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Background Performance of BioFire BCID2 Panel Compared to SoC Culture Results for Bacteria and Yeast @ BioFire FilmArray Blood Culture Identification 2 (BCID2) Panel
Rapid identification of causative agents from positive blood Gram-Positive Bacteria Performance with 242 Aerobic PBC Gram-negative Bacteria
culture (PBC) can aid earlier targeted therapy’ as well as reduce s o BioFire BCID2 Panel Detections in o _ ' Acinetobacter calcoaceticus-baumannii complex
: - - - Target TP | FN [Sensitivity| FP | TN |Specificity : : « 388/388 BioFire BCID2 Panel detections in Bacteroides fragilis
mortality, length of stay, and costs associated with systemic E. faecalis 13 0 100% 0 349 | 100% Aerobic & Anaerobic PBC . | e
infections. The BioFire® FilmArray® Blood Culture Identification E. faecium g 0 | 100% | 1 | 353 | 99.7%  Foecals aerobic PBC were concordant with SoC Enterobacter cloacae complex
2 (BCID2) Panel being developed by BioFire Diagnostics, LLC, L. monocytogenes 0 0 - 0 362 | 100% E £ foecium ™ positives Escherichia coli
aims to maintain or enhance the performance of the BioFire® Staphylococcus spp. 113 0 100% 4 245 | 98.4% 5 S:- f:c;"ﬂfyfﬂgenﬂ « 7/15 false positive (FP) detections were also ﬂgﬁ;ﬁﬁg zj;‘;g:;es
. . . 0 0 Q aphylococcus spp. I —— o . . o
Blood Culture Identification (BCID) Panel with 43 updated and >. aureus 63 L 100% 3 | 290 [ 99.0% & A s— — positive by the BioFire BCID Panel assays (2 Klebsiella pneumoniae group
novel assays. The 15 new analytes on the BioFire BCID2 Panel 3. epidermidis 22 | 0 f 100% | 7 | 333 | 97.9% S 5. epidermidis ~ mE— — comparator) Proteus spp.
include 6 bacterial analytes, 2 fungal analytes, and 7 >. lugdunensis ’ 0 | 100% | O | 3> | 100% $ > Ugdunensis - - Salmonella spp.
antimicrobial resistance (XMRS genes ° Updateyd a’ssays for 2 EpIOCOCCUS SPP. > | O -00% 2| 397 | 99.4% S O e m T * Sequence confirmation by compPCR of FP >erratia marcescens
" . 5 N = . agalactiae W . . .
otained analvies use current  bioimformatics to  exoand S. agalactiae 7 0 100% 0 355 | 100% G S. preumonioe = results for 1 A. baumannii, 1 K. oxytoca, 1 Haemophilus influenzae
Y P S. pneumoniae 12 0 100% 0 350 100% S pvogenes == Itophili d5S id idi Neisseria meningitidis
. . pyog S. maltophilia and 5 S. epidermidis are Pseudomonas aeruainosa
coverage. Assay updates as well as modified algorithms confer S. pyogenes 3 0 100% 0 354 | 100% Enteric bacierio R — 4 Pseudomor g -
improved specificity to the BioFire BCID2 Panel. The results Gram-Negative Bacteria E. ""’””“’“”’;P‘E:‘{ il pending EHOTTOPROMONES MAropnia
from a prospective pilot study performed using a research-use- Target TP | FN |Sensitivity| FP | TN |Specificity ¢ aeronones : : Gram-positi i
o : genes ™ ram-positive Bacteria
On|y (RUO) prototype of the BioFire BCID2 Panel are presented Enteric bacteria 131 0 100% 1 230 99.6% g K. oxytoca 1™ Performanc_e WIth 145 Anaerobic PBC Enterococcus faecalis
here E. cloacae complex 11 0 100% 0 351 100% E K. pneumoniae group I ¢ 232/233 BioFire BCID2 Panel detections in Enterococcus faecium
E. coli 72 | 0 | 100% | 1 | 289 | 99.7% E Samoncllo o b anaerobic PBC were concordant with SoC stenia monocytogenes
K. aerogenes 4 0 100% 0 358 100% % S. marcescens B positives ap yococcus Spp'
MEthOdS K. oxytoca 3 1 75.0% 1 357 99.7% o A. calcoaceticus-baumannii complex ™= staphylococcus aureus . qs
' : ' : S B. fragilis e 1 false negative (FN) for K. oxytoca was Staphylococcus epidermidis
K. pneumoniae group 31 0 100% 1 330 99.7% G H in ﬂueniae - _ A Staphylococcus lugdunensis
De-identified PBC samples (<24 hours post-positivity) for which Proteus spp. 8 0 | 100% | O | 354 | 100% N. meningitidis also negative by the BioFire BCID Panel Streptococcus spp.
clinician-ordered standard of care (SoC) tests had been Salmonella spp. 1 0 100% 0 | 361 | 100% P. aeruginosq  [e— assay g’e"f“’"cus agalactiae (Group B)
. . . o _ liqg ™ : - reptococcus pneumoniae
performed were enrolled and tested with RUO versions of the S. marcescens 8 | O | 100% | O | 354 | 100% 2PN P * 7/11 FP detections were also positive by the Streptococeus pyogenes (Grou Al
BioFire BCID2 Panel. At all participating sites BD BACTEC™ PLUS ’;' C”’C‘f:fce“c‘”‘b“”m”””” complex i g igg:’f 1 gzg gg';:’f C. auris BioFire BCID Panel assays
Aer‘ObIC mEdIum was USEd fOI’ aer‘ObIC blOOd CUltureS. Two f—l.f:r;?”s c 0 100/0 0 357 10'0/0 § C ?ﬂiﬁi:: ol e 1B fragﬂfs FP result was confirmed by Z‘eaijd b
. . ™ . . Influenzae % % > : : | _ _ andida albicans
types of anaerobic blood culture media, BD BACTEC™ Lytic || 13 eningitidis 0o | o : 0 | 362 | 100% C porapsiiost/ G tropicall | sequencing as TP (2° comparator) Candida auris
Anae_eroblc medium (_LUIVIC) and BD BACTEC Plus /_ﬁ\naeroblc P, aeruginosa 73 0 100% 0 | 325 BRI neoformans/gatti . Sequence confirmation of FP results for 1 Candida glabrata
medium (all other sites), were used. Aliquots of residual PBC S. maltophilia 1 0 100% 1 | 360 | 99.7% P - . . Candida krusei
: . : ' : Staphylococcus spp. and 2 S. epidermidis Candida parapsilosis
and isolates were frozen for discrepancy resolution and AMR Yeast . KPC § Candida tropicall
gene verification. Clinician ordered BioFire BCID Panel tests Target TP | FN |Sensitivity| FP | TN |Specificity|| & oxadei | dre pending Cryptococcus neoformans/gattii
. . . . 0 0 o
were performed according to SoC practices at each site. g albicans 4 0 100% 1 | 357 99-704 : Vim Overall Performance | oocoue | soccomne R ;
.auris 0 0 = 0 362 100% mecA/C & MRE/ == BioEire BCID2 Panel Positive Negative ntimicrobial Resistance Genes
The BioFire BCID Panel was used as the secondary comparator C. glabrata 4 0 100% 1 | 357 | 99.7% u;?,;;; - 5102 Positve 626 26 Eﬁz’;"‘”
to resolve discrepant results for all updated analyte assays. C. krusei __ ! 0 [UG/iael 0 | 361 /NGO . o 0 o 0 BLID2 Negatve 1 12237 blap,
. C. parapsilosis/ C. tropicalis 1 0 100% 0 361 100% ) _ DNELE SNSTWILY 3845 mer-1
Alternate PCR (compPCR) assays followed by sequencing were . W Aerobic M Anaerobic Overall Spedificty 99.76%
_ _ C. neoformans/qgattii 0 0 - 0 362 100% mecA/C and MREJ
used as comparators to verify detections of AMR genes and to Overall Parformance bl
oC Culture oC Culture NDM
resolve discrepant results for novel analytes. The BioFire BCID2 : : BioFire BCID Panel (SoC) S ositive Megative bla s as.iike
Panel MRSA algorithm was compared to the Cepheid Xpert® * Greater coverage by updated genus-level assays improved concordance with SoC culture results — — — bla,,.
MRSA test for 30 select PBC samples. * No FP results of Proteus spp. with BioFire BCID2 Panel due to improved detection algorithms BCID Negative 13 4016 vanh/E
p Overall Sensitivity 95.70%
Overall Specificity 98.43% .
Conclusions
Specimen Enrolilment & Demographics Performance of BioFire BCID2 Panel Compared Co-Detections in PBC: BioFire BCID2 | The updated BioFire BCID2 Panel menu expands
coverage to novel fungal and anaerobic pathogens,
to Molecular Comparators for AMR Genes Panel Combared to SoC - - |
« Prospective evaluation between April 2018 — [rromective piotsie ot T aeroie | Amacronne P as well as additional AMR genes. Modified algorithms
August 2018 Loyola University of Medical College (LUMC), Illinois, USA 133 73 60 give the BioFire BCID2 Panel the ability to distinguish
o : . : BioFire BCID2 Panel SoC Culture : :
. . e SoC AST Data cmpartoreck 1o 100% confirmation of the Co-Detections ; : : : blood culture media contaminants such as Proteus
° StUdy had |RB approval at a” pa rtICIpatIng National and Kapodistrian University of Athens (NKUA), Athens, Greece 17 10 7 BioFire BCID2 Not Aerobic Anaerobic Aerobic Anaerobic
AMR Genes * |Host Bacteria Detection Resistant | Susceptible | Available | Tested | Confirmed 1 1 : : :
sites Northwell Health Laboratories (NHL), New York, USA o | w0 | 2 6 [ s 2 6 73 subset of BioFire BCID2 Panel 1Analyte 216 (91.9%) |125 (91.9%) [215 (91.9%) [134 (92.4%) spp. from actively growing pathogens in blood
, — _ e nemonne - : : : : AMR gene detections 2 Analytes |16 (6.8%) [9(6.6%) |15 (6.4%) |7 (4.8%) culture bottles and thus minimize FP results.
« 387 specimens tested with the most current (o e ety 050 ohio, 7 S i o [ otocs 1 1L | o | o 1o 10 evaluated by compPCR and 3Analytes  [1(0.4%) [0(0%)  |4(17%) |4 (2.8%)
RUO Bio Fire BCID2 Pa nel Demographics overa" LUMC NHL NKUA OSU ::::u‘:;?ndudesiﬂff::jdwﬂhearfferﬂilﬂuemionsa;theﬂioffmﬂiluzPﬂnel 5 3 : sequence 4Analytes 2 (09%) 2 (15%) 0 (0%) 0 (0%) With >99% SI:JeCi.':iCity.!I and >99% SenSitiVity! the
¢ 630 i o o o\ 0 9 - .. BioFire BCID2 Panel is expected to provide accurate
63% were aerobic PBC samples § Male; 239 (624} 83 (62%) [109 (62%) 10 (59%) | 37 (60%) « BioFire BCID2 Panel and SoC have similar co- e + P - F:j " -
® 0 i i F 148 (38%) 50 (38%)| 66 (38%)!| 7 (41%) |25 (40% : P — T . : . . resuits 1or ke athogens associated Wwi systemicC
176 O.f data Obta.InEd from paIrEd | emaie ( ( ) ( ) ( ) ( ) — Cum-::;rdancewlth::CSusceptI:::yTestlng - - — L BIOFIre BCID2 Panel MRSA detectlon rates In aeroblc and anaeroblc PBC - ' y p 'g y-
aerobic-anaerobic blood cultures <ly 1(0%) [ 0(0%) | 1(1%) | 0(0%) | O(0%) R e e 24 T s A isorithm i infections, as well as important AMR genes with the
* 60% specimens were collected from male 1-17ys | 4(1%) | 2(2%) | 2(1%) | 0(0%) | 0(0%) — : e ° gorltu me - o same turn-around-time as the BioFire BCID Panel.
t.° F; o | 18-44ys [43(11%)]14 (12%)] 11 (6%) | 1(6%) |17 (27%) sorie sioz panetTarget |1 | v ] ea | o | | e *  ~95% concordant with Soc AST * Enhanced coverage of the BioFire BCID2 Panel
atients taphviococcus aureus 24 0 100% 6 0 100% I .
P . . < | 45-64ys [111(29%) 46 (35%) |39 (22%)| 3 (18%) |23 (27%) siophy a ol e 0 | o (Onlz 19 samples W"_‘h AST) allowed detection of >98% of pathogens reported " ) T, _
* Only 1% of enrolled specimens were 65 - 84 ys [176(45%)| 60 (45%) 85 (49%) | 9 (53%) |22 (35%) * 100% concordant with the by SOC the ponel. The Bioire BID2 Panc hat not beon eveluated by the FOA
pediatric (< 18 y) 85+ys |52 (13%)| 11 (8%) |37 (21%)] 4 (24%) | 0 (0%) Xpert MRSA test paner. | a5 e | 4
L or other regulatory agencies for In Vitro Diagnostic use.




