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2. IKEERMSZ MRSA F1SA BT

MRSA By Culture SA By Culture

Age Group Total N

Number Observed  Number Observed

Positive Prevalence  Positive Prevalence
0-20 years 22 2 9.1% 7 31.8%
21-30 years 43 8 18.6% 10 23.3%
31-40 years 65 H 16.9% 25 38.5%
41-50 years 124 22 17.7% 45 36.3%
51-60 years 154 23 149% 48 31.8%
61-70 years 165 13 19.1% 46 27.9%
>70 years 219 24 11.0% 54 24.7%
Total 792 105 13.3% 236 29.8%
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Table 3. MRSA/SA BC Performance vs. Reference Culture
Culture
MRSA+ SA+MRsA- | hegNo Total
| ) Growth )
| MRSA~+ 103 2 1 106
5 | SA+/MRSA- 2 128 2 132
= [SA- 0 1 553 554
Total 105 131 556 792
MRSA:
o
_;:' PPA: 98.1% (103/105, 95% CI: 93.3-99.8)
E
£ | NPA: 99.6% (684/687, 95% CI: 98.7-99.9 )
b=t
S_ PPA: 99.6% (235/236, 95% CI: 97.7-99.9 )
NPA: 99.5% (553/556, 95% CI: 98.4-99.9)

PPA = Positive Percent Agreement, NPA = Negative Percent Agreement, C1 = Confidence Interval
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—(EZEEFHHN - FEFRHIT 30 (B4 28 ([ EIARGESR - AREShiIsE
R 5599.6% (792/795) »

L3 IEE3REE (Analytical Performance /& HIRRR (Limit of Detection)
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epidermidis) * {HHIEIR(LOD)AYE 28 Fs bk A BEE 80 NIRCFU - RIS Ryl
BEAR o MM A (S HEIE M F595% » SR E 20X AM] - HA 19K ER M
ZREARHY TSR Ry (MR R -

SHEMRSA > 10FERIEEAYMRSA(SCCmec types I, 11, 111, IVa, IVd, V, VI, VII, and
VIIDTESHEEEE R0 « S E KB RUSAL0GRE FAVES BT B )
FIUSA400(: 5 FLATHLIE B B IE) -

SHEISA - STERIREAISATEEHEDREERAEHI202K - #5HUSA900FIUSA1200 ©
EREE SRR > 2 Probit Bl o BT — BRI RSN CFU test & RE A E (AT
FEREEERRN T 2 SIS E) - EEEMNE SR AEAEE-
88 AR 2 Probitf 8 ST K FTRE(LE HEMIET © AHESA ~ MRSA
SCCmenZI FEHI 2 EUHIFRFERE(GET ~ 95% L NEFEER » Bilhg=4 - 5 -

Table 4: LoD and 95% Confid: Intervals - SA

Confirmed LoD Estimate (Probit Regression
o = LoD Analysis) (CFU/test)
o ISI‘J"'“ PFGEID | (CFUltest)
|at least 19/20 Lower Upper
positive] 95% CI LoD Estimate 95% Cl
102-04" USA1200 100 (19/20) 60.4 74.5 101.6
29213" unknown 150 (19/20) 120.1 138.2 1727
N7129* USA900 300 (19/20) 2242 255.2 3148
Strain Source:
“American Type Culture Collection (ATCC). Manassas, VA, USA
"Centers for Disease Control and Prevention (CDC), Atlanta, GA, USA
Table 5. LoD and 95% Confidence Intervals - MRSA
Confirmed
m;_‘:;;"& LoD Estimate (Probit Regression
MRSA Strain ID PFGEID | (CFUltest) Analysis) (CFU/test)
[at least 19/20 - -
positive] Lower Upper
: 95% C1 LoD Estimate | 95% CI
Type 1 (64/4176) USAS00 350(19/20) 3323 366.8 433.5
Type 11 (N315)° USATO0® 175 (19/20) 113.7 137.0 178.1
Type T (1 1373)° unknown 225 (19/20) 191.9 2226 2739
Type IVa (MW2) USA400° 350 (19.20) 313.1 356.1 7.0
Type V (ST59) USAT000° 250 (19.20) 2182 243.1 2823
Type VI (HDE288)™" USAB00° 250 (19/20) 2222 246.0 385.0
Type VII(JCSC6082)" unknown 300 (19/20) 264.1 288.0 3471
Type VIII (WA MRSA-16)° | unknown 400 (19/20) 3487 386.7 499.1
Type 11 (BK2464) USAT00# 125 (19120) 943 1e.1 162.0
Confirmed
m;_:,rl;“e LoD Estimate (Probit Regression
MRSA Strain ID PFGEID | (CFUltest) Analysis) (CFUftest)
[at least 19/20 ToweE Upper
positive] 95%Cl1 | LoD Estimate | 95% CI
Type IVd (BK2529)™ USAS00* 200 (19/20) 120.8 148.8 202.5

Stran Source
FTeuyo ko, Deparmet of Bcirinogy. Schoo o Medicne Jatendo Universiy, Tokyo, Japan
kNI U

3 y ases. K«\zlPﬂh H ospital, Perth, W
elrmini do Lancastr, Labosaoey of Mokl Genctie, st e Tecaologia Quini ¢ Bologis numm Universidade Nova de Lisboa,
Ociras, Portugal

K. Bonnstete <t . J Cin Micro 2007 p. 141-146: L McDeougal et al. J Clin Micro 2003 p. $113-5120

'Heterogencous oxacillin-resistant isolates

*Barry Kreiswirth, personal communication
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Table 6. Summary of Reproducibility Results — Agreement by Study Site/Instrument

Sample Site 1/ Site 2/ Site 3 % Total
GXDx | Inf80 | Infag | Agreement
T EL 56.7% | 600% 66.7% 61.1%
SA-Lhighneg (below LOD) 11750y | (1830) | (2030) (55/90)
. " 100.0% 100.0% 100.0% 100.0%
MRSA-1 low pos (~1X LOD) coaoy | dosoy | - @asny (90/50)
100.0% 100.0% 100.0% 100.0%
=) ~2-3X
MRSA-1 mod pos (-2-3XLOD) | (330 | (30530) | (2929) | (sors9y°
a33% | s33% 70.0% 55.6%
5 High iég (64 -
MRSA-2 high neg (below LOD) | - 130t | TR ™ | o1 (50150)
; 100.0% | 1000% | 100.0% 100.0%
B lowpos &
MESA:Zlowos (F1XLOD) G030y | Gosoy | 300 (90/90)
3 Y " 100.0% 100.0% 100,0% 100.0%
MRSA-2 mod pos (-2-3XLOD) | 3039) | (30730 (30/30) (90/90)
60.0% 483% 70.0% 59.6%
MSSA high neg ;
1SSA high neg (belowLOD) | () | (1a20) | a3y | (530
; 96.7% | 1000% | 96.7% 97.8%
MSSAlow pos:(~1X.LOD) (29/30) (30/30) (29/30) (88/90)
100.0% 100.0% 100.0% 100.0%
¢ (23X
MSSA:mod pos: (~2-3X-L0D) (30/30) | (30/30) (30730) (90/90)
Negative-1 100% 100% 100% 100%
Negative- (3030) | (3030) | 30530y (90/90)
s 100% 100% 100% 100%
Aegative:s (30/30) (30/30) (30/30) (90/90)
*One sample indeterminate after mtial and retest.
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Table 7. Summary of Reproducibility Data

le-Iv\.un- Bcl[;n«n» Between- |y —
Target | Sample | Conc | Agreen | Agrmt | Mean | lnstrument - <
(%) Ct sp | € oV | oy [ O sD
(%) (%) (%)

MRSA-1 | highneg 55190 611 356 | 018 | 05 06 | 000 | 00 | 095
MRSA-T | _low pos 90,90 1000 | 328 | 027 | 08 00 | 000 | 00 _| 062
MRSA-T | mod pos 89789 1000 | 312 [o011 | 0 00 | 000 | 00 [ 058
MRSA-2 | high neg 509 556 353 0.15 04 00 | 000 00 099
MRSA-2 low pos 9090 100.0 323 011 0. 00 | 013 04 0.63
spa -2 | modpos | 9090 1000 | 307 | 0.00 | 00 00 | 000 | 00 | 055
MSSA | high neg 5389 596 363 | 000 | 00 00 | 000 | 00 | 126
MSSA_ | low pos §890 978 335 | 007 | 0 05 | 000 | 00 | 089
MSSA | modpos | 9090 1000 | 317 | 008 | 0. 06 | 01 06 | 048

NEG-1 Neg 9090 100.0 NA NA N NA NA NA NA

NEG-2 Neg 5090 100 | NA | NA | NA NA | NA | NA [ NA
MRSA-1 | highneg | 35590 611 358 | 000 | 00 10 | 000 | 00 | 083
MRSA-1 | lowpos 9090 1000 | 334 [ 002 | 04 06 | 000 | 00 | 055
MRSA-1 | modpos | 89589 1000 | 319 | 008 | 02 00 | 000 | 00 | 046
MRSA-2 | highneg 5090 55.6 358 000 | 00 09 | 000 0.0 1.03
MRSA-2 | low pos 9090 100.0 328 [ 011 ] 03 00 | 016 05 051
mec | MRSA-2 | modpos | 9090 1000 | 315 [ 000 | 00 05 [ 000 | 00 [ 049
A lugh neg 53/89 596 A NA NA NA NA NA NA
low pos 8890 978 A NA NA NA NA NA NA

mod pos 9090 100.0 A NA NA NA NA NA NA

Neg 9090 100.0 A NA NA NA NA NA NA

NEG- Neg 90/90 1000 | NA [ NaA [ NA NA [ Na [ Na [ NA

high neg 55790 611 372 | 020 | 05 10 | 035 | 10 |08
Tow pos 9090 1000 | 345 [019 | 05 0 000 | 00 [ 059
modpos | 8989 1000 | 330 [ 016 | 05 00 | 000 | 00 | 045
high neg 5090 556 368 | 023 | 06 06 [ 010 03 | 100
low pos 9090 1000 | 337 | 011 ] 03 00 | 026 | 08 [ 057
sce modpos | 9090 1000 | 324 | 000 | 00 03 | 000 | 00 | 045
highneg | 5389 596 A | NA [ NA NA [ NA [ NA | NA

Tow pos §890 978 A | NA | NA NA | NA | NA | NA

mod pos 9090 100.0 A NA NA NA NA NA NA

Neg 9090 100.0 A NA NA NA NA NA NA

Neg 90,90 100.0 A | NA [ NA NA | NA | NA [NA
high neg 55/90 611 327 [ 000 | 00 00 ] 020 06 0.65

Tow pos 9090 1000 | 330 | 000 | 00 [ 0 03 |o61

mod pos SO/8: 1000 | 330 | 027 | 08 00 | 000 | 00 |08
lugh neg 5090 556 33 023 7 00 ] 010 03 0.85
low pos 90,90 1000 | 3 015 5 00_| 0. 00 | 078

SPC modpos | 9090 1000 | 3 000 | 00 07 | 000 | 00 | 066
high neg 53/89 596 | 3 018 | 05 0 000 | 00 [074

low pos 88/90 978 3; 0.00 0_| 0.00 0.0 0.7
mod pos | 9090 1000 | 330 | 0.00 031 | 09 | 000 | 00 [ 069

Neg 9090 1000 | NA | NA A | NA[NA [ NA | NA

Neg 9090 1000 | NA | NA NA [ NA | NA | NA | NA

Agrmt=Agreement, Conc=concentration, CV=coeficient of vanation, N’A=Not Applicable for negative samples, SD=standard deviation

Note: The variance estimate from some factors may be mumerically negative, which can occur if the variability due to those factors is very small. When this
occurs, the variability as measured with SD and CV is set to 0.
'A run is defined as the three samples per panel member run by one operator at one site on one day

BEAGEEESE (nstrument Systems Precision Study)
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Table 8: Summary of Precision Results — Agreement by Instrument
Sample GXDx | Inf48 | Inf-80 | % Total Agreement
% R 50.0% | 51.6% | 35.4% 45.6%
MRSA-1 high neg (below LOD) [ (45/96)| (29/95)| (34/96) (131/287)"
‘ . 96.9% | 99.0% | 99.0% 98.3%
MRSA-1 low pos (~IX LOD) | (93/96)| (95/96)| (95/96) (283/288)
100.0%] 100.0%| 99.0% 99.7%
MRSA-1 mod pos (~2-3X LOD) 96/96) | (96/96)| (95/96) (287/288)
. 80.2% | 78.1% | 80.2% 79.5%
MRSA-2 high neg (below LOD) (7796)| (75/96)| (77/96) (229/288)
A 100.0%] 100.0%| 100.0% 100.0%
MRSA-2 low pos (~IXLOD) | (95/96)[ (96/96)| (96/96)[  (288/288)
3 100.0%] 100.0%| 99.0% 99.7%
MRSA-2 mod pos (~2-3X LOD) 96/96) | (96/96) | (95/96) (287/288)
. 76.0% | 71.9% | 81.3% 76.4%
MSSA high neg (below LOD) [ (73/96) | (69/96)| (78/96) (220/288)
-~ 96.9% | 99.0% | 100.0% 98.6%
MSSA low pos (~1X LOD) (93/96)| (95/96) | (96/96) (284/288)
o= 100.0%] 100.0%| 100.0% 100.0%
MSSA mod pos (~2-3X LOD) 96/96) | (96/96) | (96/96) (288/288)
Ne oo 100.0%] 100.0%| 100.0% 100.0%
Negative- (96/96) | (96/96)| (96/96) (288/288)
Neagved 100.0%] 100.0%| 100.0% 100.0%
Regatlve:2 (96/96)| (96/96) | (96/96) (288/288)
"One sample was indeterminate after initial and retest
Table 9: S y of Precision Data
Between- | Between- Between-
Target | Sample | Cone | Agreen | At | Mean | Instrumeat Day Run' = ot o
il IR EI R ED (‘W:) ol (('/:) o | &
ARSA-1 456 344 0.00 00 0.00 0.0 0.00 0.0 109 32 1.09 32
IRSA-1 983 329 002 0. 016 05 0.00 0.0 0.78 24 0.80 24
[ MRSAT 728 997 320 | 006 | 0 010 | 03 | 000 | 00 | 062 | 19 | 063 | 20
[ MRSAZ | highneg | 2297281 795 362 | 014 | 0 000 | 0.0 | 000 00 | 119 | 33 s | 37
ARSA-2 | Jow pos 388288 | 1000 | 324 | 0.03 | 0. 000 | 0.0 | 000 00 | 057 | 18 62 9
spa [ MRSA2 | _modpos §728 997 | ALl | 012 | 0. 000 | 00 [ 000 ] 00 | 049 | 16 | 051 7
[TMSSA high neg 30,281 764 364 | 021 | 0 000 | 0.0 | 000 00 136 | 3.7 59 1
MSSA Jow pos 84 /28! 986 338 0.09 0 018 05 0000 0.0 087 26 0.90 7
MSSA mod pos S8/288 | 1000 | 322 | 008 | 03 [ 000 | 00 [ 000 [ 00 [ 070 ] 22 [ 074 [ 23
NEG-1 100.0 NA NA NA NA NA NA NA NA NA NA NA
NEG-2 100.0 NA NA NA NA NA NA NA NA NA NA NA

MRSA-T 456 | 345 | 000 | 00 [ 011 | 03 | 000 | 00 | 086 ] 25 | 087 | 25
MRSA-1 983 | 334 | 007 | 02 [ 014 | 04 | 000 | 00 | 061 | 18 | 063 | 19
MRSA-L 997 | 325 | 008 | 02 [ 000 | 00 | 000 | 00 055 | 17 | 056 ] 17
MRSA-2 795 359 000 | 00 [028 [ o8 [o000 [ oo [ 102 s | 106 9
MRSA-2 1000 | 328 | 006 | 02 | 000 | 00 | 000 | 00 | 049 | 15 | 053 | 16
mec | MRSA 997 | 315 | 014 | 05 [ 005 | 02 [ 000 | 00 | 045 | 14 | 047 | 15

764 NA | NA | NA A A A | NA | NA | N NA | NA

956 NA | NA [ NA A A A | NA | NA 7 NA | NA
1000 | NA | NA | NA A \ A | NA | 'NA / NA | NA
1000 | NA | NA | NA y A | NA | NA [ NA A | NA | NA

1000 [ NA | NA [ NA [ NA | NA | NA | NA | NA | NA | NA [ NA

356 | 367 | 018 | 05 [ 000 | 00 [ 000 | 00 | 151 | a1 | 152 | 41
983 | 347 | 000 | 00 [ 020 | 06 [ 000 | 00 |t | 32 [ 113 | 32

997 | 337 [ 012 | 03 [ 000 | 00 [ 000 | 00 | 078 3o
B 795 373 | 000 | 00 [ 032 | 0K [000 | 00 [ 105 28 | 117 1

K 1000 | 342 | 002 | 01 | 000 | 00 [ 000 | 00 | 044 [ 13 [ 050 | 1

SCC 997 | 330 | 012 | 04 [ 003 | 01 | 000 | 00 [049 | 15 | 050 ] 15
764 NA A_| NA A A | NA [ TNA [NA|TNA N A
986 NA A | NA A A A | NA | NA | NA | NA | NA
1000 | NA A_| NA A A A | NA |NA A | N/ A
1000 | NA A | NA A A | NA | NA [ NA | NA [N/ A
1000 | NA A | NA A A | NA | NA | NA A | N A
156 | % 000 | 00 [ 017 [ 05 [000] 00 | 084 086 | 26
983 | 33 010 [ 03 021 [ 06 [000 [ 00 [077 80 | 24
IE 997 | 33 008 | 02 | 015 | 05 [000 ] 00 | o072 074 2
IE 795 334 | 000 [ 00 [000 | 00 [000 | 00 | 082 4 D.82 1

K 1000 | 334 | 002 | 0 000 | 00 _| 000 | 00 | 073 77

SPC 997 | 3 000 | 00 | 009 | 03 [ 000 ] 00 | 074 7S
764 | 3 000 | 00 | 020 | 06 | 000 | 00 | 083 5 | 085 26
986 | 335 | 000 | 00 | 000 | 00 | 000 | 00 | 086 | 26 | 087 | 26
1000 | 330 | 011 ] 03 | 000 ] 00 | 000 00 | 075 2 017 3
1000 | 334 [ 000 | 00 | 013 | 04 [ 000 | 00 | 085 | 26 | 087 | 26
1000 | 335 | 000 | 00 | 002 [ 0.1 [ 000 00 | 084 5 Josa| 25

Ticient of A=Not Applicable for negative samples, SD=standard deviation
Note: The va rom some factors may be num ive, which can occur if the variability due to those factors is very small

‘When this occurs, the \.m.!hllll\ as measured with SD and CV
A run is defined as the four samples per panel member run by one operator at one site on one day
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