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finlex PCR tests that detect S eight Table 1: Average of Ct values using different FecalSwab volumes, incubation temperatures and times.
O.rf? mutipiex <51 Thdl cdh delect Up 1o e'% Comparison of Copan FecalSwab preserved stool with Meridian Para-Pak preserved stool:
Shl erent Gl ﬁ’o”‘oge“s- The cpgroveg spechllmen fypes Czjr 5. typhimurium (ATCC 14028) 5. sonnei (ATCC 9290) E. coli (ATCC 43890) C. jejuni (ATCC 33291)
stool Fc):%%easn (;reecoﬁgv%egf'\;v(eFS) s o (cj:rgr_wgrlwriepr)wrfeijsr;/eem Strains Tested: 0HRS | 24HRSRT |5DAYS(2-8°C)| 0HRS | 24HRS RT |5DAYS (2-8°C)| 0HRS | 24HRSRT [5DAYS (2-8°C)] 0HRS | 24HRSRT |5DAYS (2-8°C)
Using.Cory—BIoir medium for transporting fecal samples. FS 1opl | 344 3.6 33.88 30.01 | 3051 30.94 3547 | 35.57 34.88 28.7 29.37 30.5
The objectives of this study were to assess the ideal S. typhimurium (ATCC 14028) S. sonnei (ATCC 9290) Fs 25ul | 323 31.29 32.07 28.76 29 28.54 33.67 | 3217 32.66 27.2 27.28 27.93
volume of FS stool preserved sample to use with the BDM E. coli (ATCC 43890) C. jejuni (ATCC 33291) Fs sopl | 32.65 30.52 30.66 2847 | 28.08 28.2 32.67 | 31.36 31.85 27.22 | 27.13 26.84
P ond 1o combare he peromance of 15 fohe P shigelides [ATCC 1409) Cpeni(ATCC 3™ R T T EE NN N NAE AN ST EE A
(PP) for the BDM GIP. Materials/methods: Negative stool E. coli (ETEC) (ATCC 35401) Y. enterocolifica (ATCC 9610) p. shigelloides (ATCC 14029) V. parahaemolyticus (ATCC 17802) E. coli ETEC (ATCC 35401 Y. enterocolitica {ATCC 9610)
samples were inoculated with ATCC® strains representing . . . . OHRS | 24HRSRT |5DAYS(2-8°C)| OHRS | 24HRSRT |5DAYS(2-8°C)| OHRS | 24HRSRT |[5DAYS(2-8°C)| OHRS | 24HRSRT |5DAYS(2-8°C)
each of the eight targets detected by the BDM GIP and » A 0.5 McFarland suspension was prepared in PBS for each strain and diluted 1:20 to make @ Fs 10ul | 30.64 31 41 24,44 201 | 3573 23 04 31 57 37 77 3173 37 79 131 3797
fransterred to FS and PP mediums. Detection of each working dilufion. FS 25u | 29.51 31.2 29.18 2937 | 32.68 0,66 | 2944 | 2944 29.2 3108 | 3125 31.18
gnTTer'C pOThoge?O WOT ngi/r\meglpo” Thek BD M,AXT': > A 5 ml volume of the working dilution was used fo inoculate 50 ml of negative stool sample. Fs soul | 20.22 = T R e = = | o AR s
rg’zsr:\“mefggion) " Tﬁe P(P  rosered Sgggrﬁsnes Or']r(‘je]';) > Para-Pak and FecalSwab devices were inoculated with stool according to package PP 104 | 306 20 20,37 2856 | 3209 108 | 252 | 211 20.23 01 | 3077 79.93
pl, 25 pl and 50 pl of the FS preserved samples. Tests were Instructions {6 quO_POk and 13 Fe.CC”SWGb per sirain tested). . Legend: PP: Para-Pak; FS: FecalSwab; RT: Room temperature (20-24°C).
oerformed in ftriplicate.  Results from FS tests were > Inoculated devices were used to inoculate BD MAX Sample Butfer Tubes as follows:
analyzed and compared to PP test results. Additionally, Clinical Testing
139 unpreserved stool samples submitted for Gl testing at * 10 ulinput volume from all 6 Para-Pak devices .

: : : Table 2: Result agreement between Fecal Swab and Para-Pak for 139 clinical samples tested.

Tampa General Hospital laboratory were analyzed. The « 10 ul (n=6), 25 ul (n=6) and 50 ul (n=6) input volume for a total of 18 FecalSwab devices 9 ¥
stool samples were transferred to PP and FS mediums, salmonella Shigella/EIEC STEC Campylobacter
El?gr'cg dr?g;;?g;zrgesrer?ggz dmsygghhj)glﬁ F:JF;inOgn?o Fj » Tests were performed in triplicate on the BD Max by each of the two BD Max panels: The BD PP Results PP Results PP Results PP Results
of PP, as recommended, and 50 ul of FS medium. Results: MAX [En’reric Boc’reri.ol Ponel.ond BD MAX Extended Enteric Bacterial Panel. Positive |Negative Positive |Negative Positive |Negative Positive |Negative
Analysis of Ct values from each input volume tested » Additionally, fo verifty the fime and temperature of storage of pooled stool sample, the S |Positive 39 ol s |Positive 14 ol Fs |Positive 3 ol Fs |Positive 29 0
concluded that 50 ul of FS stool preserved sample was same 24 tubes of pooled stool preserved samples (6 tubes Meridian Para-Pak® and 18 Results |Megative 0 100 Results |Negative 0 125| Results |Negative 0 131| Results |Negative 0 110
opfimal for the BDM GIP. Of 139 clinical samples tubes of Copan FecalSwab™), tested at fime 0 h were stored at room temperature (20- e T e T e T e
evalumei. US'?Q ](T)lul on PP GrﬁhmB%l\afngP "T“ed'ufm' 93 24°C) for 24 h (T1) and at refrigerated temperature (2-8°C) for 5 days (T2). The samples were S — — e — —
Were Posiive Tof A edbt One of Te drgets an tested by the two BD MAX Enteric panels at the T1 and T2 time points. AL — At AL L
46 were negative. An agreement of 100% was observed Positive |Negative Positive |Negative Positive |MNegative Positive |Negative
between PP and FS results. Conclusions: The performance Clinical Stool Samble Testina: FS |Positive 3 0] FS |Positive 0 0] FS |Positive 1 0] FS |Positive 3 0
of 50 Wl of S stool preserved sample was equivalent to 10 nicd Q0 P Ing. Results |Negative 0 136| Results |Negative 0 139] Results |Negative 0 138] Results |Megative 0 136

ul of tfraditional Cary-Blair PP preserved specimens for the
detection of Gl pathogens using the BD MAX Enteric
Bacterial Panel in conjunction with BD MAX Extended
Enteric Bacterial Panel on the BD MAX System.

Legend: PP: Para-Pak; FS: FecalSwab; RT: Room temperature (20-24°C)

Evaluation of stool samples preserved in Copan FecalSwab and Meridian Para-Pak:

> A total of 139 unpreserved clinical stool samples were fested. A) \ B)

. » At the lab, raw stool samples were transterred to Copan FecalSwab and Meridian Para-Pak (11T
Iﬁ‘h”@d Uci‘gn fransport medium according to manufacturer’'s recommendations. "“»@%ﬁ’
» Para-Pak preserved stool clinical samples were tested by the BD MAX Enteric Bacterial e
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. . . Panel and BD MAX Extended Enteric Bacterial Panel using 10 ul of the medium, as S Figl.
The diagnosis of diarrhoea can be long and N A) Copan FecalSwab
. . recommended. , o
complex due fto the variety of potentidl B) Meridian Para-Pak

» Analysis of the PCR cycle threshold (Ct) values from each input volume tested on the

pathogens involved. The use of molecular Analytical Testing concluded that 50 pl of FecalSwab stool preserved sample was optimal

technigues is becoming a valid diagnostic tool. for the BD MAX Gl Panels testing _C@[ 1CIU
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IT\R?\XE,\? I'E\Af‘x J (Ejn’rgn;: Bocéenal E(jlnil onld BD » FecalSwab preserved stool clinical samples were tested by the BD MAX Enteric Bacterial f I SIons
xtenaead tnferic - bactenal ranel are Panel and BD MAX Extended Enteric Bacterial Panel using 50 pl of the medium.

multiplex PCR tests that can detect up to eight

different Gl pathogens. The approved specimen > Evaluation of Ct values observed with 10 ul, 25 uyl, and 50 ul input volume of FecalSwab preserved stool

types for these panels are unpreserved or Cary- BD Max Operation: samples indicated that 50 ul is the opftimal input volume for testing FecalSwab by the BD MAX Enteric
: ™ ; Bacterial Panel and BD MAX Extended Enteric Bacterial Panel.

Blair preserved stools. Copan Fecalswab™ is o 1. Manually pipet 2. Load reagents 3. Create worklist 4. Place racks and 5. Close door and

convenient system using Cary-Blair medium for
transporting fecal samples. The objectives of this
study were to assess the ideal volume of FS stoo
preserved sample 1o use with the BD Max G

Panels and to compare the performance of .
“ecalSwab to the recommended Meridian Para- » The performance of 50 ul of FecalSwab stool preserved sample is

Pak® Carv-Blair medium for the BD MAX Enteric & P - ,. 8 - equiyalen’r to 10 ul of the Meridian Porct—.Pok preserved
Bgcferig|%gnel| gndIUBD MAX Extended Enteric specimens for the detection of Gl pathogens using the BD MAX

BRacterial Panel This study was supported by Copan Diagnostics and BD Diagnostic System:s. Enteric Bacterial Panel in conjunction with BD MAX Extended
' Enteric Bacterial Panel on the BD MAX System.

sample and specimens cartridges on BD MAX inifiate run » Clinical stool samples preserved with Copan FecalSwab and
Meridian Para-Pak presented an overall agreement of 100%

when tested on the BD MAX System, using the BD MAX Enteric
Bacterial Panel and BD MAX Extended Enteric Bacterial Panel.




