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Table 1. Observed Prevalence of MRSA and SA by Culture

TR N

MRSA By Culture SA By Culture
Number Observed Number Observed
Age Group Total N Positive Prevalence Positive Prevalence
Ages 22 to 30 325 10 3.1% 71 21.8%
Ages 31 to 40 359 17 47% 84 234%
Ages 41 to 50 459 28 6.1% 18 25.7%
Ages 51 to 60 487 36 7.4% 141 29.0%
Ages 61 to 70 315 25 7.9% 75 23.8%
Age > 70 542 57 10.5% 138 255%
HEREA B
EE R AE

RRA] R e £ R 8 TR (7 gk
BEEF

PBEER AL A R AEES AR S

FEER % 1R 1 ¥e (Swab)fc f = B2 A e - B fdnfed AR SRR T - B
WD Y o s e A A & (culture)iE S o
sk Y o KRR DL g BF X B fF (trypticase soy broth)® 7§ 6.59 ¢ NaCl3c

EHRR SR FEAEE BREGHAIGE LA TS cRTIBBRTET L L
(Catalase) ~ ¢ 4t 8 ~ & 4 ¢ 32 (TR > MecASL /T e vl & HRFLEF MR8 & % 30 1L gFF
32 @ 7 (Cefoxitin) & & 402 » 2 B @ H <21 mm(R) , =22 mm(S) °

*A SR AEOTRE R R R %

ASTHR AL (7 4 & WP f & i 30 % 55 & RIEMRSA{TSA - WM 2147
SHd st E o 248TR A RMBE R PTIA 0§ UILEF R L A
SRR TP P O P I S PR
R S

%% B R R
e MRSAP A E EMRSA{r? § & ot £% ¢ § § 7 [fj(Methicillin-sensitive

S. aureuq)m/ LR A o AEEA|IL FEI
Xpert SA Nasal completet i £ it

%48 5 MRSAR 2/ SAB |2 -
WA o

300-8799, Rev. F November 2013



Table 2. SA Nasal Complete Assay Performance vs. Reference Culture

Reference Culture

MRSA+ SA+/MRSA- | Neg/No Growth Total
MRSA+ 159 24 25 208
t | SA+/MRSA- 9 393 152 554
,% SA- 5 37 1683 1725
Total 173 454 1860 2487
MRSA
Sensitivity: | 91.9% (159/173) (95% CI: 86.8-95.5%)
Specificity: | 97.9% (2265/2314) (95% Cl: 97.2-98.4%)

PPV: | 76.4% (159/208) (95% CI: 70.1-82.0%)
NPV: | 99.4% (2265/2279) (95% CI: 99.0-99.7%)

SA:
Sensitivity: | 93.3% (585/627) (95% CI: 91.1-95.1%)
Specificity: | 90.5% (1683/1860) (95% Cl: 89.1-91.8%)

PPV: | 76.8% (585/762) (95% CI: 73.6-79.7%)
NPV: | 97.6% (1683/1725) (95% CI: 96.7-98.2%)

S SRt A A SRR - SRR F S 596.59% (2487/2578) 0 FI4RO1 1 e AE B
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Table 3. SA Nasal Complete Performance vs. Reference Culture — Empty Cassette Variants

Xpert spa mecA | SCCmec Xpert vs. Culture
Subject# | Result (ct) (ct) (ct) Culture MRSA SA
SA 342 0 36.2 SA N TP
2 SA 324 0 343 SA ™ TP
3 SA 246 0 263 SA ™ TP
4 SA 26.9 [} 290 SA ™ TP
5 SA 29.1 [} 311 SA ™ TP
6 SA 24.4 0 268 SA ™ TP
7 SA 318 [} 336 SA ™ FP
] SA 323 [} 347 SA ™ TP
9 SA 285 0 311 SA ™ TP
10 SA 258 [} 275 SA ™ TP
1" SA 174 [} 19.7 SA ™ TP
12 SA 174 0 18.9 SA ™ TP
13 SA 26.9 [} 297 SA ™ TP
14 SA 226 0 246 SA ™ TP
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Table 4. 95% Confidence Intervals for Analytical LoD — SA

LoD Est. Lower Upper

SA Strain ID PFGE (CFU/swab) 95% CI 95% CI
N7129 USA900 154 132 197
102-04 USA1200 128 109 177
29213 unknown 94 76 138

Table 5. 95% Confidence Intervals for Analytical LoD — MRSA

LoD Est. Lower Upper

MRSA Strain ID | SCCmec Type PFGE (CFU/swab) 95% ClI 95% CI
64/4176 | USA500 79 64 19
N315 I USA100 94 76 131
BK2464 n USA100 143 116 212
11373 n unknown 52 42 n
Mw2 Va USA400 85 69 130
BK2529" Ivd USA500 256 216 334
ST59-MRSA-V v USA1000 127 105 170
HDE288" Vi USA800 97 78 41
JCSCB082 i unknown 214 182 276
WA MRSA-16 vin unknown 292 259 384

1 Heterogeneous oxacillin-resistant isolates
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Table 6. Potential Interfering Nasal Substances Tested

Substance Active Ingredient % Tested
TET Buffer (Control) Control Control
Mucous (Mucin) Porcine mucin representing densely 5% (wiv)
glycosylated proteins (mucous)
Anefrin Spray (Decongestant) 0.05% Oxymetazoline Hydrochloride 100% (viv)
Blood N/A 100% (viv)
NasalCrom (Nasal Allergy Symptom 5.2 mg Cromolyn Sodium 100% (viv)
Controller)
Neo-Synephrine (Nasal Decongestant) 0.5% Phenylephrine Hydrochloride 100% (viv)
Saline Nasal Moisturizing Spray 0.65% Sodium Chloride 100% (viv)
Zicam Nasal Gel (Upper Respiratory Allergy 4x,12x, 30x Luffa operculata 100% (viv)
Symptom Relief) 12x, 30x Galphimia glauca
12x, 30x, 200x Histaminum
hydrochloricum
12x, 30x, 200x Sulphur
Nasonex (Nasal Allergy Symptom Medication, | 0.05% Mometasone furoate 100% (viv)
inhaled nasal steroid) monohydrate (anti-inflammatory 50% (viv)
corticosteroid) 25% (viv)
10% (viv)
5% (viv)
Flonase (inhaled nasal steroid) 0.05% Fluticasone Propionate 100% (viv)
(corticosteroid) 50% (viv)
25% (viv)
10% (viv)
5% (viv)
1% (viv)
Rhinolast (Astelin Antihistamine Nasal Spray) 0.1% Azelastine Hydrochloride 100% (viv)

Empty Cassette Variants3#1&

i¢ * ¢ Xpert SA Nasal completerk if] » 224k SA~ dt#-%_ 5 “Empty Cassette Variants" o i & 33
% 4 B % 0.5 McFarland units ( ~3%10° CFU /ml) © 3 % $i&—- % ﬁ’f?} 103 & & ~3000
CFU/ml o & i & 3t 4e » F| & & K% 03] 5 ~300 CFU /R3¢ (37 6 p1H&*T) Tt’~3*105
o 914 224k A flin % ik R AL D FEAF 4 5 MRSAIS 1/ SAHE {2 4 mecAzk F1i
% &t > “Empty Cassette Variants” #t & Ff& 3 iR 5 MRSAIS 12/SAH 12 o & *

oo il

A SR T 7§ FIRMRSARESE & -
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GeneXpertfisl. 2. B £ 4§38 720 > R E42B = o 2 F B#IpMr ErB T4 o LG B
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Table 7. Summary of Reproducibility Results (All)'

Specimen ID Site 1 Site 2 Site 3 Total Agreement
Neg (MSSE) 100.0% (20/20) | 100.0% (20/20) | 100.0% (20/20) 100.0% (60/60)
SA - High Neg 95.0% (19/20) | 95.0% (19/20) | 95.0% (19/20) 95.0% (57/60)
SA - Low Pos 85.0% (17/20) | 95.0% (19/20) | 100.0% (20/20) 93.3% (56/60)
SA —Mod Pos 100.0% (20/20) | 100.0% (20/20) | 100.0% (20/20) 100.0% (60/60)
MRSAT - High Neg 100.0% (20/20) | 95.0% (19/20) | 85.0% (17/20) 93.3% (56/60)
MRSA1 - Low Pos 95.0% (19/20) | 95.0% (19/20) | 100.0% (20/20) 96.7% (58/60)
MRSAT - Mod Pos 95.0% (19/20) | 100.0% (20/20) | 100.0% (20/20) 98.3% (59/60)
MRSA2 — High Neg 60.0% (12/20) | 60.0% (12120) | 50.0% (10/20) 56.7% (34/60)
MRSA2 — Low Pos 95.0% (1920) | 95.0% (19120) | 95.0% (19/20) 95.0% (57/60)
MRSA2 — Mod Pos 100.0% (20/20) | 100.0% (20/20) [ 100.0% (20/20) 100.0% (60/60)

% Total Agreement by Site | 92.5% (185/200) | 93.5% (187/200) | 92.5% (185/200) | 92.8% (557/600)

 For negative and high negative samples, %Agreement 1 for ples.
S%Agreement = (# positive resultsfotal samples run)

Table 8. Summary of Ct Value Results by Sample Level and Target

SPC
Tevel Wean Std Dev, WOV
Neg (MSSE) 3 072 21
SA High Neg 313 075 22
MRSAT Figh Neg 346 056 25
WRSA2 High Neg 6 075 22
Spa
Level Mean Std Dev. WOV
SALow Pos B7 0ot 27
SA Moderate Pos 316 071 22
MRSAT Low Pos 326 153 a7
MRSA1 Moderate Pos 317 078 25
MRSAZ Low Pos 27 097 30
MRSA2 Noderate Pos 306 055 78
mecA
Tovel Wean Sid Dev. eV
MRSAT Low Pos 33 [E3 76
MRSAT Moderate Pos 22 082 25
MRSA2 Low Pos 334 102 31
MRSAZ Noderale Pos. 311 075 74
SCCmec
Lovel Mean Sid Dev. eV
MRSAT Low Pos EX 086 25
MRSA1 Moderate Pos. 29 079 24
MRSA2 Low Pos 346 1.19 34
MRSAZ Moderale Pos 25 080 75
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