va 221 trinh tw MERS-CoV c6ng khai hién cé ctia vat chi la nguoi phi hop véi médi xét nghiém
MERS?2 (gen E), khéng c6 bang chirng nao tir cac bién thé trinh tw 14 s& gép phan lam thay ddi hodc suy giam kha néng
phan &ng v&i xét nghiém MERS1. Ngoai ra, chi ¢é hai trinh tw bi mat doan >400 bp gitra ORF5 va protein E la ¢ thé ngan
chan kha ndng phan (rng v&i xét nghiém MERS2. Hai trinh tw bién thé dwoc lay t m&u bénh phdm cla mét bénh nhan va
virus thé hoang dai cling dwoc phat hién & bénh nhan nay34.

Trinh tw méi xét nghiém MERS1 va MERS?2 trén FilmArray Pneumonia Panel plus ciing dwoc diéu chinh cho phu hop véi
240 va 241 trinh ty (twong ’ng) MERS-CoV cong khai hién c6 tir lac da (6 chira vat chi 1a dong vat nghi ngd bi nhiém vi
rat). Phan tich nay chi cho thy nam trinh tw dwéi cac moi xét nghiém MERS1 (5/240) va mét trinh tw dudi moi xét nghiém
MERS?2 (1/241) v&i mot diém khong khép chira bazo don gan dau 3’ clia mdi ma cé thé 1am suy gidm vira phai kha ndng
phan &ng va phat hién & ndng dd vi rat thap.

Kha nang phan rng phan tich (Kha niang bao gém) ctia cac chat phan tich khac

Kha nang phan &ng phan tich clia cac xét nghiém FilmArray Pneumonia Panel plus dwgc danh gia thong qua viéc két hop
xét nghiém thwc nghiém (wét) va phan tich in silico dbi véi cac trinh tw hién cé trong co sé& dir liéu cong khai. Cac xét
nghiém da dwoc thwe hién trén tap hop gém hon 350 loai vi rat, vi khudn va gen khang khang sinh da dang vé mét di
truyén. Cac ching phan lap dwoc xét nghiém dai dién cho cac loai, phan loai, ching, kiéu huyét thanh ho&c kiéu gen co
lién quan cling nhw sy da dang vé thoi gian va dia ly cho tirng chét phan tich. M&i chiing phan lap dwoc xét nghiém ba 1an
& cac ndéng do gan véi LoD hodc mirc thap nhéat cé thé bao cdo cha chat phan tich. Cac két qua phan tich in silico vé di
liéu trinh tw cling dwoc siv dung dé dwa ra dw doan vé kha nang phan ng xét nghiém dbi véi cac chiing hoac kiéu huyét
thanh it phd bién hon va céac loai gen AMR khong dwoc xét nghiém nhwng c6 thé duwoc phat hién bang cac xét nghiém cla
FilmArray Pneumonia Panel plus.

C4c vi khuan va virus khong dién hinh da dwoc xét nghiém va phat hién & ndng dé trong pham vi 3x LoD (Bang 66-Bang
76). Vi khuan da dwoc xét nghiém & ndng dd 1,0E+04 ban sao/mL (dwa trén PCR k§ thuat s6 ctia moét gen sao chép don
I& trong nhiém sac thé cta vi khuan) va phan 16n cac chiing phan lap (94,4%) dwoc phat hién qua két qué khodng du kién
(Bang 77 - Bang 91), ddng thoi khi phat hién dwoc vi khuan thi cling phat hién dwoc (cac) gen AMR lién quan thich hop
(Bang 92 - Bang 99).
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Nhirng han ché vé kha nang phan (rng xét nghiém (dwa trén cac két qua xét nghiém wét) véi cac chiing phan lap hay trinh
tw virus va vi khuén cu thé, cling nhw céc loai hodc trinh tw gen AMR, dwoc ghi chu trong (Bang 65). Hau hét cac han ché
déu di kém v&i cac bién thé trinh tw bazo don dwéi mét hodc nhiéu méi xét nghiém. Nhirng han ché duwoc dw doan thém
vé kha n&ng phan (rng dua trén két qua phan tich trinh tw dwoc trinh bay trong béng tdng hop theo tirng chéat phan tich cu
thé bén duwdi.

Lwu y: Cac xét nghiém Influenza A va Influenza B cta FilmArray Pneumonia Panel plus dwoc dw dodn sé phan trng
véi céc vi rat giam déc lwc dung trong vac-xin.

Bang 65. Han ché vé kha nidng phan trng phan tich ciia xét nghiém trén FilmArray Pneumonia Panel plus

| Gidihan | Két qua quan sat Chét phan tich

Phtrc hop loai Enterobacter cloacae Enterobacter hormaeche

(ATCC 49162)°
Phan loai quasipneumoniae cua Klebsiella
Detected (Da phat hién) Nhom Klebsiella pneumoniae quasipneumoniae
Nho c6 thé dwoc bao cao dwédi mirc thwe bdi (DSM 28211)°

Moraxella catarrhalis
(ATCC 23246)°
Streptococcus pyogenes
(ATCC 19615)
Enterobacter asburiae
(ATCC 35953, 35954, 35955 va 35957)°
Klebsiella (Enterobacter) aerogenes

mot khoang (<10 lan) Moraxella catarrhalis

Streptococcus pyogenes

Phtrc hop loai Enterobacter cloacae

Detected (Da phat hién)

¢6 thé dwoc bao cao dwdi mire thwe bdi Klebsiella aerogenes
hai hodc nhiéu khoang (>10 1an) (ATCC 29751)°
mecA/C va MREJ MREJ loai xv
L6
on Phtrc hop loai Acinetobacter Acinetobacter nosocomialis
calcoaceticus-baumannii (ATCC 700472)
Not Detected (Khong phat hién) Pseudomonas aeruginosa Pseuc(:lz?gga;;é%%mosa
. MREJ loai xviii
mecA/C va MREJ MREJ loai xix

2 Gi6i han nhé dwoc ghi nhan cho chiing phan lap nay do bién thé trinh tw dwdi mot mdi. Gidi han twong tw dwoc dy doan cho hai trinh tw E. hormaechei (3,0%) tlr co s& di¥
liéu cong cong.
b Giéi han nhé dwoc ghi nhan cho chiing phan 1ap nay do bién thé trinh tw dwdi mdt mdi. Gidi han twong ty dwoc dw doan cho mét trinh tw K. quasipneumoniae (20,0%) tir co
s& di¥ liéu cong cong. Gidi han nhd hodc I6n bd sung dwoc dw doan cho bdn trinh tw K. pneumoniae (0,3%) tir co sé di liéu cong cdng.
©Gidi han nhé dwoc ghi nhan cho ching phan 1ap nay. Giéi han nhé hoic Ién bd sung dwoc dw doan cho hai trinh ty M. catarrhalis (3,3%) tir co s& dir liéu cdng cong.
4 Gi¢i han I&n dwoc quan sat hodc dy doan cho cac ching phan lap nay do bién thé trinh tw dwéi mét mdi. Gidi han twong tw dwoc dw doan cho nam trinh tw E. asburiae
(10,9%), tdm trinh tw E. cloacae (2,2%) va hai trinh ty E. ludwigii (16,7%) t&r co s& di liéu cong cong.
© Gi6i han chinh dwoc ghi nhan cho chiing phan lap nay do bién thé trinh tw dwdi cac mdi. Gigi han twong tw dwoc dy doan cho sau trinh tw K. aerogenes (4,3%) tir co s& dir
liéu cong cong
f Khong thé xac nhan ATCC 700472 la A. nosocomialis theo trinh tw va cé thé la phirc hop loai phi Acinetobacter calcoaceticus-baumannii ma da bi xac dinh nham.
9 Gi6i han I6n dwoc ghi nhan cho chiing phan 1ap nay do bién thé trinh ty dwdi mot moi. Giéi han twong tw dwoc dw doan cho mét trinh tw P. aeruginosa (0,07%) tir co s& div
liéu céng cdng.

Bang 66. Cac ching phan lap ctuia adenovirus dwoc xét nghiém va phat hién

Kiéu huyét N6ng do th| nghiém & .

ATCC VR-19 [Washington D.C./1954] 9,2E+03
ATCC VR-863 [Huie/Massachusetts] 2,7E+04 3x
31 Zeptometrix 0810073CF 2,7E+04 3x
3 Zeptometrix 0810062CF 1,8E+03 1x
7 ATCC VR-7 [Gomen/California/1954] 5,3E+03 3x
7A Zeptometrix 0810021CF 5,3E+03 3x
7d/d2 Univ of lowa Research Foundation [lowa/2001] 5,3E+03 3x
7h Univ of lowa Research Foundation [lowa/1999] 5,3E+03 3x Adenovirus
. 11 ATCC VR-12 [Slobitski/Massachusetts] 5,3E+03 3x
Adenovirus B PPYTI Detected
14 ATCC VR-15 [De Wit/Ha Lan/1955] 5,3E+03 3x (DA phat hién)
16 ATCC VR-17 [CH.79/A Réap Saudi/1955] 5,3E+03 3x ;
21 ATCC VR-1833 [128/A Rap Saudi/1956] 5,3E+03 3x
34 ATCC VR-716 [Compton/1972] 5,3E+03 3x
35 ATCC VR-718 [Holden] 5,3E+03 3x
50 ATCC VR-1602 [Wan/Amsterdam/1988] 5,3E+03 3x
2 ATCC VR-846 [Adenoid 6] 7,5E+03 1x
C 1 Zeptometrix 0810050CF 2,3E+04 3x
5 Zeptometrix 0810020CF 2,3E+04 3x
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N6ng do th| nghiém Két qua
o

6 ATCC VR-6 [Tonsil 99] 2,3E+04

37 Zeptometrix 08100119CF 5,8E+02 1x
D 8 Zeptometrix 0810069CF 1,7E+03 3x
20 Zeptometrix 0810115CF 1,7E+03 3x
4 Zeptometrix 0810070CF 1,7E+04 1x
E 4 ATCC VR-1572 [RI-67/Missouri/1952-1953] 1,0E+04 0,6x
4a Univ of lowa Research Foundation [S Carolina/2004] 1,0E+04 0,6x
41 ATCC VR-930 [Tak 73-3544/ Ha Lan/1973] 5,5E+03 1x
F 40 NCPV 0101141v 1,6E+04 3x
40 Zeptometrix 0810084CF 1,6E+04 3x
41 Zeptometrix 0810085CF 1,6E+04 3x

a Két qua phan tich in silico clia cac trinh tw hién c6 dw doan réng FilmArray Pneumonia Panel plus ciing sé& phan (rng véi Adenovirus B55, C57, tat ca cac kiéu huyét thanh
loai D va G52.

Bang 67. Cac chuing phan lap cua coronavirus dworc xét nghiém va phat hién

. n A v No6ng dé thi nghiém P

290E ATCC VR-740 8,1E+01
Zeptometrix 0810229CF 2,4E+02 3x
M3u bénh pham lam sang [Utah/2015] 1,0E+04 1x
M3u bénh pham lam sang [Detroit/2010] 3,0E+04 3x
HKU12 M3u bénh pham lam sang [Utah/2015] 3,0E+04 3x Coronavirus
Coronavirus M3u bénh pham l1am sang [Utah/2015] 3,0E+04 3x Detected
MAau bénh phém I1&m sang [S Carolina/2010] 3,0E+04 3x (Ba phat hién)
NL63 BEI NR-470° [Amsterdam/2003] 2,7E+02 1x
Zeptometrix 0810228CF 8,0E+02 3x
0c43 ATCC VR-759° 4,6E+03 1x
Zeptometrix 0810024CF 1,4E+04 3x

a Khong c6 phan lap dwoc nudi ciy cla coronavirus HKU1 d@é tién hanh xét nghiém. Nam mau NPS 1am sang co chira coronavirus HKU1 da dwoc thu thap tir cac khu vire khac
nhau ctia Hoa Ky vao nam 2010 va 2015, dwoc dinh lwgng phan tlr va tién hanh xét nghiém.

b Sinh vat thu dwoc théng qua NIH Biodefense and Emerging Infections Research Resources Repository, NIAID, NIH: Coronavirus & nguéi NL63, NR-470.

°Phan bi gian doan #. Xem ATCC VR-1558.

Bang 68. Cac chuing phan lap cua metapneumovirus & nguwoi dwoc xét nghiém va phét hién

Kiéu Nong dé thi nghi :
Sinh vat Kiéu gen huyet Nguén [Pia diém/Nam] Ket qua
TCID5o/mL xLoD
thanh
A1

16 Zeptometrix 0810161CF [lowa10/2003] 5,0E+01
9 Zeptometrix 0810160CF [lowa3/2002] 1,6E+02 3x
20 Zeptometrix 0810163CF [lowa14/2003] 1,56E+02 3x Human
A2 27 Zeptometrix 0810164CF [lowa27/2004] 1,5E+02 3x Metapneumovirus
Metapneumovirus & P n : Detected
ngudi B1 3 Zeptometrix0810156CF [Peru2/2002] 1,5E+02 3x (D3 phat hién
5 Zeptometrix 0810158CF [Peru3/2003] 1,6E+02 3x metapneumovirus
8 Zeptometrix 0810159CF [Peru6/2003] 1,5E+02 3x & nguoi)
B2 4 Zeptometrix 0810157CF [Peru1/2002] 1,5E+02 3x
18 Zeptometrix 0810162CF [lowa18/2003] 1,0E+02 3x

Bang 69. Cac chiing phan lap cua rhinovirus & ngwoi va enterovirus dwoc xét nghiém va phat hién

No6ng dé thi nghiém . .
Loai Kiéu huyét thanh Nguén [Chiing / Dia diém / Nam] (ba /mL) Ket qua
an sao/m xLo

Rhovirus & ngwoi®
Zeptometrix 0810012CFN [1A] 2,2E+03 1x
2 ATCC VR-482 [HGP] 1,7E+03 3x
7 ATCC VR-1601 [68-CV11] 1,7E+03 3x
A 16 ATCC VR-283 [11757/Washington DC/1960] 1,7E+03 3x Human
34 ATCC VR-507" [137-3] 1,7E+03 3x Rhinovirus /
57 ATCC VR-1600 [Ch47] 1,7E+03 3x ngt;‘;‘ggs
77 ATCC VR-1187 [130-63] 1,7E+03 3x (D phat hién
85 ATCC VR-1195 [50-525-CV54] 1,7E+03 3x novirus &
3 ATCC VR-483 [FEB] 1,7E+03 3x nguoi /
14 ATCC VR-284 [1059/S Carolina/1959] 1,7E+03 3x Enterovirus)
B 17 ATCC VR-1663 [33342/N Carolina/1959] 1,7E+03 3x
27 ATCC VR-1137 [5870] 1,7E+03 3x
42 ATCC VR-338 [56822] 1,7E+03 3x
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Kiéu huyét thanh

Ngudn [Chiing / Dia diém / Ndm]

No6ng dé thi nghiém
fin saoim)
3x

| 83 ATCC VR-1193 [Baylor 7] 1,7E+03
Enterovirus
A Coxsackievirus 10 ATCC VR-168 [NY/1950] 1,7E+03 3x
Enterovirus 71 ATCC VR-1432 [H] 1,7E+03 3x
Coxsackievirus A9 Zeptometrix 0810017CF 1,7E+03 3x Human
Coxsackievirus B3 Zeptometrix 0810074CF 1,7E+03 3x Rhinovirus /
B Coxsackievirus B4 Zeptometrix 0810075CF 1,7E+03 3x Eggire"c‘ggs
Echovirus 6 Zeptometrix 0810076CF 5,7E+02 1x (D3 phat hién
Echovirus 9 Zeptometrix 0810077CF 1,7E+03 3x rhinovirus-
Echovirus 11 Zeptometrix 0810023CF 1,7E+03 3x & nguoi /
c Coxsackievirus A21 ATCC VR-850 [Kuykendall/California/1952] 1,7E+03 3x Enterovirus)
Coxsackievirus A24 ATCC VR-583 [DN-19/Texas/1963] 1,7E+03 3x
D Enterovirus 68 ATCC VR-1823 [US/MO/2014-18947] 1,7E+03 3x

aNdng do dwoc st dung dé xét nghiém chiing phan Iap rhinovirus & ngudi dwa trén 3x néng dd LoD clia Enterovirus (5,7E+02 ban sao/mL).

b Phan bij gian doan #; xem ATCC VR-1365.

e v

Cum A

Bang 70. Cac chiing phan lap cua Influenza A dwoc xét nghiém va phat hién

Nong d6 thi nghiém

Nguon [Chung / Dia diem / Nam] Ket qua
Rhinovirus
ATCC VR-219 [NWS/1933] 3,1E+02 3x
ATCC VR-95 [PR/8/1934a] 1,0E+03 1,5x2
ATCC VR-96 [Wiess/1943] 3,1E+02 3x
ATCC VR-97 [FM/1/1947] 3,1E+02 3x
H1N1 ATCC VR-98 [Mal/302/1954] 3,1E+02 3x
ATCC VR-546 [Denver/1/1957] 3,1E+02 3x
Zeptometrix 0810036CF [New Caledonia/20/1999] 3,1E+02 3x
Zeptometrix 0810036CFN [Quan ddo Solomon/3/2006] 3,1E+02 3x
Zeptometrix 0810244 CF [Brisbane/59/2007] 3,1E+02 3x
BEI NR-3478 [Kilbourne F63 A/NWS/1934 (HA) x
H1N2 ANién Rockefeller/5/1957 (NA)] 3,1E+02 3x
Zeptometrix 0810249CF [SwineNY/03/2009] 6,6E+02 1x
Zeptometrix 0810109CFJ [Canada/6294/2009] 3,1E+02 3x
Zeptometrix 0810165CF [California/07/2009] 3,1E+02 3x
H1N1pdm09 Zeptometrix 0810166CF [Mexico/4108/2009] 3,1E+02 3x
BEI NR-19823° [Ha Lan/2629/2009] 3,1E+02 3x
BEI NR-42938° [Georgia/F32551/2012] 3,1E+02 3x
BEI NR-44345° [Hong Kéng/H090-761-V1(0)/2009] 1,0E+03 1,5%¢%
ATCC VR-810 [Cang Chalmers/1/1973] 1,0E+02 1x “g'“enza dA
ATCC VR-776 [Alice (vic-xin sbng da giam dac lwc)] 3,1E+02 3x (Ef;ec;zt
Zeptometrix 0810238CF [Texas /50/2012] 3,1E+02 3x hi éF;])
H3N2 ATCC VR-547‘ [Aichi/2/1968] 3,1E+02 3x j
ATCC VR-544 [Hong Kong/8/1968] 3,1E+02 3x
ATCC VR-822 [Victoria/3/1975] 3,1E+02 3x
Zeptometrix 0810252CF [Wisconsin/67/2005] 3,1E+02 3x
Zeptometrix 0810138CF [Brisbane/10/2007] 3,1E+02 3x
H3N2v ODHL1 [Ohio/2012] 3,1E+02 3x
Avian
H2N2 BEI NR-2775' [Nhat Ban/305/1957] 3,1E+02 3x
H2N3 MRIGIobal® [Mallard/Alberta/79/2003] 3,1E+02 3x
H5N1 MRIGIlobal® [Chicken/Yunnan/1251/2003] 3,1E+02 3x
H5N2 MRIGlobal? [Vit mbc/Washinton/40964/2014] 3,1E+02 3x
H5N3 BEI NR-9682" [Vit/Singapore/645/97] 3,1E+02 3x
H5N8 MRIGlobal? [C4t Bic Cyc/Washing-ton/41088-6/2014] 3,1E+02 3x
H7N7 MRIGlobal® [Ha Lan/219/2003] 3,1E+02 3x
H7N9 MRIGlobal® [Anhui/01/2013] 3,1E+02 3x
H10N7 BEI NR-2765' [Ga/Dlrc/N/49] 3,1E+02 3x
Heo
Cum heo ATCC VR-333 [Heo/lowa/15/1930] 3,1E+02 3x
H1N1 ATCC VR-99 [Heo/1976/1931] 3,1E+02 3x

21,514n LoD cua Influenza A HIN1pdmO09 Zeptometrix 0810109CFN [SwineNY/03/2009] (6,6E+02 ban sao/mL).

5 RNA thudc bd gien thu dwoc théng qua BEI Resources NAID, NIH: Kilbourne F63: AINWS/1934 (HA) x A/Vién Rockefeller/5/1957 (NA) (H1N2), Reassortant NWS-F,

NR-9677.

¢ Vi rat thu dwoc théng qua BEI Resources, NIAID, NIH: Influenza A Virus, A/Ha Lan/2629/2009 (H1N1)pdm09, NR-19823
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4 Vi rut thu dwoe théng qua BEI Resources, NIAID, NIH: Vi rit Influenza A, A/Georgia/F32551/2012 (H1N1)pdm09, NR-42938.

e Virus thu dwoc thong qua BEI Resources, NIAID, NIH: Vi rit Influenza A, A/H3ng Kéng/H090-761-V1(0)/2009 (H1N1)pdm09, NR-44345,

fRNA thuéc bd gien thu dwgc thong qua BEI Resources, NIAID, NIH: RNA thudc bd gen ti vi rat Influenza A, A/Nhat Ban/305/1957 (H2N2), NR-2775.

9 Chling phan Iap dwoc cung cip va xét nghiém béi MRI Global, Kansas City, MO.

" RNA thudc bd gen thu dwoc théng qua BEI Resources, NIAID, NIH: RNA thudc bd gen tir vi rit Influenza A, ANvit/Singapore/645/1997 (H5N3), Loai hoang da, NR-9682.
' RNA thuéc bd gien thu dwoc théng qua BEI Resources, NIAID, NIH: RNA thudc bd gen tir vi rit Influenza A, A/ga/Dirc/N/1949 (H10N7), NR-2765.

Bang 71. Cac ching phan lap cua Influenza B dwoc xét nghiém va phat hién

‘ Nong do thi nghiém Két qua
Sinh vat [Ching / Dia diém / Nam], Nguén (ban sao/mL) dw?:'a(’:obao

ATCC VR-101 [Lee/1940] 6,3E+02 3x
ATCC VR-102 [Allen/1945] 6,3E+02 3x
Khéng ATCC VR-103 [GL/1739/1954] 6,3E+02 3x
ap dung ATCC VR-296 [1/Maryland/1959] 6,3E+02 3x
ATCC VR-295 [2/Dai Loan/1962] 6,3E+02 3x
ATCC VR-786 [Brigit/Nga/1969] 6,3E+02 3x “g'“te”fa dB
Cim B ATCC VR-823 [5/Hdng Kong/1972] 6,3E+02 3x (E?éeSth
Victoria Zeptometrix 0810258CF [2506/Malaysia/2004] 6,3E+02 3x hién)
CDC 2005743348 [1/0hio/2005] 6,3E+02 3x '
Zeptometrix 0810256CF [07/Florida/2004] 6,3E+02 3x
Yamagata Zeptometrix 0810255CF [04/Florida/2006] 2,1E+02 1x
Zeptometrix 0810241CF [1/Wisconsin/2010] 6,3E+02 3x
Zeptometrix 0810239CF [2/Massachusetts/2012] 6,3E+02 3x

Bang 72. Cac ching phan lap cua Parainfluenza Virus dwoc xét nghiém va phat hién

Zeptometrix 0810014CF 5,2E+03
1 BEI NR-48680° [FRA/29221106/2009] 1,6E+04 3x
ATCC VR-94 [C-35/Washington DC/1957] 1,6E+04 3x
2 Zeptometrix 0810015CF 1,5E+03 1x
ATCC VR-92 [Greer/Ohio/1955] 8,9E+02 0,6x Parainfluenza Virus
Virus & cim Zeptometrix 0810016CF 1,9E+02 1x Detected (D4 phat
3 BEI NR-3233° [NIH 47885, Wash/47885/57] 5,7E+02 3x hién virus & cum)
ATCC VR-93 [C-243/Washington DC/1957] 5,7E+02 3x j
Zeptometrix 0810060CF 8,1E+03 1x
4 ATCC VR-1378 [M-25/1958] 2,4E+04 3x
Zeptometrix 0810060BCF 2,4E+04 3x
ATCC VR-1377 [CH-19503/Washington DC/1962] 2,4E+04 3x

2 Virus thu dwoc théng qua BEI Resources, NIAID, NIH: Virus Parainfluenza & nguwoi 1, HPIV1/FRA/29221106/2009, NR-48680.
5 Virus thu dwoc thong qua BEI Resources, NIAID, NIH: Virus Parainfluenza & ngudi 3, NIH 47885, NR-3233.

Bang 73. Cac ching phan lap cua vi rat hop bao ho hap dwoc xét nghiém va phét hién

Zeptometrix 0810040ACF [2006] 4,3E+02
ATCC VR-26 [Long/Maryland/1956] 1,3E+03 3x Respiratory
Virus hop bao ATCC VR-1540 [A2/Melbourne/1961] 1,3E+03 3x Syncytial Virus
ho hn Zeptometrix 0810040CF [Ch-93 (18)-18] 1,3E+03 3x Detected (D4 phat
B ATCC VR-1400 [WV/14617/1985] 1,3E+03 3x hién vi rat hop bao
ATCC VR-955 [9320/Massachusetts/1977] 1,3E+03 3x hé hép)
ATCC VR-1580 [18537/Washington DC/1962] 1,3E+03 3x

Bang 74. Cac ching phan lap cua Chlamydia pneumoniae dwoc xét nghiém va phat hién

Néng db thi nghiém ..
i ssoms

ATCC VR-2282 [TW-183/Dai Loan/1965] 6,7E+01 Detected (B3 phat
Chlamydia ATCC VR-1310 [CWL-029] 2,0E+02 3x heiéi‘; ecm(a n‘j‘ ‘:ﬁj
pneumoniae ATCC VR-1360 [CM-1/Georgia] 2,0E+02 3x bneumoni:{e
ATCC 53592 [AR-39/Seattle/1983] 2,0E+02 3x
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Bang 75. Cac ching phan lap cua Legionella pneumophila dwoc xét nghiém va phat hién

Loai / phan loai Nhém huyét thanh Nguon [Chiing] (':;::Lghgt)th' m

L. oneumophila ATCC 33152 [Philadelphia-1] 5,0E+02
P P ATCC 33155 [Bloomington-2] 1,5E+03 3x Detected
Phan loai fraseri ciia L. pneumophila 4 ATCC 33156 [Los Angeles-1] 1,5E+03 3x (ba phat
’ 5 ATCC 33216 [Dallas 1E] 1,5E+03 3x hién)
Phan loai pascullei cua L. pneumophila 5 ATCC 33737 [USW] 1,5E+03 3x Legionella
Phan loai pneumophila cta 10 ATCC 43283 [Leiden 1] 1,5E+03 3x pneumophila
L. pneumophila 14 ATCC 43703 [1169-MN-H] 1,5E+03 3x

Bang 76. Cac chiing phan lap cua Mycoplasma pneumoniae dwoc xét nghiém va phat hién

N6n do thi n hiém

Zeptometrix 0801579 [M129] 1,2E+03

ATCC 29342 [M129-B7] 3,5E+03 3x

ATCC 29085 [Pl 1428] 3,6E+03 3x
Mycoplasma 5 ATCC 15531-TTR [ching FH cua Eaton Agent [NCTC 10119]] 3,5E+03 3x (DgzLeé‘itﬁ?én)
pneumonias ATCC 15492 [Mac] 3,5E+03 3x Mycoplasma
ATCC 15293 [M52] 3,5E+03 3x pheumoniae

khéng ATCC 15377 [Bru] 3,5E+03 3x

xac dinh ATCC 39505 [Mutant 22 3,5E+03 3x

ATCC 49894 [UTMB-10P] 3,6E+03 3x

Bang 77. Cac ching phan lap cua hé Acinetobacter calcoaceticus-baumannii dwoc xét nghiém va phat hién

Nguén [Chiing]

Nong dd xét nghiém . .
o seomt

ATCC 9955 [6-561] 1,0E+04
ATCC 19606 [Chuing loai 2208] 1,0E+04
A baumannii ATCC 17961 [CDC 7788] 1,0E+04
’ AR-Bank #0033 1,0E+04
GRE 1153064 1,0E+04
GRE 1062081 1,0E+04 Detected (Pa phat hién) phtrc
ATCC 51432 1,0E+04 hop loai Acinetobacter
A. calcoaceticus ATCC 23055 [46] 1,0E+04 calcoaceticus-baumannii
ATCC 14987 [HO-1] 1,0E+04
Phan loai anitratus cla A. calcoaceticus ATCC 15308 [NCTC 7844] 1,0E+04
A. pittii ATCC 19004 [57.071.228 ] 1,0E+04
A. nosocomialis® ATCC 17903 [NCTC 8102] 1,0E+04
A.seifertii CCUG 34785 1,0E+04

a Khéng phat hién thay A. nosocomialis ATCC 700472 & bt ky ndng dd nao. Két qua giai trinh tw cho thdy chiing phan lap c6 thé bi xac dinh sai.

Bang 78. Cac ching phan lap cua phirc hop loai Enterobacter cloacae dwoc xét nghiém va phat hién

Nong doé xét nghiém

(ban sao/mL)

ATCC 49141 [AmMs 204] 1,0E+04
ATCC BAA-1143 [Entb 55M] 1,0E+04
E. cloacae ATCC BAA-2341[1101152] 1,0E+04
AR-Bank #0154 1,0E+04
NCTC 13464 1,0E+04
Phén loai cloacae cua E. cloacae ATCC 13047 [Chung loai] 1,0E+04 Detected (Pa phat hién)
Phén loai dissolvens cua E. cloacae ATCC 23373D?[ICPB ED105] 1,0E+04 phtrc hop loai
E. asburiae ATCC 35953 [Chling loai CDC 1497-78 ] 1,0E+06° Enterobacter cloacae
) ATCC 35957° [CDC 570-83 ] 1,0E+06°
E. hormaechei ATCC 49162° [CDC 992-77] 1,0E+05°
) ATCC BAA-2082 1,0E+04
E. kobei CCUG 59410 1,0E+04
E. ludwigii CCUG 23050 1,0E+04
2 DNA thudc bd gen tir phan loai dissolvens cla E. cloacae.
b Xem Bang 65 dé biét v& gia tri gi¢i han.
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Bang 79. Cac ching phan lap Escherichia coli va loai phan trng chéo dwoc xét nghiém va phat hién

Sinh vat ‘ Ngudn [Chiing] N°"(g :r:’ s":;,'r:lgh'em Két qua dwoc béo céo

ATCC 25922 [Chiing FDA Seattle 1946] 1,0E+04
ATCC 43888 [CDC B568-73] 1.0E+04
AR-Bank #0061 1.0E+04
AR-Bank #0086 1.0E+04
AR-Bank #0137 1.0E+04
AR-Bank #0150 1.0E+04 o

E. coli AR-Bank #0162 1,0E+04 Deteg;i%f;:hggwen)
GRE 1062016 1.0E+04
GRE 1252008 1.0E+04
GRE 1252009 1.0E+04
GRE 1256018 1.0E+04
Zeptometrix 0801905 [Z136] 1.0E+04
ATCC 29930 [WRAIR | d6c Iyq] 1.0E+04

Bang 80. Cac chiing phan lap cua Haemophilus influenzae dworc xét nghiém va phat hién

Kidu huyét thanh Nguén [Chiing / Dia diém / Nam] N°“(g;f:aegl'r‘n9|_h)"?m m

Kiéu a ATCC 9006 [AMC 36-A-3 [610, PCM 2436]] 1,0E+04
Kidu b ATCC 10211 [AMC 36-A-1 [572]], Kidu sinh hoc 1 1.0E+04

Kidu c ATCC 49699 [C 9007] 1.0E+04 Detected (B3 ohs

L infuenzact Kiéu d ATCC 9008 [AMC 36-A-6 [611]] 1,0E+04 hig:*)cﬁ;ze;:pzﬂsi
: Kiéu e ATCC 8142 [AMC 36-A-7 [595, NCTC 8472]] 1.0E+04 w1 faemop!

Kidu f ATCC 700223 [GA1264] 1.0E+04
KiBu sinh hoc aegyptius ATCC 11116 [180-a [NCTC 8502]] 1.0E+04
Khong thé phan loai ATCC 51907 [Rd [KW20]] 1,0E+04

LUU Y: Xét nghiém Hinfluenzae sé khéng phan (rng véi cdc ching khéng mang gen hpd'®.

Bang 81. Cac chiing phan lap cua Klebsiella (Enterobacter) aerogenes dwoc xét nghiém va phat hién

ATCC 13048 [NCTC 10006] 1,0E+04
AR-Bank #0062 1,0E+04
K. aerogenes® AR-Bank #0074 1,0E+04 Detectgd (Ba phat hién)
' AR-Bank #0161 1,0E+04 Klebsiella aerogenes
GRE 1254066 1,0E+04
ATCC 297512 [MULB-250] 1,0E+07°

aTrwéc day dwoc goi la Enterobacter aerogenes
b Xem Bang 65 dé biét v& gia tri gi¢i han.

Bang 82. Cac chuiing phan lap cua Klebsiella oxytoca dwoc xét nghiém va phat hién

ATCC 13182 [Chiing loai 479-2] 1,0E+04
ATCC 43086 [Pasco 201] 1.0E+04
ATCC 49131 [AmMS 101] 1,0E+04
ATCC 700324 [LBM 90.11.033] 1.0E+04
ATCC 8724 [NRRL B-199] 1,0E+04 -
AR-Bank #0147 1.0E+04 Detected (B4 phat
K. oxytoca hién) Klebsiella
JMI 2523 1,0E+04 xyiocs
JMI 2661 1,0E+04
IMI 7818 1.0E+04
JMI 10678 1,0E+04
IMI 14611 1.0E+04
GRE 1254054 1,0E+04

Bang 83. Cac chuiing phan lap cua Klebsiella pneumoniae dwoc xét nghiém va phat hién

Naubn ching] e oot

ATCC BAA-1705 [ART 2008133] 1,0E+04
AR-Bank #0068 1,0E+04 I
K. pneumoniae AR-Bank #0075 1,0E+04 Dr?itgr? ;i((jlégsaieegat
P AR-Bank #0076 1,0E+04 neumoniae
AR-Bank #0079 1,0E+04 p
AR-Bank #0080 1,0E+04
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Nguén [Chuing]

Nong doé xét nghiém
(ban sao/mL)

AR-Bank # 0097 1,0E+04

AR-Bank #0107 1,0E+04

AR-Bank #0153 1,0E+04

GRE 1062084 1,0E+04

GRE 1355030 1,0E+04

JMI 328 1,0E+04

JMI 766 1,0E+04

NCTC 13465 1,0E+04

Zeptometrix 0801886 1,0E+04

Phén loai ozaenae cda K. pneumoniae ATCC 11296 [AMC 35-E-5] 1,0E+04

Phén loai pneumoniae cua K. pneumoniae ATCC 13883 [NCTC 9633] 1,0E+04
Phén loai rhoscleromatis ctua K. pneumoniae ATCC 13884 [NCTC 5046] 1,0E+04
Phén loai quasipneumoniae ctda K. quasipneumoniae DSM 282112[01A030, SB11] 1,0E+052
Phén loai simipneumoniae cua K. quasipneumoniae DSM 28212 [07A044, SB30] 1,0E+04
K. variicola ATCC BAA-830 [F2R9] 1,0E+04

a Xem Bang 65 dé biét vé gia tri gi¢i han.

Bang 84. Cac chiing phan lap cua Moraxella catarrhalis dwoc xét nghiém va phat hién

Nguén [Chiing] |

Nong do xét nghiém (ban sao

ATCC 25238 [Ne 11] 1,0E+04
ATCC 25240 [N9] 1.0E+04 o
M. catarrhalis ATCC 8176 [20] 1.0E+04 Df}gf;i‘e’”(fia‘;;‘f‘rzg'&”)
ATCC 23246° [NCTC 4103] 1,0E+05°
ATCC 49143 [Am MS 116] 1,0E+04

a Xem Bang 65 dé biét vé gia tri gi¢i han.

Sinh vat ‘

Bang 85. Cac ching phan lap cua loai Proteus dwoc xét nghiém va phat hién

No6ng dé xét nghiém

Nguén [Chung] (ban sao/mL)

ATCC 29906 [1003] 1,0E+04
ATCC 33583 [571101] 1,0E+04
P mirabilis ATCC 35659 [LRA 08 01 73] 1,0E+04
’ AR-Bank #0156 1,0E+04
AR-Bank #0159 1,0E+04

GRE 1254053 1,0E+04 Detected (3 phat

P. hauseri ATCC 13315 [NCTC 4175 Strain Lehmann] 1,0E+04 hién) loai Proteus

) ATCC 700826 [CDC 1732-80] 1,0E+04 ’

P. penneri ATCC 33519 [Chung loai CDC 1808-73] 1,0E+04
) ATCC 35197 [CDC 1655-67] 1,0E+04
ATCC 29905 1,0E+04
P. vulgaris ATCC 33420 1,0E+04
ATCC 27973 [CDC 1787-64-SC1] 1,0E+04

Bang 86. Cac chiing phan lap cua Pseudomonas aeruginosa dwoc xét nghiém va phat hién

Ngudn [Chiing]

Sinh vat ‘

ATCC 10145 [Chiing MDB chiing loai BU 277] 1,0E+04
ATCC BAA-1744 [109246] 1.0E+04
ATCC 19429 [NCTC 6750] 1.0E+04
ATCC 27853 [Boston 41501] 1.0E+04
AR-Bank #0054 1.0E+04 T

P. aeruginosa® AR-Bank #0092 1.0E+04 poctected (53 22?;;;?;26’
AR-Bank #0100 1.0E+04
AR-Bank #0103 1.0E+04
AR-Bank #0111 1.0E+04
Pai hoc Creighton PS28 1,0E+04
NCTC 13437 1.0E+04

aKhoéng phat hién thay P. aeruginosa ATCC 25619 & bat ky ndng do xét nghiém nao. Xem Bang 65 dé biét v& gia tri giéi han.
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S. marcescens

Bang 87. Cac chiing phan lap cua Serratia marcescens dwoc xét nghiém va phat hién

No6ng dé xét nghiém
(ban sao/mL

ATCC 13880 [Chuing loai] 1,0E+04
ATCC 27137 [CDC 3100-71] 1,0E+04
ATCC 43297 [3G] 1,0E+04

ATCC BAA-885 [Chlng loai KRED] 1,0E+04
GRE 1659005 1,0E+04

GRE 1659004 1,0E+04

JMI 697 1,0E+04

Detected (Ba phat hién)
Serratia marcescens

Bang 88. Cac ching phan lap Staphylococcus aureus dwoc xét nghiém va phat hién

Nguén [Chuing] (Kiéu PFGE néu co)

No6ng doé xét n

(ban sao/mL) i

Staphylococcus aureus dai dién cho cac loai PFGE USA100-USA1200

S. aureus

Detected (Pa phat hién)

Staphylococcus aureus

NARSA NRS705 [PFGE USA100] 1,0E+04

NARSA NRS701 [PFGE USA200] 1,0E+04

ATCC BAA-1717 [PFGE USA300] 1,0E+052

NARSA NRS683 [PFGE USA300] 1,0E+04

NARSA NRS662 [PFGE USA300] 1,0E+04

NARSA NRS707 [PFGE USA300] 1,0E+04

ATCC BAA-1707 [PFGE USA400] 1,0E+04

NARSA NRS691 [PFGE USA500] 1,0E+04

NARSA NRS648 [PFGE USA600] 1,0E+04

NARSA NRS689 [PFGE USA700] 1,0E+04

NARSA NRS668 [PFGE USA800] 1,0E+04

ATCC BAA-1749 [PFGE USA900 96:308] 1,0E+04

ATCC BAA-1759 [PFGE USA900 N7129] 1,0E+04

ATCC BAA-1700 [PFGE USA1000] 1,0E+04

BEI NR-46081 [PFGE USA1100 HIP12899] 1,0E+04

ATCC BAA-1765 [PFGE USA1200 102-04] 1,0E+04

ATCC BAA-1691 [Khdng phai USA100-1100] 1,0E+04

Staphylococcus aureus man cam methicillin (MSSA)

ATCC 10832 [Wood 46] 1,0E+04

ATCC 14154 [Rose] 1,0E+04

ATCC 12600 [Chuing loai NCTC] 1,0E+04

ATCC 25923 [Seattle/1945] 1,0E+04

ATCC 29213 [Wichita] 1,0E+04

ATCC BAA-2421 [Mass/2010] 1,0E+04

Rennes 1060728 1,0E+04

GRE 1062519 [Kiéu SCCmec: lIl / MREJ xix]° 1,0E+04
Staphylococcus aureus khang ranh gi¢i (BORSA)

SUN1 [Sunnybrook] | 1,0E+04
Staphylococcus aureus khang methicillin (MRSA)

ATCC 43300 [F182 Kansas / SCCmec Kiéu: I1] 1,0E+04

ATCC BAA-2422 [Worcester MA/2010 / SCCmec Kiéu: 11] 1,0E+04

ATCC BAA-1720 [MRSA252 / SCCmec Kiéu: Il / PFGE USA200] 1,0E+04

NARSA NRS745 [CA-629 / SCCmec Kiéu: V] 1,0E+04

ATCC BAA-38 [E2125 / SCCmec Kiéu: ] 1,0E+04

NARSA NRS686 [MREJ kiéu i 1,0E+04

ATCC BAA-44 [HPV107 / SCCmec Kiéu: | / PFGE: Iberian] 1,0E+04

ATCC BAA-41 [NYBK2464 / SCCmec Kiéu: Il / PFGE 100] 1,0E+04

NARSA NRS385 [MREJ kiéu ii] 1,0E+04

ATCC BAA-42 [HDE288 / SCCmec: Kiéu VI / PFGE 800] 1,0E+04

ATCC BAA-39 [HUSA304 / SCCmec Kiéu: Ill] 1,0E+04

ATCC BAA-40 [CPS22 / SCCmec Kiéu: I1I] 1,0E+04

GRE 1062264 [Kiéu SCCmec: IV / MREJ kiéu iv] 1,0E+04

GRE 1055015 [Kiéu SCCmec: IVa / MREJ kiéu vi] 1,0E+04

GRE 0759084 [Kiéu SCCmec: IV / MREJ kiéu v] 1,0E+04

GRE 0860042 [Kiéu SCCmec: Ill / MREJ kiéu vii] 1,0E+04

GRE 1052034 [MREJ ix] 1,0E+04

GRE 1151100 [Kiéu SCCmec: IV / MREJ kiéu xi] 1,0E+04

GRE 0960006 [MREJ kiéu xii] 1,0E+04

GRE 1055017 [Kiéu SCCmec: IVa / MREJ kiéu xiii] 1,0E+04

GRE 0759163 [MREJ kiéu xiv] 1,0E+04

GRE 1062373 [MREJ kiéu xv] 1,0E+04

GRE 1057114 [MREJ kiéu xvii] 1,0E+04
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GRE 1062292 [MREJ kiéu xviii] 1,0E+04
Staphylococcus aureus khang methicillin (MRSA) — mecC+

ATCC BAA-2312 [M10/0061 / SCCmec Kiéu: XI / mecC] 1,0E+04

ATCC BAA-2313 [M10/0148 / SCCmec Kiéu: XI / mecC ] 1,0E+04

@Khong phat hién thy Staphylococcus aureus ATCC BAA-1717 & mirc 1,0E+04 ban sao/mL nhuwng phét hién thdy & mic 1,0E+05 ban sao/mL v&i két qué khoang chinh xac.
Khong thé xac dinh duoc gi¢i han vé kha nang phan (ng dva trén trinh tw cla chiing phan lap.
® MREJ kiéu xix ma dién hinh 1a MSSA. 13

Bang 89. Cac ching phan lap Streptococcus agalactiae dwoc xét nghiém va phat hién

gt i

NCTC 8017 [MK 104 P] 1,0E+04
ATCC 13813 [Ching loai la/d] 1.0E+04
ATCC 12403 [Chuing phan loai Ill D136C] 1,0E+04 e
S. agalactiae ATCC 12386 [Chiing phan nhém O90R] 1,0E+04 gf;zféigéfui F;Zegl:éigé
ATCC BAA611 [V 2603 V/R] 1.0E+04
ATCC BAA-2669 [VIll 5030-08] 1,0E+04
Chiing phan Iap 1am sang [Utah/2010/CI03] 1.0E+04

Bang 90. Cac chiing phan lap Streptococcus pneumoniae dwoc xét nghiém va phat hién

Kiéu huyét thanh Nguén [Chuing] Non(%édr?:ae;;r:‘g:;'em

ATCC 6303 1,0E+04
ATCC BAA-341 [SPN1439-106] 1.0E+04
11A NCTC 11900 [Gorman] 1,0E+04 o
S. pneumoniae 14 ATCC 700672 [VH14] 1.0E+04 St?:;fgg‘géf:ppnheasmhf;;e
19A ATCC 700673 [Hungary 19A-6] 1.0E+04
Khong boc phan & ATCC BAA-255 [R6] 1.0E+04
khong xac dinh ATCC BAA-1409 [62076] 1.0E+04

Bang 91. Cac ching phan lap Streptococcus pyogenes dwoc xét nghiém va phat hién

Sinh vat ‘ Nguon [Chiing]

ATCC 12344 [Chulng phéan loai T1, NCIB 11841, SF 130] 1,0E+04
ATCC 12348 [Chiing phan loai S43 Kiéu 6] 1,0E+04

ATCC 12384 [Ching phin loai C203 Kieu 3] 1,0E+04a Detected (D& phat hién)

S. pyogenes ATCC 19615 [Bruno]‘l . 1,0E+06b Streptococcus
ATCC 700294 [SF370; M1 GAS [M-kieu 1 T-kieu 1]] 1,0E+05 pyogenes

ATCC 49399 [QC A62] 1,0E+04
ATCC BAA-595 [MGAS 315, kiéu huyét thanh M3] 1,0E+04
ATCC BAA-947 [MGAS 5005, kiéu huyét thanh M1] 1,0E+04

a Xem Bang 65 dé biét vé gia tri gi¢i han.

b Phat hién th'éy Streptococcus pyogenes ATCC 700294 trong 3/5 tai Iap & mirc 1,9E+04 ban sao/mL v6i két qua khodng 1074 ban sao/mL va 3/3 tai 1&p & mic 1,0E+05 ban
sao/mL vé&i két qua khoang 105 ban sao/mL. Khéng thé xac dinh duoc gi&i han vé kha ndang phan (rng dwa trén trinh tw cdia ching phan lap.

Cac bang sau day (Bang 92 - Bang 99) moé ta kha nang phan (rng cla cac xét nghiém gen AMR v&i cac loai gen AMR khac
nhau & cac vi khuan chi khac nhau. Két qua dwoc thé hién cho cac ching phan lap dwoc xét nghiém ciing nhw cac dw
doan vé kha n&ng phan (ng vé&i cac loai gen AMR chwa dwoc xét nghiém dwa trén két qua phan tich in silico cla cac trinh
tw 1y tlr co s& dir liéu cong cong ti thang 6/2016 dén thang 9/2016.

Bang 92. Cac chiing phan lap chira mecA/C va MREJ dworc xét nghiém va phat hién

Naubn Ching sy s

Staphylococcus aureus man cam methicillin (MSSA)
chira cassette SCCmec (bién thé mecA phi chirc ning)
ATCC BAA-2421 [Mass/2010] | 1,0E+04
Staphylococcus aureus khang methicillin (MRSA)
(Cac kiéu SCCmec dién hinh) mecA/C va MREJ
S. aureus NARSA NRS705 [NY-12 / SCCmec Kiéu: II] 1,0E+04 Detected

NARSA NRS701 [MN-082 / SCCmec Kiéu: 11] 1,0E+04 (Ba phat hién)
ATCC BAA-1717 [TCH1516 / SCCmec Kiéu: IVa] 1,0E+05°2
NARSA NRS683 [GA-298 / SCCmec Kiéu: V] 1,0E+04
NARSA NRS662 [CO-34 / SCCmec Kiéu: IV] 1,0E+04
NARSA NRS707 [NY-155 / SCCmec Kiéu: IV] 1,0E+04
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ATCC BAA-1707 [MW2 / SCCmec Kiéu: IV] 1,0E+04
NARSA NRS691 [GA-62 / SCCmec Kidu: IV] 1,0E+04
NARSA NRS648 [CA-347 /SCCmec Kidu:ll hodc IV] 1,0E+05°
NARSA NRS689 [GA-442 / SCCmec Kiéu: IV] 1,0E+04
NARSA NRS668 [CO-72 / SCCmec Kidu: IV] 1,0E+04
ATCC BAA-1700 [HFH-33798 / SCCmec Kidu: IVD] 1,0E+04
BEI NR-46081° (NRSA NRS484) [HIP12899 / SCCmec Kidu: V] 1,0E+05°
ATCC BAA-1691 [HFH-30137 / SCCmec Kidu: IV] 1,0E+04
ATCC 43300 [F182 Kansas / SCCmec Kigu: Il | 1,0E+04
ATCC BAA-2422 [Worcester MA/2010 / SCCmec Kidu: II] 1,0E+04
ATCC BAA-1720 [MRSA252 / SCCmec Kidu: II] 1,0E+04
NARSA NRS745 [CA-629 / SCCmec Kidu: IV hodc V] 1,0E+04
Staphylococcus aureus khang methicillin (MRSA)
(Cac kidéu MREJ dién hinh)
ATCC BAA-38 [MREJ kidu i] 1,0E+04
NARSA NRS686 [MREJ kiu i] 1,0E+04
ATCC BAA-44 [MREJ kidu ii] 1,0E+04
ATCC BAA-41 [MREJ kidu ii] 1,0E+04
NARSA NRS385 [MREJ ki&u ii] 1,0E+04
ATCC BAA-42 [MREJ kidu ii] 1,0E+04
ATCC BAA-39 [MREJ kiéu iii] 1,0E+04
ATCC BAA-40 [MREJ kiéu iv] 1,0E+04
GRE 1062264 [MREJ ki&u iv] 1,0E+04
GRE 1055015 [MREJ ki&u vi] 1,0E+04
GRE 0860042 [MREJ kiu vii] 1,0E+04
GRE 1052034 [MREJ ki&u ix] 1,0E+04
GRE 1151100 [MREJ ki&u xi] 1,0E+04
GRE 0960006 [MREJ ki&u xii] 1,0E+04
GRE 1055017 [MREJ kiéu xiil] 1,0E+04
GRE 0759163 [MREJ ki&u xiv] 1,0E+04
GRE 1062373 [MREJ kidu xv[° 1,0E+06°
GRE 1057114 [MREJ Kigu xvil] 1,0E+04
GRE 1062292 [MREJ kigu xviil]° 3,3E+08 Not Detected (Khdng
GRE 1062519 [MREJ kidu xix]* 1,0E+07 phat CATA)RECA/ ¢
Staphylococcus aureus khang methicillin (MRSA)
(Kiéu SCCmec: Xl / mecC / cic bién thé mecA cazs1) .
ATCC BAA-2312 [M10/0061 / SCCmec Kidu: XI / mecC] 1,0E+04 De;.eFted (Df:vpgat
ATCC BAA-2313 [M10/0148 / SCCmec:Kigu X1 / mecC | 1,0E+04 '?/;) ,(}[’;‘E |
S. argenteus Staphylococcus argenteus khang methicillin
' DSM 28299 [MSHR-1132] 1,00E+05

2 C4c xét nghiém mecA/C va MREJ dwong tinh véi it hon ba tai Iap & mic 1,0E+04 ban sao/mL, khéng xac dinh dwoc gi¢i han dwa trén trinh tw vé kha nang phan ¢ng nao.
b Vi khuén thu dwoc thong qua NARSA dé dwoc phan phéi bai BEI Resources, NIAID, NIH: Staphylococcus aureus, Chiing HIP12899, NR-46081

¢ Xem Bang 65 dé biét v& gia tri gi¢i han.

4 MREJ kiéu xix ma di&n hinh |a MSSA. 13¢

Bang 93. Cac dw doan vé kha niang phan irng in silico d6i véi mecA/C va MREJ

- mecAc*> [ MREF

oo 2\ g Kha nang phan
Suy %';2:1 I:’:,!:gnang Suy giam kha nang trng khong xac
Da phat hién hosic khén Da phat hién phan rng dinh
hat hiéng hoac khéng phat hién (khéng coé
P § trinh tw)
c mecA trong mot sb MREJ i, ia — vii® MREJ ixf MREJ viii
mecA trong S. aureus ching S. capitis, S. MREJ xixiv MREJ xv9 MREJ x
mecC trong S. aureus kloosii va S. vitulinus MREJ xvi — xvii MREJ xviii
’ MREJ xix, xx"
mecA va r_necp trong mecC trong S. sciuri MREJ trong MREJ tlfongh cac loai .
staphylococci khong aureus S. argenteus staphylococci khéng aureus va
(bao gom cd S. argente) cac loai khac*

2 Thang 7/2016; phan tich 1.257 trinh tw mecA trong co s& di¥ liéu tir S. aureus va 14 trinh tw mecC tr S. aureus, cling nhw céac trinh tw mecA va mecC tlr staphylococci khong

aureus.

> mecC cling dwgc goi la SCCmec XI va mecALcazs1.
© Phan (rng han ché hoac suy gidm dy doan cho 2/1.257 trinh tw mecA t& S. aureus (0,2%).
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4 Thang 6/2016; phan tich khoang 1.450 trinh tw MREJ d& phan loai trong co' s& dir liéu tir S. aureus va céc trinh ty chwa phan loai tir cac loai S. aureus, staphylococci khéng
aureus va phi staphylococcus (Bacillus cereus, Bacillus thuringiensis, Macrococcus caseolyticus, Clostridium acidurici va Rummeliibacillus stabekisii).

e Kha néng phan &ng han ché hoac suy gidm dwoc dy doan cho 1/141 trinh tw MREJ i (0,7%); kha ndng phan (rng binh thwéng dwoc ghi nhan déi véi ching phan lap MREJ

iii da dwoc xét nghiém (xem Bang 92).

fKha nang phan &ng han ché hoac suy giam dwoc dy doan cho 2/8 trinh tw MREJ ix (25,0%); kha néng phan (ng binh thudng dwoc ghi nhan ddi véi chiing phan lap MREJ

ix da xét nghiém (xem Bang 92).

9 Kha nang suy giam phan (rng dwoc du doan béi két qué phan tich in silico va dwgc ghi nhan véi chiing phan 1ap cia MREJ xv da dwoc xét nghiém (xem Bang 92).

" MREJ xix va xx khéng dwoc bao gébm trong thiét ké xét nghiém vi ching dwoc xac dinh tir S. aureus man cam véi methicillin'3,

Bang 94. Cac chiing phan lap cé chiva gen blacrx.m dd dwoc xét nghiém va phat hién, ciing nhw cac dw doan vé kha nang phan &ng in silico

E. coli AR-Bank #0137° 1,0E+04
K. oxytoca GRE 1254054 1,0E+04
CTX-M AR-Bank #0068 ? 1,0E+04
K. pneumoniae AR-Bank #01532 1,0E+04
GRE 1355030 1,0E+04
CTX-M-1 E. coli AR-Bank #0162 1,0E+04
CTX-M-2 K. pneumoniae AR-Bank #0107 1,0E+04 CTX-M Detected
CTX-M-8 K. aerogenes GRE 1254066 1,0E+04 (Ba phat hién)
CTX-M-9 E.coli AR-Bank #0086 1,0E+04
E.cloacae NCTC 13464 1,0E+04
CTX-M-14 K. pneumoniae AR-Bank #0079 1,0E+04
CTX-M-15 E.coli Zeptometrix 0801905 1,0E+04
CTX-M-22 P. mirabilis GRE 1254053 1,0E+04
CTX-M-25 K. pneumoniae NCTC 13465 1,0E+04
Cac dw doan vé kha nang phan &ng in silico®
Da phat hién Khéng phat hién i “a“%kflgfl'; ‘;gﬁr'i‘:ﬁf"g)xac 2l i
CTX-M-1 = CTX-M-117 CTX-M-150 CTX-M-151 CTX-M-118 CTX-M-143
CTX-M-121 — CTX-M-126 CTX-M-152 CTX-M-119 CTX-M-145
CTX-M-129 — CTX-M-132 CTX-M-155 — CTX-M-177 CTX-M-120 CTX-M-146
CTX-M-134 CTX-M-179 — CTX-M-185 CTX-M-127 CTX-M-149
CTX-M-136 — CTX-M-139 CTX-M-128 CTX-M-153
CTX-M-141 — CTX-M-142 CTX-M-133 CTX-M-154
CTX-M-144 CTX-M-135 CTX-M-178
CTX-M-147 — CTX-M-148 CTX-M-140

@ Thang 7/2016; phan tich hon 1.200 trinh tw CTX-M trong co s& di¥ liéu (dwgc phan loai va chwa dwoc phan loai).

K. aerogenes AR-Bank #0161 1,0E+04
IMP E. coli GRE 1062016 1,0E+04
K. pneumoniae AR-Bank #0080 1,0E+04
IMP-12 P. aeruginosa AR-Bank #0103 1,0E+04 IMP Detected
IMP-3° E_coli GRE 1252008 1,0E+04 3 ot gn)
IMP-4 A. baumannii GRE 1062081 1,0E+04 P i
IMP-8 K. pneumoniae GRE 1062084 1,0E+04
IMP-9 E. coli GRE 1252009 1,0E+04
IMP-14 P. aeruginosa AR-Bank #0092 1,0E+04
Céc dw doén vé kha ning phan (rng in silico®
i I N Kha nang phan trng
DA phat hién Sl Ll g el g khéng xac dinh
hoac khong phat hién (khdng c trinh tw)
IMP-31 IMP-36
- — - a i = - - — -
IMP-1 — IMP-30¢ IMP-40 — IMP-45 IMP-58 — IMP-60 IMP-35 IMP-39
IMP-32 — IMP-34 IMP-48 — IMP-49 e
IMP 37 — IMP-38 IMP-51 — IMP-56 i

2Kha n&ng phan (ng han ché hodc suy giam duwoc duy doan cho 1/36 (2,8%) cac trinh tw IMP-1 va 1/3 (33,3%) c&c trinh tw IMP-3.
b Thang 6/2016; phan tich hon 220 trinh tw IMP trong co s& dir liéu (duoc phan loai va chwa dwoc phan loai).
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Bang 96. Cac ching phan lap cé chira gen blakpc da dwoc xét nghiém va phat hién, ciing nhw cac dw doan vé kha nang phan rng in silico

E. cloacae ATCC BAA-2341 1,0E+04
E. hormaechei ATCC BAA-2082 1,0E+04
KPC P. mirabilis AR-Bank #0156 1,0E+04
K. oxytoca AR-Bank #0147 1,0E+04
K. pneumoniae AR-Bank #0097 1,0E+04
K. oxytoca JMI 2523 1,0E+04
K. oxytoca JMI 7818 1,0E+04 -
K. pneumoniae Zeptometrix 0801886 1.0E+04 KPC Deti‘?;d (B4 phat
KPC-2 K. pneumoniae JMI 328 1,0E+04 ién)
K. pneumoniae ATCC BAA-1705 1,0E+04
S. marcescens JMI 697 1,0E+04
KPC-3 E. coli AR-Bank #0061 1,0E+04
K. oxytoca JMI 2661 1,0E+04
KPC-4 K. pneumoniae JMI 766 1,0E+04
KPC-5 P. aeruginosa Pai hoc Creighton PS28 1,0E+04
Cac dw doan vé kha nang phan wng in silico®
Kha nang phan trng
Da phat hién Not Detected (Khong phat hién) khéng xac dinh
(khéng c6 trinh tw)
N KPC-20
KPC-1-19 KPC-21-22 KPC-24-26 Khong ap dung KPC-23

@ Thang 8/2016; phan tich khoang 1.125 trinh ty KPC trong co sé& di liéu (dwoc phan loai va chwa dwgc phan loai).

Bang 97. Cac chiing phan lap c6 chira gen blaypy dd dwoc xét nghiém va phat hién, ciing nhw cac dw doan vé kha nang phan &ng in silico

E. coli AR-Bank #0162 1,0E+04
NDM K. pneumoniae AR-Bank #0153 1,0E+04
K. pneumoniae AR-Bank #0068 1,0E+04
P. mirabilis AR-Bank #0159 1,0E+04 NDM Detected
NDM-1 A. baumannii AR-Bank #0033 1,0E+04 (Ba phat hién)
NDM-2 A. baumannii GRE 1153064 1,0E+04
NDM-5 E. coli AR-Bank #0150 1,0E+04
NDM-6 E. coli AR-Bank #0137 1,0E+04
Céc dw doén vé kha ning phan (rng in silico®
Da phat hién Khéng phat hién
NDM-12 NDM-7 NDM-13
NDM-2 NDM-8 NDM-14
NDM-3 NDM-9 NDM-15 Khéng ap dung
NDM-4 NDM-10 NDM-16 ;
NDM-5 NDM-11
NDM-6 NDM-12

2 Phan tng han ché ho&c suy giam dwoc du doan cho 3/430 trinh tw NDM-1 (0,7%).

bTha’ng 6/2016; phan tich 900 trinh tw NDM trong co s& di liéu (dwgc phan loai va chwa dwgc phan loai).

Bang 98. Cac ching phan lap c6 chira gen blaoxa4s va cac gen twong tw da dwoc xét nghiém va phat hién, ciing nhw cac dw doan vé kha
nang phan ng in silico

Nong do6 xét nghiém

(ban sao/mL)

OXA-48 K. aerogenes AR-Bank #0074 1,0E+04
. S. marcescens GRE 1411136 1,0E+04 .

OXA-48-like S. marcescens GRE 1411137 1.0E+04 OXA4E-Line Deratad (B3 phat

OXA-162 K. pneumoniae GRE 1355030 1,0E+04 hién)

OXA-181 K. pneumoniae AR-Bank #0068 1,0E+04 i

OXA-232 K. pneumoniae AR-Bank #0075 1,0E+04

Céc dw doén vé kha ning phan (rng in silico®
Da phat hién Not Detected (Khéng phat hién)®

OXA-48 OXA-204 OXA-370 OXA-163° OXA-438°
OXA-48-like OXA-232 OXA-484 OXA-247¢ OXA-439°

OXA-162 OXA-244 OXA-505 OXA-405°

OXA-181 OXA-245 OXA-416

OXA-199 OXA-252 OXA-436°

a2Thang 6/2016; phan tich 165 trinh tw OXA-48-like trong co s& di liéu (dwgc phan loai va chwa dwgc phan loai).
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b Két qua phan tich trinh tw dw doan ring sé khéng phat hién dwoc cac kiéu OXA-48-like. Cac loai phi OXA-48-like (vi du nhw OXA-23-like, OXA-40/24-like, OXA-51-like, OXA-
58-like, OXA-143a-like va OXA-143-like) cling sé khong phat hién dwoc.
© Céac bién thé mat doan c6 hoat tinh thiy phan carbapenem bj thay ddi, nhw dwoc mo ta cho OXA-163"37.

Bang 99. Cac chiing phan lap c6 chira gen blayy da dworc xét nghiém va phat hién, ciing nhw cac dw doan vé kha ning phan (rng in silico

E. cloacae AR-Bank #0154 1,0E+04
VIM P. aeruginosa AR-Bank #0111 1,0E+04
K. pneumoniae AR-Bank 0076 1,0E+04 < .
ViM-2 P. aeruginosa AR-Bank #0100 1,0E+04 ViM Deterf.tf’d (B4 phat
VIM-4 P. aeruginosa AR-Bank #0054 1,0E+04 ién)
VIM-7 E. coli GRE 1256018 1,0E+04
VIM-10 P. aeruginosa NCTC 13437 1,0E+04

Céc dy doan vé kha ning phan (ng in silico®

Suy giam kha nang phan trng S L i (D

VIM-39 VIM-21
VIM-1 - VIM-202 VIM-23 — VIM-47 VIM-49 — VIM-51 VIM-45 VIM-22
VIM-46 VIM-48

2 Phan (ng han ché hodc suy gidm duoc dy doan cho 2/177 trinh tw VIM-2 (1,1%).
5 Thang 9/2016; phan tich hon 600 trinh tw VIM trong co s& dir liéu (duwoc phan loai va chwa dwoc phan loai).

Do dac hiéu phan tich (Kha nang phan trng chéo va kha nang loai trtr)

C6 nguy co két qua dwong tinh gid do mrc d6 khuéch dai khong dac hiéu va’hodc phan (rng chéo véi cac sinh vat duoc
tim thdy trong dworng hd hap. Kha nang khuéch dai va phat hién khéng dac hiéu cha cac xét nghiém trén FilmArray
Pneumonia Panel plus dwoc danh gia bang cac phép phan tich in silico dbi v&i cac trinh tw hién cé va bang xét nghiém
thwe nghiém (wét) dbi véi néng dd cao cla cac sinh vat trong nhirtng mau dw tri. Ngoai ra, kha ndng phan tng chéo ciing
duoc quan sat va dy doan dbi vdi cac sinh vat ¢o lién quan chat ché véi cac sinh vat dwoc phat hién bai thiét bi, cling nhw
céc sinh vat khong lién quan cé kha nang hién dién trong cac mau bénh phdm dwdng hd hap dwéi dwoc tdng hop trong
Bang 100. C6 thé xay ra cac két qua sai léch do tinh trang phan &ng chéo v&i cac sinh vat khdng dwoc danh gia hodc cac
trinh tw bién thé mai xuét hién.

C4c sinh vat trong thiét bi da dwoc xét nghiém dé danh gia khd nang phan (ng chéo gitra cac thiét bi (Bang 101). Céac sinh
vat ngoai thiét bi bao gdm céc loai cung chi hodc lién quan vé& mat di truyén dén cac sinh vat dwoc thiét bi phat hién, ciing
nhw cac quan thé vi khudn va mam bénh binh thwdng c6 thé hién dién trong cac mau bénh pham gibng dom va giébng BAL
(a Xem Bang 100 dé biét thong tin vé kha nang phan (rng chéo.

Bang 102). Cac gen khang khang sinh cling duoc tién hanh danh gia song song véi cac sinh vat chi trong va ngoai thiét b.
Néng dd cudi cung cltia chét phan tich trong mau (thuwéng 1a =1,0E+07 CFU/mL dbi véi vi khudn va ndm, va 21,0E+05
TCIDso/mL dbi véi vi rat) dai dién cho cac mirc dd gap ~100 - 100.000 lan so véi mire d6 LoD hodc mirc thap nhat c6 thé
bao cao cla cac xét nghiém trén FilmArray Pneumonia Panel plus.

Bang 100. Kha nang phan trng chéo dwoc ghi nhan va dw doan cua cac xét nghiém trén FilmArray Pneumonia Panel plus

Sinh vat phan (rng chéo

Loai c6 lien quan mat thiét

Escherichia fergusonii®
Loai Shigella (S. boydii, S. dysenteriae, S. flexneri, S. sonnei) @
Klebsiella oxytoca Klebsiella michiganensis?
Staphylococcus argenteus®
Staphylococcus schweitzeri®

Escherichia coli

Staphylococcus aureus

Pseudomonas aeruginosa Pseudomonas putida?
Loai khong cé lién quan
Rhinovirus & nguwoi/Enterovirus Loai Bordetella®
Aspergillus niger
Parainfluenza Virus' Cryptococcus laurentii

Cryptococcus uniguttulatus

Trang 95
BioFire® FilmArray® Pneumonia Panel plus RFIT-PRT-1018-04 Thang 9 nam 2021



RFIT-ASY-0142
RFIT-ASY-0143

BIO = Chi danh cho khach hang khong & tai Hoa Ky REF

BY BIOMERIEUX

Adenovirus
CTX-M"

at p
Stenotrophomonas acidaminiphila®
Acinetobacter schindleri
Burkholderia vietnamiensis'
Lelliottia amnigena (Enterobacter amnigenus)
Enterobacter kobei
Enterobacter ludwigii
Enterobacter cloacae

Escherichia coli’

aKhéng thé phan biét v& mat di truyén va vé& mat kiéu hinh cling nhw thwdng dwoc xac dinh sai béi cac ky thuat cta phong xét nghiém tiéu chuén. Puoc phat hién & n6ng do
>1,0E+04 ban sao/mL.

bKhoéng thé phan biét v& mét di truyén va v& mét kidu hinh cling nhw thwéng dwoc xac dinh sai béi cac ky thuat cia phong xét nghiém tiéu chun. Bwoc phat hién & ndng do
>1,0E+05 ban sao/mL.

¢Khong thé phan biét v& mat di truyén va v& mat kidu hinh ciing nhw thwong dwoc xac dinh sai béi cac ky thuat ciia phong xét nghiém tiéu chudn. Bwoc phat hién & noéng do
>1,0E+06 ban sao/mL.

4 C6 thé xay ra phan (ng chéo & ndng do >1,0E+07 ban sao/mL.

¢ Kha nang phan &ng chéo v&i B. pertussis dwgc xac nhan & mirc 21,0E+06 CFU/mL. Kha nang phan &ng chéo v&i B. parapertussis va B. bronchiseptica chwa dwgc ghi nhan
tai mirc 1,0E+08 CFU/mL, nhung c6 thé xay ra dwa trén két qua phan tich trinh tu.

fKha néng phan trng chéo dwoc ghi nhan véi A. niger, C. laurentii va C. uniguttulatus & cac ndng dd >1,0E+06 ban sao/mL. Kha ning phan trng chéo véi cac loai Cryptococcus
khac cé thé xay ra dwa trén két qua phan tich trinh tu.

9.S. acidaminiphila khéng dwoc phan 1ap tir cac m&u bénh phdm 1am sang & nguwdi, khdng cé phan (ng chéo nao dwoc ghi nhan véi céac loai Stenotrophomonas khac.

" San pham phan (rng chéo chi dwoc ghi nhan & néng d6 >4,5E+07 CFU/mL va chi dwoc bao céo néu phat hién thay vi khuén gram am phu hop.

iChua duoc xét nghiém. Duoc dw doan béi két qua phan tich in silico.

INéu dwoc ghi nhan, két qua sé duoc bao céo la Escherichia coli 104 ban sao/mL.

“Duya trén két qua phan tich in silico, kha nang phan (ng chéo ciing c6 thé xdy ra & néng do cao (>1,0E+07 ban sao/mL) cla lodi Enterobacter khac (E. hormaechei,
K. aerogenes, E. lingolyticus), Citrobacter freundii, Citrobacter koseri, Escherichia vulneris va Leclercia adecaboxylata.

Bang 101. Cac vi sinh vat trong thiét bi dwoc xét nghiém dé danh gia tinh déc hiéu phan tich cia FilmArray Pneumonia Panel plus

Két qua dwong tinh gia ciing dwgc ghi nhan khi xét nghiém cac loai dwoc in dam.

TRONG THIET

Vi khuan

Acinetobacter baumannii Enterobacter kobei®

Klebsiella quasipneumoniae

Pseudomonas aeruginosa

Acinetobacter calcoaceticus

Enterobacter ludwigii®

Klebsiella variicola

Serratia marcescens

Acinetobacter nosocomialis

Escherichia coli

Moraxella catarrhalis

Staphylococcus aureus

Acinetobacter pittii Haemophilus influenzae Proteus hauseri Streptococcus agalactiae
Enterobacter asburiae Klebsiella aerogenes Proteus mirabilis Streptococcus pneumoniae
Enterobacter cloacae Klebsiella oxytoca Proteus penneri Streptococcus pyogenes

Enterobacter hormaechei

Klebsiella pneumoniae

Proteus vulgaris

Vi khuan khéng dién hinh

Chlamydia pneumoniae

Legionella pneumophila

| Mycoplasma pneumoniae

Virus

Middle East Respiratory Syndrome
Coronavirus (MERS-CoV)

Coronavirus HKU1

Metapneumovirus & ngudi

Parainfluenza Virus 2

Adenovirus B

Coronavirus NL63

Influenza A

Parainfluenza Virus 3

Adenovirus C

Coronavirus OC43

CimB

Parainfluenza Virus 4

Adenovirus E

Enterovirus

Parainfluenza Virus 1

Virus hop bao hd hip

Coronavirus 229E

Rhinovirus & nguoi

(Pseudomonas aeruginosa)

(Acinetobacter baumannii)

(Enterobacter cloacae)

Gen khang khang sinh
CTX-M KPC OXA-48-like mecA va MREJ
(Klebsiella oxytoca) (Klebsiella pneumoniae) (Serratia marcescens) (Staphylococcus aureus)
IMP NDM VIM

aXem Bang 100 dé biét thong tin v& kha nang phan &ng chéo.
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Bang 102. Vi khuan ngoai thiét bi dwoc xét nghiém hay danh gia bing két qua phan tich In Silico vé tinh déc hiéu phan tich cta FilmArray
Pneumonia Panel plus

Két qua dwong tinh gia ciing dwoc ghi nhan khi xét nghiém céc loai dwoc in dam.

NGOAI THIET B|

Vi khuan

Abiotrophia defectiva Escherichia fergusonii Mycobacterium tuberculosis Shigella boydii®
Achromobacter L . . . o

. Escherichia hermanii Mycoplasma bovis Shigella dysenteriae
xylosoxidans
Acinetobacter haemolyticus Escherichia vulneris Mycoplasma genitalium Shigella flexneri®
Acinetobacter johnsonii Fluoribacter dumoffei Mycoplasma hominis Shigella sonnei®
Acinetobacter junii Fusobacterium varium Mycoplasma orale Staphylococcus argenteus®
Acinetobacter Iwolfii Gemella morbillorum Neisseria gonorrhoeae Staphylococcus capitis

Acinetobacter radioresistens

Granulicatella adiacens

Neisseria lactamica

Staphylococcus caprae

Acinetobacter schindleri®

Haemophilus ducreyi

Neisseria meningitidis

Staphylococcus cohnii

Acinetobacter ursingii

Haemophilus haemolyticus

Neisseria mucosa

Staphylococcus haemolyticus

Actinobacillus
actinomycetemcomitans

Haemophilus parahaemolyticus

Neisseria sicca

Staphylococcus epidermidis
(mecA)

Actinobacillus hominis

Haemophilus parainfluenzae

Nocardia asteroides

Staphylococcus hominis

Actinobacillus ureae

Haemophilus parasuis

Nocardia brasilensis

Staphylococcus intermedius

Actinomyces isrealii

Haemophilus sputorum®

Pantoea agglomerans

Staphylococcus lugdunensis

Actinomyces naeslundii

Hafnia alvei

Pasteurella multocida

Staphylococcus lutrae

Bacillus cereus

Hafnia paralvei

Pediococcus acidilactici

Staphylococcus pasteuri

Bacteriodes fragilis

Helicobacter pylori

Peptostreptococcus anaerobius

Staphylococcus pseudointermedius

Bordatella bronchiseptica

Kingella kingae

Pluralibacter gergoviae

Staphylococcus saprophyticus

Bordatella parapertussis

Klebsiella michiganensis®

Porphyromonas gingivalis

Staphylococcus schleiferi

Bordatella pertussis?®

Kluyvera intermedia

Prevotella intermedia

Staphylococcus schweitzeri®

Burkholderia cepacia

Kluyvera ascorbata

Prevotella melaninogenica

Staphylococcus sciuri

Burkholderia mallei

Lactobacillus acidophilus

Prevotella oralis

Staphylococcus warneri

Burkholderia multivorans

Leclercia adecarboxylata

Propionibacterium acnes

Staphylococcus xylosus

Cedecea davisae

Legionella feeleii

Pseudomonas fluorescens

. . Legionella Providencia rettgeri Stenotrophomonas
Burkholderia pseudomallei bozemanii (OXA-48-like) acidaminiphila®
Cardiobacterium hominis Legionella cincinnatiensis Providencia stuartii Stenotrophomonas maltophilia

Stenotrophomonas

nitritireducens

Chlamydia trachomatis

Legionella lansingensis

Pseudomonas luteola

Stenotrophomonas rhizophila

Phén loai Zooepidemicus cla

Chlamydophila psittaci Legionella longbeachae Pseudomonas nitroreducens St

reptococcus
Citrobacter freundii (KPC) Legionella micdadei Pseudomonas oryzihabitans Streptococcus mitis
Citrobacter koseri Legionella wadsworthii Pseudomonas pertucinogena Streptococcus mutans
(OXA-48-like) g p g P
Citrobacter sedlakii Lelliottia nimipressuralis Pseudomonas putida® (IMP) Streptococcus oralis

Citrobacter werkmanii (VIM)

Lelliottia amnigena®
(Enterobacter amnigenus)

Pseudomonas stutzeri

Streptococcus parasanguinis

Clostridium difficile

Leuconostoc lactis

Ralstonia pickettii

Streptococcus
pseudopneumoniae

Clostridium perfringens

Listeria monocytogenes

Raouiltella ornithinolytica

Streptococcus salivarius

Corynebacterium diptheriae

Macrococcus caseolyticus

Raouiltella planticola

Streptococcus sanguinis

Corynebacterium genitalium

Micrococcus luteus

Raoultella terrigena

Streptococcus tigurinus

Corynebacterium . .

pseudodiptherticum Moraxella equi Rhodococcus equi Streptomyces anulatus
Corynebacterium urealyticum Moraxella lacunata Rothia mucilaginosa Treponema denticola
Cronobacter sakazakii Moraxella lincolnii Salmonella enterica (CTX-M) Ureaplasma parvum

Eikenella corrodens

Moraxella nonliquiefaciens

Serratia fonticola

Ureaplasma urealyticum

Enterobacter cancerogenus

Morganella morganii (NDM)

Serratia liquefaciens

Vagococcus fluvialis

Enterobacter massiliensis

Mycobacterium africanum

Serratia odorifera

Veillonella parvula

Enterobacter soli

Mycobacterium bovis

Serratia plymuthica

Yersinia enterocolitica

Enterococcus faecium

Mycobacterium caprae

Serratia rubidaea

Yersinia pseudotuberculosis

Enterococcus faecalis

Mycobacterium microti®

Vi

rus

Bocavirus

Hantavirus®

Papillomavirus & nguoi (HPV)

Varicella zoster virus

Cytomegalovirus

Herpes simplex virus 1

Influenza C®

Severe Acute Respiratory
Syndrome Coronavirus
(SARS-CoV)

Epstein Barr virus

Vi rat suy gidm mién dich &
ngudi (HIV)

Mumps virus

Vi rat s&i Dirc (Rubella)

Vi rdt séi (Rubeola)
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NGOAI THIET B|

Nam/men

Aspergillus flavus Coccidioides posadasii Fusarium kyushense Pneumocystis carinii
Aspergillus fumigatus Cryptococcus albidus Histoplasma capsulatum® Pneumocystis jirovecii
Aspergillus niger’ Cryptococcus gattii Paecilomyces variottii Pneumocystis murina

Asperqillus terreus

Cryptococcus laurentii®

Paracoccidodes brasiliensis®

Rhizopus microsporus

Blastomyces dermatitidis

Cryptococcus neoformans

Penicillium chrysogenum®

Scedosporium apiospermum

Candida albicans

Cryptococcus uniguttalatus®

Penicillium marneffei

Scedosporium prolificans

(Klebsiella (Enterobacter) aerogenes)

(Acinetobacter baumannii)

Candida glabrata Filobasidium capsuligenum
Gen khang khang sinh
AmpC OXA-24/40 (khéng gibng 48)

SME (Serratia marcescens)

TEM (Escherichia coli)

CMY (Il) (Escherichia coli)

SHV (Klebsiella pneumoniae)

SPM

VAN

(Pseudomonas aeruginosa) (Staphylococcus aureus)

ompK36 [SHV-12, OMPCJa

A 2 A ~ d
(Klebsiella pneumoniae) Bién thé SCCmec thiéu mecA hoac mecC (Staphylococcus aureus)

aXem Bang 100 d& biét thong tin v& kha néng phan (ng chéo.

Do dac hiéu phan tich chi dwoc danh gia béng két qua phan tich silico clia toan bd bd gen hoac cac trinh tw clia mdt phan bd gen trong co s& dir liéu cong cong. Khong co
phan trng chéo nao dwoc dy doan dwa trén cac trinh tw dwoc phan tich.

° Pwoc xét nghiém & ndng dd dwéi 1,0E+07 CFU/mL va ngoai ra con dwoc danh gia béng phan tich in silico. Khd nang phan tng chéo khéng ghi nhan théy trong xét nghiém
cling nhw khéong dwoc dw doan dwa trén cac trinh tw dwoc phan tich.

4 Chling phan lap man cam methicillin clia S. aureus (Rennes 1060728) cé trinh tyv MREJ nhuwng khéng cé gen mecA hodc gen mecC (cassette tréng). Staphlycoccus aureus
dwgc bao céo la Detected (Ba phat hién) trong khi mecA/C va MREJ dwoc bao cao la Not Detected (Khong phat hién).

Do chum (D6 tai lap)

Xét nghiém vé do chum (d tai 1ap) da dwoc thwe hién véi cac mau BAL dw tri trong nhiéu ngay tai ba vi tri (dia diém) trong
phong xét nghiém béng cach st dung két hop cac hé thdng FilmArray, FilmArray 2.0 va FilmArray Torch. Xét nghiém da
két hop mot loat cac bién thé tiém nang dwoc dwa vao bdi nguwdi van hanh, hé théng, dung cu hodc mé-dun Torch, néng
dd va 16 thude thr, vai tong sb 30 xét nghiém trén méi hé théng va tbng sb 90 tai 13p trén méi mau/néng do.

Qua trinh danh gia do tai lap cta cac két qua Detected / Not Detected (D4 phat hién / Khéng phat hién) déi véi cac vi khuan
va vi rat khéng dién hinh bao gém cac mau cé chira td hop ndm chét phan tich khac nhau, & cac néng dé Am tinh, Dwong
tinh th&p (1xLoD) va Dwong tinh trung binh (3xLoD). Két qua am tinh thu dwoc tir cac méu khdng thém chudn la chét phan
tich (xem két qua danh gia dd chum dbi v&i cac chat phan tich vi khuan dwéi day).

Bang téng hop trong Bang 103 thé hién cac két qua (ty 1& phan trdm (%) hoa hop véi két qua Detected (Da phat hién) hodc
Not Detected (Khong phat hién) dw kién) dbi véi cac vi khudn va virus khéng dién hinh (theo dia diém va hé théng).

Bang 103. Do tai lap chia cac két qua xét nghiém vi rat va vi khuan khéng dién hinh trén FilmArray Pneumonia Panel plus

Ty lé hoa hop v&i két qua duw kién
FilmArray 2.0 FilmArray Torch

FilmArray Tat ca cac dia

Chat phan tich Nong do da xét nghiém Két qua dw kién

BioFire® FilmArray® Pneumonia Panel plus

Dia diém A Dia diém B Pia diém C d'enga‘?é:'f"g
Vi khuén khéng dién hinh
Khéng éap dung Not Detected 2.340/2.340
Chlamydia pneumoniae (Khéng c6 chat (Khéng phat 7?3670?0 7?867;0 7?867;0 100%
phan tich) hién) ° o o [99,8%—100%]
Duong tinh trung binh | 1y g 30/30 30/30 30/30 90/90
S (D3 phat hién) 100% 100% 100% 100%
1,5E+03 CFU/mL - [96,0%—100%]
Leg:one!la pneqmophlla Dwong tinh thap Detected 30/30 30/30 30/30 90/510
Pl U Ll (Pa phat hién) 100% 100% 100% 100%
ATCC 33152 5,0E+02 CFU/mL - [96,0%—100%]
Khéng cé Not Detected 2.160/2.160
(Khéng c6 chat (Khéng phat 7?85{,/20 7128670/20 7128670/20 100%
phan tich) hién) ° ° ° [99,8%—100%)]
Khéng cé Not Detected 2.340/2.340
Mycoplasma pneumoniae (Khong c6 chét (Khéng phat 7?85{,?0 7?867;0 7?867;0 100%
phan tich) hién) ° ° ° [99,8%—100%)]
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Chét phan tich

Nong do da xét nghiém Két qua dw kién

FilmArray

Ty Ié hoa hop véi két qua dw kién

FilmArray 2.0

FilmArray Torch

Tat ca cac dia
diém / hé théng

Pija diém A Pia diém B Pia diém C [95% Cl]
Virus
Dl g';“l'_;’g"g binh | petected 30/30 30/30 30/30 ?gg?,z
a A H- 0, 0, 0,
3.0E+00 Tobyml | (B3 phat hign) 100% 100% 100% 196.0% 400%]
Adenovirus Dworng tinh thap 90/90
Loai B Kiu huyét thanh 3 1% LoD Detected 30/30 30/30 30/30 100%
ZeptoMetrix 0810062CF 1,0E+00 TCIDgymL | (P@Phathién) 100% 100% 100% 196,0%—100%]
Khéng cé Not Detected 2.160/2.160
6ng c6 chét ong phat o
el Khong e 7200720 7200720 7200720 oo
phan tich) hién) 100% 100% 100% [99,8%—100%]
Khéng cé Not Detected 2.336/2.340
Coronavirus (Khéng c6 chat (Khéng phat 7?3670?0 7;3’5730 7?8{)7;0 99,8%
phan tich) hién) b 5% b [99,6%—100%]
Dwong tinh trung binh | . 10q 30/30 30/30 30/30 90/90
S (D3 phét hién) 100% 100% 100% 100%
1,5E+02 TCIDso/mL P ; ° ° ° [96,0%—100%]
S Detected 30130 29/30 30/30 oo
ZeptoMetrix 0810161CF 5,0E+01 TCIDg/mL | (Pd phathicn) 100% 96,7% 100% [94,0%—100%]
Khéng cé Not Detected 2.160/2.160
(Khong c6 chét (Khéng phat 7200720 720720 720720 100%
phan tich) hién) 100% 100% 100% [99,8%—100%]
Rhinovirus & g G Not Detected 7791780 780/780 7791780 2.338/2.340
ngw&ilEnterovirus (i o izt (Khong phat 99,9% 100% 99,9% 99,9%
phan tich) hién) : : [99,7%—100%]
T ;‘;";_;’5‘“9 binh | petected 30/30 30/30 30/30 ?gg?,?
D3 phét hién 100% 100% 100% 100%
1,5E+00 TCIDsg/mL [96,0%—100%]
Ll £ Dwong tinh tha "89/90
H3N2 12 =5 P Detected 30/30 29/30 30/30 98.9%
A/Cang Chalmers/1/73 05E-01 o | (P phat hién) 100% 96,7% 100% 194,000 100%]
RIS MR " Khén 5 Not Detected 2 ‘160012 1600
ong co - g 720/720 720/720 720/720 AoNZ.
(Khéng co chat (Khéng phat o o o 100%
phan tich) hién) 100% 100% 100% [99,8%—100%]
Khéng cé Not Detected 2.340/2.340
Cim B (Khéng c6 chat (Khéng phat 780/780 780/780 780/780 100%
phan tich) hién) 100% 100% 100% [99,8%—100%]
Middle East Respiratory Khong ap dung Not Detected 780/780 780/780 780/780 2.34012.340
Syndrome Coronavirus (g o izt (Khong phat 100% 100% 100% 100%
phan tich) hién) [99,8%—100%]
T ;‘;";_;’5‘“9 binh | petected 30/30 30/30 30/30 fgﬁz
a A iAa 0, 0, 0,
7 5E+01 TolDgmL | (P Phat hign) 100% 100% 100% 196.0% 400%]
Pa’a'“fi'(‘i‘ée:zza R D“"”;g :_'2:‘) e Detected 30/30 30/30 30/30 fgﬁz
ZeptoMetrix 0810015CF 2,5E+01 TCIDsymL | (P@Phathién) 100% 100% 100% 196,0%—100%]
Khéng cé Not Detected 2.160/2.160
6ng c6 chét ong phat o
el Khong e 7200720 7200720 7200720 oo
phan tich) hién) 100% 100% 100% [99,8%—100%]
Khéng cé Not Detected 2.340/2.340
Virus hop bao hd hap (Khéng c6 chat (Khéng phat 7?861?" 7?8{)7;0 7?8{)7;0 100%
phan tich) hién) ° ° ° [99,8%—100%)]

D& chum cla cac chat phan tich vi khudn dwoc do & mbi ndng do 1a 1) d6 chum cutia két qua khodng va 2) do tai lap cda
mau nhiém chét phan tich. Khi mét mau chira mét hay nhiéu vi khuan dwoc xét nghiém nhiéu lan, dd chum cla két qua
khodng (xac suat méi tai 13p sé nhan dwoc cung mot két qua khodng) sé khac nhau dwa trén ndng do axit nucleic do dwoc
va mbi lién hé clia ndng do d6 véi gi¢i han mdi khoang. D6 chum clia khoang cé thé & mirc thap t6i da la 50% dbi véi cac
gia tri & gi®i han khoang va do chum sé tang (Ién t&i 90% hodc cao hon) khi khodng cach cua gia tri do dwoc tr gidi han
khodng téng lén. D6 chum clia két qua khodng FilmArray Pneumonia Panel plus sé& theo mé hinh dwoc minh hoa trong

Hinh 2:

BioFire® FilmArray® Pneumonia Panel plus
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o >90% tai tam khoang (Kich ban 1)
o ~60-90% gilra gi¢i han khodng va tam khoang (Kich ban 2)
o ~50% & cac gi¢i han khoang (Kich ban 3)

Cac mau c6 chira vi khudn va gen khang khang sinh (AMR) twong &ng da dwoc xét nghiém & sau ndng dod khac nhau
trong pham vi c6 thé bao céo va duwoc thé hién dwdi day. Bang tdng hop trong Bang 104 thé hién d6 chum cla khodng (ty
|& phan tram (%) cla cac tai 1ap dwoc béo cdo trong méi khodng) va dd tai lap ctia mau nhiém & mdi ndng d6 xét nghiém.

Kha nang Két qua ngan duoc bao cao

1,0 ¢

0,9+
0.8+
0,7+
0,6 - Khong N a n

phat hign 1074 1075 1076
0,5+
04
0,3 -
0,2 ¢
0,1
0,0 L L s

30 40/ 50 %60 70
Gia tri do dworc (log1o ban sao/mL)
Ngan Ngan Ngfn
10%4 Kich ban 1 105 10%
290%
Gia tri trung binh do
duoc (ban sao/mL) Kich ban 2
10%5,0 | -75% o ~25%
®
10°5,25 Kich ban 3
® 10755
~50% ® ~50% I

Hinh 2. Mé hinh dé chum cua két qua khoang FilmArray Pneumonia Panel plus
Hinh trén: Xac suat cua cung maot két qua khoang cho méi tai lap dwoc xét nghiém thay ddi dwa trén mirc d6 tiém can cua gia tri do dwoc
vé&i gi¢i han khoang.
Hinh dwéi: Phan phéi két qua khoang dw kién & cac gia tri do trung binh khac nhau.

Bang 104. D tai lap cua két qua khoang FilmArray Pneumonia Panel plus trén FilmArray, FilmArray 2.0 va FilmArray Torch

Mau xam biéu thi k&t qua khoang du kién dwa trén ndng dd chét phan tich, trong d6 phong chir dam chi ra khodng co ty 1& phan tram két qua Ién nhét
& mdi ndng do.

. ong do 0 ap G O pDao ong O qua Téngc@ng
0g1o ban sao 210A7 1046 1045 1074 ND Da phat hién
75 90/90 _ _ _ _ 90/90
' (100%) 100%
65 87/90 3/90 _ ~ ~ 90/90
’ (96,7%) (3,3%) 100%
55 ~ 82/90 8/90 ~ ~ 90/90
Acinetobacter ' (91,1%) (8,9%) 100%
batmannii 45 _ 1/90 80/90 9/90 _ 90/90
(NDM-1) ’ (1,1%) (88,9%) (10,0%) 100%
1/90 74/90 15/90 75/90
ARG 3,5 - - (1,1%) (82,2%) (16,7%) 83,3%
25 ~ ~ ~ 1/90 89/90 1/90
' (1,1%) (98,9%) 1,1%
Khéng ap dung
(Khéng cé chét - - - - 1?23{;}’;’0 0/1.800
phan tich) 4 0,0%
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ong do % tai lap dwo’c bao trong o et qua oang Téngc@ng
' e D EEe 21047 1046 1045 10A4 ND palbnSen
70 90/90 _ B _ _ 90/90
’ (100%) 100%
6.0 4/90 86/90 ~ _ _ 90/90
’ (4,4%) (95,6%) 100%
50 _ 6/90 80/90 _ 4/90 86/90
’ (6,7%) (88,9%) (4,4%) 95,6%
Enterobacter cloacae 4.0 _ _ 6/90 83/90 1/90 89/90
(VIM) ' (6,7%) (92,2%) (1,1%) 98,9%
AR-BANK#0154 30 _ _ 1/90 4/90 85/90 5/90
’ (1,1%) (4,4%) (94,4%) 5,6%
20 _ _ ~ _ 90/90 0/90
’ (100%) 0,0%
Khéng ap dung
(Khéng c6 chat - - - - 1&:(1)%10/80;)0 0/1.800
phan tich) 0,0%
70 90/90 _ _ _ _ 90/90
’ (100%) 100%
6.0 7/90 82/90 _ _ 1/90 89/90
’ (7,8%) (91,1%) (1,1%) 98,9%
50 _ 10/90 80/90 _ ~ 90/90
' (11,1%) (88,9%) 100%
Escherichia coli 4.0 _ _ 12/90 77/90 1/90 89/90
(IMP) ’ (13,3%) (86,7%) (1,1%) 98,9%
GRE 1062016 30 _ _ 1/90 15/90 74/90 16/90
’ (1,1%) (16,7%) (82,2%) 17,8%
20 _ _ _ _ 90/90 0/90
' (100%) 0,0%
Khéng ap dung
(Khéng c6 chét - - - - 180011800 | /4 899
phan tich) (o) 0,0%
70 89/90 1/90 _ _ _ 90/90
’ (98,9%) (1,1%) 100%
6.0 35/90 55/90 _ ~ ~ 90/90
' (48,9%) (61,1%) 100%
5.0 _ 49/90 40/90 1/90 _ 90/90
’ (54,4%) (44,4%) (1,1%) 100%
o 41/90 49/90 90/90
Haemzprlggli ég);l;lenzael 4,0 - - (45,6%) (54,4%) - 100%
30 _ _ _ 42/90 48/90 42/90
' (46,7%) (53,3%) 46,7%
20 _ _ _ _ 90/90 0/90
' (100%) 0,0%
Khéng ap dung
(Khéng c6 chét - - - - ":‘1)%1;;’0 0/1.800
phan tich) G 0,0%
75 90/90 _ _ _ _ 90/90
’ (100%) 100%
6.5 65/90 25/90 B ~ ~ 90/90
’ (72,2%) (27,8%) 100%
55 _ 52/90 38/90 _ _ 90/90
Klebsiella aerogenes : {SilsBhs) ) 100%
(Enterobacter 45 _ _ 38/90 51/90 1/90 89/90
aerogenes) ' (42,2%) (56,7%) (1,1%) 98,9%
ATCC 13048 35 _ _ B 33/90 57/90 33/90
’ (36,7%) (63,3%) 36,7%
25 _ _ B 1/90 89/90 1/90
’ (1,1%) (98,9%) 1,1%
Khéng ap dung
(Khéng c6 chat - - - - 1&:(1)%10/80;)0 0/1.800
phan tich) 0,0%
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’ ong do % tai lap dwo’c bao trong o et qua oang Téng’céng
ST S EEle 210°7 106 1075 1074 ND Da phat hign
75 90/90 _ _ _ _ 90/90
’ (100%) 100%
90/90 90/90
6,5 (100%) - - - - 100%
55 1/90 84/90 3/90 _ 2/90 88/90
' (1,1%) (93,3%) (3,3%) (2,2%) 97,8%
Klebsiella oxytoca 45 _ _ 89/90 _ 1/90 89/90
(CTX-M) ’ (98,9%) (1,1%) 98,9%
GRE 1254054 90/90 90/90
3,5 - - - (100%) - 100%
25 _ _ 1/90 1/90 88/90 2/90
’ (1,1%) (1,1%) (97,8%) 2,2%
Khéng ap dung
(Khéng cé chét - - - - LY 0/1.800
phan tich) ) 0,0%
90/90 90/90
7,00 (100%) - - - - 100%
6.00 12/90 78190 _ _ _ 90/90
: (13,3%) (86,7%) 100%
500 ~ 15/90 75/90 _ ~ 90/90
' (16,7%) (83,3%) 100%
Klebsiella pneumoniae 4.00 _ _ 23/90 66/90 1/90 89/90
(KPC) ’ (25,6%) (73,3%) (1,1%) 98,9%
AR-BANK#0097 300 _ _ ~ 15/90 75190 15/90
’ (16,7%) (83,3%) 16,7%
90/90 0/90
2,00 - - - -
' (100%) 0,0%
Khéng ap dung
(Khéng c6 chét - - - - 180011800 | /4 899
phan tich) (o) 0,0%
70 90/90 _ _ _ _ 90/90
’ (100%) 100%
6.0 26/90 64/90 _ _ ~ 90/90
' (28,9%) (71,1%) 100%
50 ~ 6/90 83/90 1/90 _ 90/90
’ (6,7%) (92,2%) (1,1%) 100%
. 4/90 86/90 90/90
Moraﬁ_léaccgﬁghahs 4,0 - - (4,4%) (95,6%) - 100%
30 _ _ _ 4/90 86/90 4/90
’ (4,4%) (95,6%) 4,4%
20 ~ _ _ ~ 90/90 0/90
’ (100%) 0,0%
Khéng ap dung
(Khéng c6 chét - - - - ":‘1)%1;;’0 0/1.800
phan tich) 5 0,0%
70 88/90 _ _ _ 2/90 88/90
’ (97,8%) (2,2%) 97,8%
6.0 27/90 63/90 _ _ ~ 90/90
’ (30,0%) (70,0%) 100%
50 ~ 26/90 64/90 _ _ 90/90
' (28,9%) (71,1%) 100%
S 40 _ ~ 14/90 75190 1/90 89/90
e ’ (15,6%) (83,3%) (1,1%) 98,9%
30 _ _ ~ 28/90 62/90 28/90
’ (31,1%) (68,9%) 31,1%
2,0 - - - - (?8:)2? ) .
o ,07%
Khéng ap dung
(Khéng cé chét - - - - 1?‘1’%1,,/80;’0 0/1.800
phan tich) 0,0%
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ong do % tai lap dwo’c bao trong o et qua oang Téngc@ng
' e D EEe 21047 1046 1045 10A4 ND palbnSen
90/90 90/90
7,0 (100%) - - - - 100%
6.0 20/90 70/90 _ _ _ 90/90
' (22,2%) (77,8%) 100%
5.0 - o) | (T3 - - f00%
s /0 9 /0 (]
Pseudomonas 4.0 _ _ 16/90 74/90 _ 90/90
aeruginosa ’ (17,8%) (82,2%) 100%
ATCC 10145 20 _ _ ~ 14/90 76/90 14/90
’ (15,6%) (84,4%) 15,6%
90/90 0/90
2,0 - - - - (100%) 0,0%
Khéng ap dung
(Khéng c6 chét - - - - 1?2331,,/80;’0 0/1.800
phan tich) 0,0%
90/90 90/90
7,0 (100%) - - - - 100%
6.0 2/90 88/90 _ ~ ~ 90/90
’ (2,2%) (97,8%) 100%
50 B 7/90 83/90 ~ ~ 90/90
' (7,8%) (92,2%) 100%
Serratia marcescens 4.0 _ _ 6/90 83/90 1/90 89/90
(OXA-48-like) : (6,7%) (92,2%) (1,1%) 98,9%
GRE 1659005 20 B _ _ 6/90 84/90 6/90
' (6,7%) (93,3%) 6,7%
90/90 0/90
2,0 - - - - (100%) 0,0%
Khéng ap dung
(Khéng c6 chét - - - - 1?23{)102;’0 0/1.800
phan tich) 0,0%
90/90 90/90
7,0 (100%) - - - - 100%
90/90 90/90
6,0 - (100%) - - - 100%
50 _ _ 90/90 _ _ 90/90
Staphylococcus aureus : {007 100%
phan loai aureus 4,0 - - - 89/9,,0 1/900 89,9‘?
(mecA/C va MREJ) (98,9%) L) 98.9%
ATCC 43300 3,0 - - - - 20/90 0/90
' (100%) 0,0%
90/90 0/90
2,0 - - - - (100%) 0,0%
Khéng ap dung
(Khéng c6 chét - - - 2/1.260 | 1.258/1.260 | 5 54,
phan tich) (0.2%) (99,8%) 0,2%
78 89/90 1/90 ~ _ _ 90/90
' (98,9%) (1,1%) 100%
68 89/90 ~ _ _ 1/90 89/90
’ (98,9%) (1,1%) 98,9%
58 ~ 88/90 1/90 1/90 ~ 90/90
’ (97,8%) (1,1%) (1,1%) 100%
Streptococcus 4.8 _ _ 89/90 1/90 _ 90/90
agalactiae ’ (98,9%) (1,1%) 100%
ATCC 13813 . _ _ ~ 86/90 4/90 86/90
’ (95,6%) (4,4%) 95,6%
28 _ _ _ 3/90 87/90 3/90
' (3,3%) (96,7%) 3,3%
Khéng ap dung
(Khéng c6 chét - - - - 1?2331,,/80;’0 0/1.800
phan tich) 0,0%
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REF

ong do ap dwoc bao trong 0 qua 0 Q Téngc@ng
' e D EEe 21047 1046 1045 10A4 ND palbnSen
6.5 90/90 _ _ _ _ 90/90
’ (100%) 100%
55 _ 90/90 _ _ _ 90/90
’ (100%) 100%
45 - - ety | (11%) - f00%
s»J /0 » 170 (J
Streptococcus 35 _ _ _ 89/90 1/90 89/90
pneumoniae ’ (98,9%) (1,1%) 98,9%
ATCC 6303 25 _ _ B _ 90/90 0/90
’ (100%) 0,0%
15 _ _ B _ 90/90 0/90
’ (100%) 0,0%
Khéng ap dung
(Khéng c6 chat - - - - 1&:(1)%10/80;)0 0/1.800
phan tich) 0,0%
78 90/90 _ B _ _ 90/90
’ (100%) 100%
6.8 90/90 _ B _ _ 90/90
’ (100%) 100%
58 5/90 84/90 1/90 _ _ 90/90
’ (5,6%) (93,3%) (1,1%) 100%
Streptococcus 48 _ 4/900 86/90 _ _ 90/90
pyogenes (4,4%) (95,6%) 100%
ATCC 49399 38 _ _ 3/90 87/90 _ 90/90
’ (3,3%) (96,7%) 100%
28 _ _ B 16/90 74/90 16/90
’ (18,9%) (81,1%) 17,8%
Khéng ap dung
(Khéng c6 chét - - - - 1?23{)102;’0 0/1.800
phan tich) 0,0%

RFIT-ASY-0142
RFIT-ASY-0143

D6 chum cla cac gen khang khang sinh (AMR) dwoc do bang do tai lap ciia mau nhiém chat phan tich trén méi hé théng
va néi chung, duwoc thé hién trong Bang 105 dwdi dang phan trdm céc tai 1&p dwoc phat hién & néng dé cda vi khuan di
k&m ndm trong pham vi c6 thé bao cao hodc dudi pham vi cé thé bao cdo, ciing nhw ty I& phan trdm hoa hop voi két qua
Not Detected (Khéng phat hién) dw kién trong cac mau khéng dwoc thém chuan.

Bang 105. Do tai lap cta két qua gen khang khang sinh FilmArray Pneumonia Panel plus trén FilmArray, FilmArray 2.0 va FilmArray Torch

g e Ty Ié hoa hop véi két qua dw kién
ong ¢o Két qua dw FilmArray FilmArray T4t ca hé théng /

S'I';'; vét kién ADIATEY 2.0 Torch dia diém
0 PiadiémA | DiadiémB | DiadiémC [95% CI]
. ” 2 - a
Bl viee thebao | petected 150/150 149/150 150/150 4‘;3";5‘/0
= et s 0, 0 0, »07/0
(3,5-7,5) (Pa phat hién) 100% 99,3% 100% [98,8%-99,9%]
Duwai pham vi cé thé Detected 1/90
CTX-M béo cao (DA phat hién) g’g& 31’5’2 g’g& 1,1%
Klebsiella oxytoca (2,5) (Bién thién) ’ ’ ’ [0,03%—6,0%]
GRE 1254054 N/A (Khéng ap
(Knomo Coonbt | NotDetostod | 000800 | sools00 | aooieon | gy, ®
phan tich) (Khéng phat ° el ° [99,7%—100%]
hién)
Pl vico thebao | petected 1201120 120120 1201120 3?%?,/600
a A iA 0, 0, 0,
(4,0-7,0) (Pa phat hién) 100% 100% 100% [99,0%—100%]
Duwai pham vi cé thé Detected 22/180
am \ etected 10/60 9/60 3/60
IMP. : bao cao (Da_ghat .hAIQH) 16,7% 15,0% 5.0% :2,2% .
Escherichia coli (2,0-3,0) (Bién thién) [7,8%—-17,9%]
GRE 1062016 N/A (Khéng ap
(Knono G ol | Nol Dbtecied | 0001600 | 600600 | 6001600 “Howi
phan tich) (Khéng phat ° o ° [99,8%—100%]
hién)
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Ty Ié hoa hop véi két qua dw kién

Noéng do

Gen AMR e Két qua dw . FilmArray FilmArray T4t ca hé théng /
Sinh vat SIS kién FilmArray 2.0 Torch dja diém
1o PjadiémA | DiadiémB | Diadiém C [95% CI
- ra r3 ra b
Pl vico thebao | petected 1201120 119/120° 1201120 333’3?}
(4.0.-7.0) (Pa phat hién) 100% 99,2% 100% 198.5%. 100% I
KPC Duotpham vi c6 the (DPeLe,Cttﬁﬂ ) 14/60 12/60 9/60 b
Klebsiella Zag %ag g.? a;h.)e” 23,3% 20,0% 15,0% 13.9%-25.0%
pneumoniae (2,0-3.0) (Bien thién) [13.9%-25,0%]
N/A (Khéng ap
AR-Bank#0097 o >
Khéng ap dung dung) hoac 1.800/1.800
(Khéng c6 chét Not Detected 6?886090 6?%290 6?886090 100%
phan tich) (Kh(;)]llg §Jhét ° ° ° [99,8%—100%)]
ién
- ra r3 ra b
Pl vico thebao | petected 119/120° 118/120° 120/120 33;’3?}
(4.0-7.0) (Pa phat hién) 99,2% 98,3% 100% [07.6% = !
mecA/C va MREJ | DU9i %Zaor’;;(')co the (Dé?sgffén) 0/60 0/60 0/60 ogo?o
- = 0 0, 0 °
Stapgﬁ‘;fl‘,’scc"s (2,0-3,0) (Bién thién) 0.0% 0.0% 0.0% [0,0%—2,0%]
ATCC 43300 . N/A (Khong ap
(Knong o onit | NotDetootod | 4201420 | 420420 | azoizo | G000
phan tich) (Kh(;)]llg §Jhét ° ° ° [99,7%—100%)]
ién
. - r3 , a
Phamvicothéblo | petected 150/150 149/150° 150/150 4‘;3";30
(3,5.7.5) (Pa phat hién) 100% 99,3% 100% 196.8% fa—- ;
Dwéi pham vi co thé Detected 2/90
NDM am \ etected 1/30 1/30 0/30
Acinetobacter béo céo (B4 phat hién) 3,3% 3,3% 0,0% 2,2%
b - (2,5) (Bién thién) [0,3%—7,8%]
aumannii — =
AR-Bank#0033 o N/A (Khong ap
Khéng ap dung dung) hoac 1.799/1.800
(Khéng c6 chét Not Detected 5399’;;30 6?86‘?,30 6‘1’86‘?,?0 99,9%
phan tich) (Kh?]ng ;Jhat e ° ¢ [99,7%—100%)]
ién
P R b
HIEL vico thebdo | ptocted 120/120 119/120° 120/120 395:’7333
= = He 0, o, 0, s o
(4,0-7,0) (Pa phat hién) 100% 99,2% 100% [98,5%—100%]
oxadsike | . biocio | @aghathen | 1460 12160 a0 Tou
Serratia marcescens (2,0-3,0) (Bién thién) e e s [13,9%—26,0%)]
GRE 1659005 N/A (Khéng ap
Khéng ap dung dung) hoac 598/600 600/600 600/600 1.798/1.800
(Khéng cé chat Not Detected o o o 99,9%
phan tich) (Khéng phat 99,7% 100% 100% [99,6%—100%]
hién)
gt vico thebdo | pbiocted 120/120 120/120 120/120 3?3{)3},20
a A HS 0, 0, 0,
(4,0-7,0) (Pa phat hién) 100% 100% 100% [99,0%—100%]
Duwai pham vi cé thé Detected 22/180
o bao co (D4 phat hién) 10/60 9/60 3/60 12,2%
nttlarobacter (2,0-3,0) (Bién thién) 16,7% 15,0% 5,0% [7,8%-17,9%]
cloacae : : o * :
AR-BANK#0154 .y N/A (Khong ap
Khéng ap dung dung) hoac 1.799/1.800
(Khong c6 chét Not Detected e O 000ron0 99,9%
phan tich) (Khong phat oo o o [99,7%—100%]
hién)

aKét qua Not Detected (Khdng phat hién) CTX-M va NDM dwoc ghi nhan & ndng do vi khuan twong tng la 4,5 logio ban sao/mL.
bKét qua Not Detected (Khdng phat hién) KPC, mecA/C va MREJ, OXA-48-like dwoc ghi nhan & ndng dd vi khuan twong (rng 1a 4,0 log1o ban sao/mL.
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Can nhiéu

Céc chét c6 kha nang gay nhiéu ma cé thé hién dién trong cac mau bénh pham gibng BAL hay gidng dom, hodc cé thé
dwoc dwa vao trong qua trinh thu thap va xét nghiém mau bénh phadm, dwoc tién hanh danh gia vé anh huéng cla ching
dbi v&i hiéu nang cla FilmArray Pneumonia Panel plus. Cac chat nay bao gdm chét noi sinh ma cé thé dwoc tim thay trong
cac mau bénh phdm & murc binh thuwéng hodc tdng cao (vi du nhw mau, chat nhay / dich nhay, DNA bd gen nguwdi), cac
loai vi sinh vat truy&n nhiém hay hoi sinh, thudc, mét loat cac chat x& ly mau ciing nhw cac chat dwoc siv dung dé veé sinh,
khtr nhiém hodc khi triing khu vire 1am viéc. Hiéu nang ctia FilmArray Pneumonia Panel plus chua dwoc kiém chirng dbi
v&i tht ca céac loai thube cé kha ndng gay nhiéu trong qua trinh diéu tri nhiém trang dwdrng hé hap duéi. Anh hwéng cla
céac chét gay nhiéu chi dugc tién hanh danh gia déi véi nhirng chat dwoc liét ké trong Bang 106. Sy can nhiéu ti cac chat
khéng dwoc danh gia cé thé dan dén két qua sai léch.

M&i chat dwoc thém vao cac mau dw tri cé chira cac sinh vat dai dién dwgc bao dinh tinh va cac sinh vat dai dién cé két
qué bao céo khoang. Cac sinh vat duwgc bao céo dinh tinh & néng d6 gan (2—-3x) LoD, ddng thdi c6 sw hién dién cha cac
sinh vat c6 két qua bao cao khodng & néng do 4,0 log1o (ban sao/mL) (vi du trong khodng dwoc bao cdo thap nhat). Néng
do clia chat dwoc thém vao cac mau (Bang 106) bang hodc Ién hon mirc cao nhat du kién trong cac mau bénh pham gidng
BAL hoéc gibng dom.

D4 phat hién thay bdn trong sb cac chat dwoc danh gia co anh hwédng dén kha néng bao két qua chéat phan tich chinh xac
cta FilmArray Pneumonia Panel plus; Chét tdy, MycoPrep, 2% NaOH va 5% axit Oxalic. M&i chat nay chira cac héa chéat
dwoc xac dinh la sé phan &ng vai axit nucleic, dan dén lam thay ddi clu tric héa hoc clia chung. Sw can nhiéu nay lién
quan dén thuc té 1a khdng thé phat hién cac axit nucleic bi bién déi cAu truc héa hoc. Viéc x&r ly mau bénh phadm bang cac
chét nay trwdc khi tién hanh xét nghiém trén FilmArray Pneumonia Panel plus cé thé dan dén tinh trang mat kha n&ng phat
hién chat phan tich, do d6 khéng nén st dung FilmArray Pneumonia Panel plus dé tién hanh xét nghiém cac mau tiép xdc
v&i cac chat nay. Mac du tat ca cac chat khac khong gay nhiéu két qua trén FilmArray Pneumonia Panel plus, khéng nén
xét nghiém cac mau bénh pham da dwoc ly tam hodc xt ly trwéc béng cach thém enzym, moi trworng, chét tiéu nhay hoac
cac chat khi trung.

Bang 106. Panh gia cac chat cé kha nang gay nhiéu trén FilmArray Pneumonia Panel plus

Chat néi sinh

Mau 10% viv Khéng gay nhiéu
Albumin 60 mg/mL Khéng gay nhiéu
HCI (axit da day) 5 mmol/L Khéng gay nhiéu
Hemoglobin 2 mg/mL Khéng gay nhiéu
Té& bao ngudi (dong té bao K-562) 3,8E+06 té bao/mL Khoéng gay nhiéu
Globulin mién dich (IgG) 60 mg/mL Khéng gay nhiéu
Chéat nhay 16 mg/mL Khoéng gay nhiéu
Chét ngoai sinh
Albuterol (thu6c gidn phé quan) 1,7 pymol/L Khéng gay nhiéu
Benzocaine (Orajel) 1,0% wiv Khéng gay nhiéu
Epinephrine (nai tiét t, thudc gidn phé quan) 8,3 ug/mL Khoéng gay nhiéu
Galphimia glauca (Vi lwgng déng c&n) 1,0% wiv Khéng gay nhiéu
Guaifenesin (thuéc long dom) 15,2 mmol/L Khéng gay nhiéu
Lidocaine 5,1 mmol/L Khéng gay nhiéu

Bac ha va cetylpyridinium clorua

0, ~ a 4
(Nu6c stic miéng Cepacol) 1,0% viv Khoéng gay nhieu
Mupirocin (khang sinh) 6,0 ng/mL Khéng gay nhiéu
Nicotin 6,2 ymol/L Khéng gay nhiéu
Pentamidine (khang vi sinh vat) 1,5 mg/mL Khéng gay nhiéu
;r:j?)nylephrme hydrochloride (thudc théng 0,3 mg/mL Khéng gay nhidu
Tobramycin sulfate (khang sinh) 30 mg/mL Khéng gay nhiéu
Zanamivir (khang virus cuam) 426 ng/mL Khéng gay nhiéu
Trang 106

BioFire® FilmArray® Pneumonia Panel plus RFIT-PRT-1018-04 Thang 9 nam 2021



BIO%FIRE”

BY BIOMERIEUX

Chi danh cho khach hang khéng & tai Hoa Ky

RFIT-ASY-0142
REF RFIT-ASY-0143

Vi sinh vat canh tranh

Actinobacillus actinomycetecomitans

3,8E+07 CFU/mL

Khéng gay nhiéu

Aspergillus fumigatus

5,56E+07 CFU/mL

Khéng gay nhiéu

Burkholderia cepacia

1,7E+07 CFU/mL

Khéng gay nhiéu

Cryptococcus neoformans 2,5E+05 CFU/mL Khéng gay nhiéu
Enterovirus D68 1,4E+06 ban sao/mL Khéng gay nhiéu
Haemophilus influenzae 1,8E+07 CFU/mL Khéng gay nhiéu

Legionella pneumophila

8,1E+06 CFU/mL

Khéng gay nhiéu

Virus hop bao hé hap

3,5E+04 ban sao/mL

Khéng gay nhiéu

Staphylococcus epidermidis

1,9E+07 CFU/mL

Khéng gay nhiéu

Streptococcus mutans 5,9E+06 CFU/mL Khéng gay nhiéu
Streptococcus pyogenes 5,5E+06 CFU/mL Khéng gay nhiéu
Varicella Zoster Virus 8,7E+07 ban sao/mL Khéng gay nhiéu

Chat khir trung / vé sinh

Cbn thudc

7,0%

Khéng gay nhiéu

Chét tay

1,0% viv
(600 ppm clo)

Can nhiéu ghi nhan dwoc?

Vat liéu xtr ly mau?

Copan Snotbuster (thanh phan hoat chéat

DTT) 50,0% viv Khoéng gay nhiéu
Sputolysin (thanh phan hoat chat DTT) 50,0% viv Khéng gay nhiéu
il:él’Ji';'ASOL (thanh phan hoat chat DTT + 50,0% viv Khong gay nhisu
I\N/IXCL%F)’rep (thanh phan hoat chat NaOH + 50,0% v/v Can nhiéu ghi nhan dwoc®
NaOH (chat khtr nhiém) 1,0% Can nhiéu ghi nhan dwoc®
Axit Oxalic (chat khtr nhiém) 2,5% Can nhiéu ghi nhan dwoc®

a Viéc xét nghiém trén FilmArray Pneumonia Panel di véi cac mau bénh phdm dwéng hd hap dwdi ma da dwoc x ly hay didu tri bang cac chat nay
hoac cac chat khac (vi du nhw trypsin) chwa dwoc xac nhan va khong duoc khuyén nghi.

b P& dat yéu ciu chirng kiém soat tli héa chat nhung két qua Not Detected (Khdng phat hién) duwoc bao cao cho mét hay nhidu
chét phan tich sau khi G mau cuing véi chat. Chat dwoc xac dinh 1a cé twong tac hda hoc véi va pha hdy axit nucleic (DNA
va/hoac RNA) @& ngén chan tinh trang khuéch dai.

BioFire® FilmArray® Pneumonia Panel plus
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PHU LUC A

Thong tin lién hé va phap ly

Hoé tro khach hang va ky thuat

Lién hé véi chung téi qua trang web Lién hé véi ching téi qua dién thoai
http://www.BioFireDX.com 1-800-735-6544 — S6 dién thoai mi&n phi cwéc goi
Lién hé véi ching téi qua email 1-801-736-6354 — Hoa Ky
support@BioFireDX.com
Lién hé v&i chung t6i qua thw Lién hé v&i chung toi qua Fax
515 Colorow Drive 1-801-588-0507
Salt Lake City, UT 84108
USA

Hé tro khach hang va ky thuat bén ngoai Hoa Ky.

Lién hé véi dai dién ban hang bioMérieux tai dia phwong hodc nha phan phéi dwoc Gy quyén dé
dwoc hé tro ky thuat.

BioFire Diagnostics, LLC Qarad EC-REP BV
515 Colorow Drive Pas 257

Salt Lake City, UT 84108 Ec REP B-2440 Geel, Belgium
USA

© Ban quyén 20072021, BioFire Diagnostics, LLC. Bao lwu moi quyén.

Thong tin trong tai liéu nay cé thé thay dbi ma khong can thdng bao trwéc. Khong dugc sao chép hodc truyén bét ky phan nao cia tai ligu nay dwédi bat
ky hinh thirc nao ho&c bang bét ky phwong tién nao, du dién tt hay co hoc, nhdm thuc hién bat ky muc dich nao, ma khéng coé sw cho phép rd rang bang
van ban cla BioFire Diagnostics, LLC.

Phan mém FilmArray, Detector, va cac mé-dun phan mém Metacall © 2002-2021 BioFire Diagnostics, LLC.

BioFire Chan doan, BioFire, logo BioFire, FilmArray va LCGreen la cac nhan hiéu cla BioFire Diagnostics, LLC hay BioFire Defense, LLC va la cac nhan
hiéu da dang ky tai Hoa Ky.

TAt ca cac tén khac clia sdn pham va nhan hiéu xuét hién trong hwéng dan nay Ia nhan hiéu hodc nhan hiéu da dang ky cta chi s& hiru twong (rng.
Viéc mua san phdm nay bao gdm gidy phép han ché, khong thé chuyén nhwong theo yéu cau cu thé clia mét hay nhidu béng sang ché tai Hoa Ky dwoc

liét ké trén trang web clia BioFire Diagnostics (http://www.biofiredx.com/LegalNotices/), cling nhw thudc s& hiru ctia BioFire va University of Utah Research
Foundation.

Thoéng tin bao hanh

Théng tin bao hanh san phdm duwoc cung cap tryc tuyén tai:

http://www.biofiredx.com/support/documents/

Dé biét thong tin bao hanh cho khach hang bén ngoai Hoa Ky, hay lién hé v&i dai dién ban hang bioMérieux tai dia phwong hoac nha
phan phoi dwoc Uy quyen.
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PHU LUC B

” >

Bang chu giai biéu twong

1ISO 152231
Thiét bi y té — Cac biéu twong can dwoc sir dung cling v&i nhan thiét bi y té, thong tin ghi nhan va cac thong tin khac can dwoc
5.1.1 5.1.2 Dai dien d 41 tai 514 St dung t6t nhat trwéc
s sk ai dién dy quyén tai .
Nha san xuat o N A A ngay
Cdng dong chau Au
‘ EC|REP »ng dong g (NNNN-TT-NN)
515 5.1.6 51.7
M 16 . L
o SO catald SO sé-ri
LOT (s610) REF SN
528 . . . 53.2 ) ] . 5.3.7
Khong st dung neu e Trénh xa anh sang Gi6i han nhiét do
bao bi bj héng //I\? mat troi
a

5.4.2 5.4.3 5.5.1 At iy 1A A&

. Tham khao hwéng Thietbiy te chan

Khéng tai st dung dAn st dun doan In vitro (trong
D:E 4ng éng nghiém)
555
W Chira du sé lwgng cho <n> xét nghiém
n

St dung cac ky hiéu khi ghi nhan — 81 FR 38911, Docket s6 (FDA-2013-N-0125)
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LICH SU SUA POl

Phién ban Ngay stra doi M6 ta (cac) noi dung stra doi
01-02 Khong ap dung Ban stra dbi trwdc

Néi dung b sung:
e Bang lich st stra ddi

Céap nhat:
. Thuat nglr ky hiéu

5 e  Lién két dan nhan dién ter
03 Thang 2 nam
2021 e  Xay dwng thwong hiéu va logo

e  Diachiclta EC REP

Néi dung bj xda bo:

. Téi’Iiéu tham khao va hwéng dan van hanh BioFire FiImArray (hé théng~ phién ban thi
nhat). Vui Iong tham khao ban stva dbi 02 dé biét thong tin vé hwéng dan van hanh
BioFire Pneumonia Panel plus v&i BioFire FilmArray.

N&i dung bd sung:

e  Gidi han 21: Cé nguy co gia tang két qua xét nghiém Adenovirus ém tinh gia déi voi
adenovirus loai C khi s dung tui héa chat trong vong 6 thang ké tir ngay hét han do
giam do nhay 10 — 100 lan (tte la suy giam dan dén tang LoD). Hiéu nang xét nghiém
khdng bi &nh hwéng néu bd cong cu xét nghiém con hon 6 thang ké tir ngay hét han.
Hiéu nang xét nghiém doi v&i cac loai adenovirus khac khong bj anh hwéng.

e Gioi han 22: Néu st dung tui hoa chét trong vong 6 thang ké tir ngay hét han khi bénh
nhan bi nghi ngd nhiém adenovirus C, héy xac nhan tat ca cac két qua xét nghiém
Adenovirus am tinh bang phuong phap khac trede khi bao cao két qua, hoac ngoai ra,

04 Thang 9 nam khong bao cao két qua xét nghiém Adenovirus am tinh.
2021 Cap nhat:

e Thém chu thich cudi trang vao Bang 63 trong phan Gi¢i han phat hién: ¢ LoD dbi voi
adenovirus loai C suy gidm 10 — 100 14n khi tdi héa chat dwoc siv dung trong vong 6 thang
ké tir ngay hét han (xem phan Gigi han).

No&i dung bj x6a bo:
e Thé tich 6ng tiém Sample Buffer (Chat dém mau)
e Thétich Lo tiém hydrat hoa
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