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Table2.  Xpert CT/NG Assay Results and Interpretations

Result Interpretation
CTDETECTED; CT target and NG target DNA sequences are detected
NG DETECTED + PCR amplification of the CT target and the two NG targets give Cts within the valid range and fluorescence
(Figure 4) endpoints above the minimum setting
- SPC: Not applicable. The SPC is ignored because CT and NG target amplification can compete with this control.
- SAC: Not applicable. The SAC is ignored because CT and NG target amplification can compete with this control.
+ PCC: PASS; all probe check resus pass
CTNOTDETECTED; | CT target DN NG detected.
NG DETECTED + CTisabsentor level, PCR the valid
(Figure 5) g
+ SPC: Not applicable. The SPC and this control.
+ SAC: Not applicable. The SAC andNG this control
+ PCC: PASS; all probe check resuits pass
CTDETECTED; CT target DN/
NGNOTDETECTED |+ PCR amplification of the CT Brge! give 3 Ctilin e v range and  orescncs endpont above the
(Figure 6)
+ SPC: Not applicable. The SPC this control.
- SAC: Not applicable. The SAC aninG this control
+PCC: PASS, all probe check results pass
CTNOTDETECTED; | Neither CT nor NG targel DNA sequences are detected.
NG NOT DETECTED (G are avsent or below the assay detection level
(Figure 7) + SPC:PASS; PCR the SPC target gives. range and a
above the mirimun sefing
- SAC: PASS; P the SAC target gives. range and a
‘above the minimum seftin
+ PCC: PASS; allprobe check results pass.
INVALID Presence or absence of CT Use the instructions in th

(Example of first
scenario shown in
Figure 8)

section (o repeat the test
+ SPC: FAIL; SPC target resul is negative and

seting,
+ SAC: PASS; SAC has a Ct within the valid range and fluorescence endpoint above the minimu seting.

+ PCC: PASS; allprobe check resuits pass.

or
D e e e L
e SAC Ctis

the SPC Ctis not within vaiid range and endpoint below minimum

- SACIFAL;
the minimum setting.
+ PG PASS, all probe check ress pass

+ SPC: FAIL; SPC targel resultis negalive, the
the minimum seftin

+ SAC: FAIL, SAC target result is negative. The SAC Ct

the minimu setti
+ PCC: PASS; all probe check resuits pass

jthin is below

ERROR

Presence or absence of CT

section (o repeat the test.
C: NO RESULT
+ SAC.NO RESULT

be determined. Use the instructions in

+ PCC: FAIL*;allor on

improperly or a probe integnty problem was detected.
* Ifthe probe check passed, the error is caused by a system component ailure.

NORESULT

Presence or absence of CT

be determined. Use

Insuficient
test that was in progress),

+ SPC.NO RESULT

+ SAC:NO RESULT

+PCC: Not appiicable

et for i, the apertor oppesa
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Table7. Xpert CT/NG Assay vs. Patient Infected Status for CT Detection
sx Sensitivity% | Specificity % PPV NPV o
specmen [status| n | TP | P | TN | FN [ Preves ©5c) o5 s a) osc)
sym 1204 | 79 | 20 | mes [ o | et 100 984 798 100
(95.4-100) (975-99.0) (705872) | (09.7-100)
pcvs| Asym | 2472 | 121 | 1 | 2839 | 1 | a9 992 995 917 >99.9
(95.5-100) (992:99.8) (©56-958) | (99.8-100)
Al | 3766 | 200 | o1 | 3534 | 1 | 68 995 991 6.6 >99.9
(97.3-100) (98.8-99.4) ©1597) | (99.8100)
F
. sym | 1203 [ 76 | 5 | 1200 [ 3 | 61 9.2 996 938 998
m (€9.3-99.2) (99.0-99.9) ©62980) | (203999
1| Es [Asym| 284 | 17 | 1 | 2831 | 5 | 50 959 995 914 908
e (€0.7-08.7) (09.2:99.8) @5.1-056) | (005999
Al | 3757 | 193 | 16 | 3540 | 8 | 54 96.0 996 923 958
(©23-98.3) (993-997) ©79956) | (996999
sym [1202 [ 84 [ 4 [ 1203 [ 1 [ es 988 997 955 999
(93.6-100) (992:99.9) ©38987) | (995-100)
rine | Asym | 2475 [ 123 | 2 | 287 | 3 | &1 9756 999 98.4 999
(93.2:995) (99.7-100) (943-998) | (99.6-100)
Al | 3767 | 207 | 6 | 3550 | 4 | 56 9.1 998 972 999
(©52:995) (99.6-99.9) (©40990) | (29.7-100)
sym | 706 [ 120 [ 2 | se1 | s | 174 976 997 98.4 995
(©3.0-995) (98.8-100) (©42998) | (985999
"
a | Urine [ Asym | 2730 | 73 5 | 2652 | 0 27 1000 998 936 100
! (95.1-100) (906-89.9) @7079) | (©a8-100)
Al | 343 | 193 | 7 | 3233 | 3 | 87 985 998 9.5 909
(©56-997) (996-99.9) (©29-986) | (99.7-100)

TP=true positive, FP=false positive, TN=true negative, FN=false negative, ES=endocervical swab, PC-VS=patient-collected vaginal swab
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Table8. Xpert CT/NG Assay vs. Patient Infected Status for NG Detection
Q Asym | 2464 | 25 |0 | 209 | o | 10 100 100 00 100
a = (86.3-100) (99.8-100) (86.3-100) (99.8-100)
:
(82.2-99.9) (99.7-100) (87.7-100) (99.6-100)
Asym | 2475 | 23 | 1 | 2a49 | 2 10 520 5999 058 TN
L (74.099.0) (99.8-100) (78.9-99.9) (99.7-100)
.
| |Vrine (64.099.8) (99.7-100) (519-95.7) (99.8-100)
(94.1-99.8) (99.7-100) (92.9-99.5) (99.8-100)
pa
P E 398 % 01
¥ x o
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Figure 16. Ct Distribution of Patients Designated as Positive for NG Based on PIS Algorithm
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Table9. Patient Infected Status — Female CT
NAAT1 NAAT2 Xpert Symptom Status
PIS® sw? UR* sw UR PC-VS? ES? UR Symp. Asymp Total
NI 1160 2269 3429
NI IND 6 8 14
NI IND® 6 16 2
NI IND 5 6 i
NI + + 0 1 1
NI + 6 4 10
NI + 3 5 8
NI - + 1 0 1
NI EQ? 6 20 26
NI EQ IND IND 1 0 1
NI EQ 3 4 7
NI EQ IND 1 0 1
NI + 0 7 7
NI + 3 0 3
o0 i + 0 1 1
NI + + + + 7 1 8
Nif + + + 0 1 1
NI + + + 0 1 1
NI + 1 0 1
NI + + + 1 0 1
NI + 4 8 12
NI + + 2 1 3
NI + + + 1 2 3
NI + + 0 1 1
NI + + 1 0 1
NI + B . o p B
NI + + + + + 1 1 2
NI + + + - 1 0 1
NI + + + 1 0 1
Total Non-Infected 1221 2358 3579
Table9. Patient Infected Status — Female CT (continued)
NAAT1 NAAT2 Xpert Symptom Status
PIs* sw* UR? sw UR PCVs? ES® UR Symp Asymp Total
e + . - - + + + 65 104 169
| + . - + IND + - ] 1 1
| . . . + - IND - 0 1 1
] + + + + + + IND 1 0 1
| + + + + + + ] 1 1
| + + + + + + ] 1 1
" + + + + 7 1 8
If + + + 0 1 1
I + + * 0 1 1
| + + + + + + ] 2 2
| + + + + + + 1 0 1
| + + + + + 0 1 1
| + + + . + + 1 0 1
| + + + + + 3 2 5
] + + + + + + 4 2 6
1 + + + + + + 3 4 7
| + + + + + 1 1 2
| + + + + + ] 1 1
| . + + + + 1 0 1
1 + EQ + + - + 0 1 1
Total Infected 87 125 212

“PIS = Patient Infected Status; SW = swab; UR = urine; PC-VS =

ENI = Non-infected

FIND = Indeterminate - ERROR, INVALID or NO RESULT by Xpert CTING Assay: specimens with IND results by Xpert are not included in the performance

tables for that specimen type.
“EQ = Equivocal result for this individual specimen type only; PIS status determined based on remaining specimens.

°1 = Infected

FThese samples are infected for urine and non-infected for swabs. In this table, they appear twice.

vaginal swab; ES =

(A
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Table 10. Patient Infected Status - Female NG
pist sw* UR" SW UR PCVS® ES® UR Symp. Asymp. Toul
NIP 1229 2330 3619
NI EQ? 2 5 7
NI + + + + + 1 0 1
NI + + + 1 0 1
" + + + - + 1 0 1
i + + + 1 0 1

tables for that specimen typs.
9EQ = Equivocal result for this individual specimen type only; PIS status determined based on remaining specimens.
1= Infacted

FThese samples are infected for urine and non-infected for swabs. In this table, they appear twice.

F117] M @ 45 PISiF ¥

4 B ACTir 4 g #CT2

3 R

Table 1. Patient Infected Status - Male CT
NAATI NAAT2 X Symptom Status
P e [ | w [ | w symp | Asymp Teut
NiE 568 2621 3189
NI £Q® o 19 19
N + 2 1 3
NI + [ 1 7
N + + 1 1 2
N + 2 7 [l
N + 2 1 3
N e o 1 1
N + + + 2 4 [
N + o 1 1
NI INDY 1 6 7
NI - - EQ | N0 o 1 1
Total Non-Infected 584 2664 3248
”° + + + + + 104 50 154
[ + - - . + 8 10 18
| + - + + 4 7 "
! + - + - + 2 2 4
[ + + + 1 0 1
| + + + 1 0 1
! + + + + o 1 1
[ + - + | Ea | o+ o 2 2
| EQ | + + + o 1 1
| + - + 2 0 2
! B - - - 1 0 1
Total Infected 123 73 19

2PIS = Pationt Infocted Status; SW = Swab; UR = urine.
BN = Norvinfected

type only; P

INVALID or NO RESULT

s

R 0 R R

Assay; specimens ith IND resuits by Xpert are notincluded in the performance

Table 15. LoD of Two CT Serovars in Pooled Male Urine Matrix
Organism LoD
CT ATCC vr885 serovar D (EB/mL) 75
CT ATCC vr879 serovar H (EB/mL) 134

%ﬁ/g”k e RS );'I;,f} AP s ﬁéNG (ATCC 194244-ATCC 49226) »
= fBk A o 1% probitA 173F & & RIE T ©
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Table 16. LoD of Two NG Strains in Pooled Male Urine Matrix

Organism LoD

NG ATCC19424 (CFU/mL) 27

NG ATCC49226 (CFU/mL) 1.2
2 ER (R XRE)

#10° CFU/mL # 10° genome copies/mL:1k & T » 34 (7 101467 r enpic 32 = 48 B entk ip
(217)- |[$/,,\¢g,1;]rrifﬁfﬂ‘*%iﬂ; “24 FRCT 7 23 #ANG PR SR IEN
ASHBIN K o AR ¢ 5 B ] kA S 1 5 B 5 100% «

Table 17. Potential Cross-reacting Microorganisms in the Xpert CT/NG Assay

Acinetobacter calcoaceticus Herpes simplex virus ! Neisseria sicca (3)

Acinetobacter Iwoffi Herpes simplex virus i Neisseria subflava (2)

Aerococcus viridans Human papilloma virus' Paracoccus denitrificans

Aeromonas hydrophila Kingella denitrificans Peptostreptococcus anaerobius

Alcaligenes faecalis Kingella kingae Plesiomonas shigelloides

Arcanobacterium pyogenes Klebsiella oxytoca Propionibacterium acnes

Bacteriodes fragilis Klebsiella pneumoniae Proteus mirabilis

Bifidobacterium adolescentis Lactobacillus acidophilus Proteus vulgaris

Branhamella catarrhalis Lactobacillus brevis Providencia stuartii

Brevibacterium linens Lactobacillus jensonii Pseudomonas aeruginosa

Candida albicans Lactobacillus lactis Pseudomonas fluorescens

Candida glabrata Legionella pneumophila Pseudomonas putida

Candida parapsilosis Leuconostoc paramensenteroides Rahnella aquatilis

Candida tropicalis Listeria monocytogenes Saccharomyces cerevisiae

Chlamydia pneumoniae Micrococcus luteus Salmonella minnesota

Chromobacterium violaceum Moraxella lacunata Salmonella typhimurium

Citrobacter freundii Moraxella osloensis Serratia marcescens

Clostridium perfringens Morganella morganii Staphylococcus aureus

Corynebacterium genitalium

Corynebacterium xerosis N. meningiditis Staphylococcus saprophyticus
Cryptococcus neoformans N. meningitidis Serogroup A Streptococcus agalactiae
Cytomegalovirus’ N. meningitidis Serogroup B Streptococcus bovis

Eikenella corrodens N. meningitidis Serogroup C Streptococcus mitis
Entercoccus avium N. meningitidis Serogroup D Streptococcus mutans
Entercoccus faecalis N. meningitidis Serogroup W135 Streptococcus pneumoniae
Entercoccus faecium N. meningitidis Serogroup Y Streptococcus pyogenes

Enterobacter aerogenes Neisseria cinerea Streptococcus salivarius

tables forthat specimen type.
1= Infected

2127 N EHPISH Y > § B NGk & ANGZ 3 i fo ik eh 7 Mg

Enterobacter cloacae

Neisseria dentrificans

Streptococcus sanguis

Erysipelothrix rhusiopathiae

Neisseria elongata (3)

Streptococcus griseinus

Escherichia coli

Neisseria flava

Vibrio parahaemolyticus

Table 12. Patient Infected Status - Male NG

NAATT NAATZ o Symptom Status
Pis* [sw [ UR | sW | UR | UR | symp | Asymp Total
NI - 597 2680 3277
NI B ES 0 21 21
[ , - ) 0 1 1
N[ EQ | EQ - 1 0 1
N - . 0 3 3
[ - 0 3 3
[ + 0 1 1
] + - 2 5 7
NI - | Ea + 0 1 1
N | EQ | - + B 0 1 1
] - B 0 1 1
NI - IND? 1 6 7
[ , EQ | IND 0 1 1

otal &01 2728 3325
& + + - - + 105 " 116
i B - B B 0 1 1
i B - 0 1 1
i - + 1 0 1
06 3 15
P15 < Patent e S S = St UR = e
foninfocted
“EQ = Equivocal resultfor th P on

“IND = Indeterminate - ERROR, INVALID or NO RESULT by Xpert CTIN
5 for that specimen type.

\
1= Infocted
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() Yersinia enterocolitica

Fusobacterium nucleatum Neisseria lactamica (5)

Gardnerella vaginalis Neisseria mucosa (3)

Gemella haemolysans Neisseria perflava

Table 20. Summary of Reproducibility Results by Study Site; Percent Agreement Swab Samples Table 24. Summary of Reproducibility Data for Swab and Urine Specimens - NG4 Target Table 28. Summary of Reproducibility Data for Swab and Urine Specimens - NG2 Target
Site 1 Site 2 Site3 % Total Agreement by Bety Bety Bety Bet: Between- Between- Between-
Sample (GeneXpert Dx) (Infinity-80) (Infinity-48) Sample Target Conc. Site Lot Day Run' Within-Run Total Target Conc. Instrument Day Run' Within-Run Total
CT >20X LoD; cT 100% (40/40 100% (40/40 100% (40/40 100% (120/120 cT | NG Agrmt | Mean v v v v v v o Ne Agrmt | Mean o o o o
NG 220X LoD o ( ) b ( ) o ( ) b ( ) Type | (LoD) | (LoD) | Agree/N | () ct D | (%) | sD | (%) | D | %) | sD | (%) | sD | %) | sD | (%) Type (LoD) (LoD) Agree/N (%) ct sD (%) sD (%) sD (%) sD (%) SD | V(%)
NG | 100% (40/40) 100% (40/40) 100% (40/40) 100% (120/120) >20X | >20X | 1201120 | 100 | 19.34 | 0.00 | 0.0 | 012 | 0.6 | 0.1 | 06 | 000 | 0.0 |0.39 | 20 | 042 | 22 20X >20X | 191/191 | 100 | 1903 | 0.01 | 00 | 002 | 0.1 | 0.00 | 00 j 021 | 1.1 | 021 | 11
20X | 0.25-05X | 110/192 | 57.3 | 37.63 | 0.07 | 02 | 046 | 1.2 | 0.00 | 0.0 | 155 | 41 | 162 | 43
CT >20X LoD; CT | 100% (40/40) 100% (40/40) 100% (40/40) 100% (120/120) >20X | 1X | 1121120 | 93.3 [35.00 [0.41 | 12 [0.00 | 0.0 [0.00] 0.0 [0.32] 09 [1.89] 54 [196] 56 >2u>< e Trommer o0 T o T Ta T wa T ioaTwa T a T a T oa T m T on
NG 1X LoD " " " " >
NG | 875%(3540) |  97.5% (39/40) 95.0% (38/40) 93.3% (12/120) 720X | NEG | 12071201 100 | O | NA | NA | A | WA | NIA | N/A | NIA | N/A | A | A | /A | VA 025.05X | »20x | se/102 | 448 | 1908 | 000 | 00 | 000 | 00 |0.10 | 05 |01 | 16 |02 | 17
T T o0 o) o o) o0 ) o ) 1X | >20X [ 1131120 | 942 [ 19.41 [0.07 [ 04 [0.00] 0.0 [0.14 | 07 [0.03| 02 [049| 25 [052] 27 s2505x [ oz50ex  sos2 T 307 13878 Too0 60 To2s o8 Tooo oo a7 20 7e0 20
>20X LoD; s 3 3 b Swab | 0:25°0. 25:0. ; ; X 0 | 0. 6 | 0. 0 | 1. 0 | 1.
NG neg R T T S swap |_X_| 1x [106120] 8.3 | 3547 [032] 09 [0.00] 00 [000] 00 070 20 [090 [ 25 [1.19] 33 o250ex T nEe Tasnor Tors T o oA Ta T wa Tra Twa Ta T a1 T a T n
o b o b 1X | NEG [ 111120 | 925 | 0 | NA [ NA | NA|NA|NA|[NA|NA|NA]TNA|[NA|NA|NA 23X 23X 192192 300 13135 1000 o0 To00 o0 To00 00 To33 |13 Tosa [ 13
CT 1X LoD; CT | 90.0% (36/40) 97.5% (39/40) 95.0% (38/40) 94.2% (113/120) 23X | NEG [120120 100 | o [NA[NA[NATNATNANA|NATNATNA|NATNATNA NEG >20X | 1921192 | 100 | 19.02 [ 0.00 | 0.0 | 0.00 | 0.0 [ 007 | 04 022 ] 12 [023] 12
NG >20X LoD NG | 100% (40/40) 100% (40/40) 100% (40/40) 100% (120/120) NEG | >20X | 1201120 | 100 | 1935 [0.02] 0.1 |0.04 | 02 [000] 00 007 04 |0.25]| 15 [020] 1.5 NEG | 0.2505X | 116/191 | 607 | 36.77 | 0.00 | 0.0 | 0.46 | 1.2 | 0.00 | 00 | 165 | 45 | 1.71 | 47
. _ . _ _ NEG | 1X | 118/120 | 98.3 [ 35.05 [0.00 | 0.0 [0.16 | 0.5 [0.00 | 0.0 [0.00] 0.0 [1.00| 29 [1.01] 29 NEG NEG | 792192 | 100 | 0 | NA [ WA TWA [ VA T NA T NA T VA T VA T NA T VA
gg 11’;"-_‘;% CT | 97.5% (39/40) 100% (40/40) 100% (40/40) 99.2% (119/120) NEG | 23X | 119/120 | 99.2 | 33.57 | 0.14 | 04 | 0.17 | 0.5 | 0.00| 0.0 | 0.00 | 0.0 | 0.78 | 2.3 | 0.81 | 2.4 20X ~20x | 1927192 | 100 | 7985 [ 0.00 | 00 1045 | 07 1000 | o0 [o034 ] 17 oa7 | 18
NG | 92.5% (37/40) 90.0% (36/40) 90.0% (36/40) 90.8% (109/120) NEG | NEG [ 120120 | 100 | 0 | NA [ NA [ NA [ NA | NA|NA|NA|NA|NA|NATNA | NA 20X | 025.05X | 921192 | 479 | 3672 | 015 | 0.4 | 000 | 0 | 000 | 00 | 136 | 37 | 187 | 37
CTIX LoD, oT | 97.5% @o0) 90.0% (36/40) 90.0% (36/40) 92.5% (11120) >20X | >20X | 120/120 | 100 | 20.06 [0.12| 06 |0.12| 0.6 |0.09| 0.4 |0.00| 00 [039| 1.9 [043 | 2.1 >20X NEG | 1921192 | 100 | 0 | NA | N/A | N/A | NIA | N/A | N/A | NA | N/A | NIA | N/A
NG neg >20X | 1X | 1151120 | 95.8 [ 3527 [0.17 | 05 [0.13| 0.4 [0.00] 0.0 [0.00| 0.0 [1.04 | 29 [ 106 3.0 025-05X | >20X | 98/192 | 510 | 1951 | 0.00 | 0.0 | 000 | 00 | 0.00 | 00 | 120 | 64 | 1.20 | 6.1
NG | 100% (40/40) 100% (40/40) 100% (40/40) 100% (120/120)
>20X | NEG [ 1201120 | 100 | o |[NA [ NA|[NA|NA|NA[NA|NA|NATNATNATNATNA Urine | 0:25-05X | 0.25-05X | 48/192 | 25.0 | 36.38 | 0.26 | 0.7 | 0.00 | 0.0 | 198 | 55 | 1.13 | 31 | 230 | 63
CT 2-3X LoD; cT 100% (40/40) 100% (40/40) 100% (40/40) 100% (120/120) 1X | >20x | 1111120 | 925 [ 20.16 [0.00 | 0.0 [0.08 | 0.4 [0.00| 0.0 [0.12] 06 [0.56 | 28 [ 058 ] 2.9 0.25-05X | NEG | 90192 [469 | o [NA[NA|[NA[NA[NA|NA|NA] NA]NA | NA
NG neg NG 100% (40/40) 100% (40/40) 100% (40/40) 100% (120/120) Urine 1X 1X 97/120 | 80.8 | 3525 | 0.00 | 0.0 [ 0.00 | 0.0 | 041 | 1.2 [0.00| 0.0 | 1.17| 3.3 [ 124 | 35 2-3X 2-3X 192/192 | 100 | 31.53 | 0.00 [ 0.0 | 009 | 0.3 | 0.16 | 0.5 042 | 1.3 | 046 | 1.4
NEG >20X | 1921192 | 100 | 19.26 | 0.14 | 0.7 | 0.00 | 00 | 017 | 09 | 043 | 23 | 049 | 24
T g, oT [ 100% @o0) 100% (4040) 100% (4040) T00% (120720) 1X | NEG | 113/120 | 942 | 0 | NA | NA | NA [ NA [ NA [ NA | NA|NA [ NA [ NA | NA | NA
NG >20X LoD 23% | NEG | 120120 | 100 | 0 | NA | NA | NA | WA | WA | NA | NA | NA T NA | NA T VA | NA NEG | 0.2505X | 67/192 | 349 | 36.88 | 0.00 | 0.0 | 0.31 | 08 | 000 | 0 |145| 39 | 148 | 75
NG 100% (40/40) 100% (40/40) 100% (40/40) 100% (120/120) NEG | >20X | 1191120 | 992 | 2012 | 0.09| 05 | 010 ] 05 | 0.06| 03 | 000 | 0.0 | 041 ] 20 | 043 | 2.2 NEG NEG | 192192 | 100 0 [ NA|NA|NA|NA|NA|NA|NA[NA|NA/|NA
CT neg; CT | 100% (40/40) 100% (40/40) 100% (40/40) 100% (120/120) NEG | 1X | 118/120 | 98.3 [ 3505 |0.24 | 0.7 [0.00| 0.0 [0.15| 0.4 [0.12] 0.4 [1.00| 3.1 [1.13] 32 c o of variation, NiA=Not Applicable for negative samples, SD=standard deviation
NG 1X LoD X A  SP=
© NG 100% (40/40) 97.5% (39/40) 97.5% (39/40) 98.3% (118/120) NEG | 2-3X | 120/120 | 100 | 3367 | 0.00 | 0.0 | 0.33 | 1.0 | 0.00 | 0.0 | 016 | 0.5 | 0.83 | 25 | 091 | 27 Note: Variabilty from some factors may be numerically negative, which can occur if the variabilty due to those factors is very small. When this occurs, the
NEG | NEG | 119/120 [ 99.2 o [NA|[NA|NA|NA|NA|NA|NA|NA|NA|NA|NA|NA variability as measured with SD and CV is set to 0.
CT neg; CT | 100% (40140) 100% (40/40) 100% (40/40) 100% (120/120) TAunis defined as the four samples per panel member run by one operator at one site on one day.
NG 2-3X LoD NG | 97.5% (39/40) 100% (40/40) 100% (40/40) 99.2% (119/120) gmt=Ag . C jon, C of variation, N/A=Not Applicable for negative samples, SD=standard deviation
Note: Variability from some factors may be numerically negative, which can occur if the variability due to those factors is very small. When this occurs, the Table 29. Summary of Repyoducibility Data for Swab and Urine Specimens — NG4 Target
CT neg; CT | 100% (40/40) 100% (40/40) 100% (40/40) 100% (120/120) variability as measured with SD and CV is set to 0.
NG ne 1 .
g NG 100% (@0/40) 100% (40/40) T00% @0/d0) 100% (1201120 A run is defined as the four samples per panel member run by one operator at one site on one day. Batween Fore— Fore— ” |
Target Conc. Instrument Day Run fithin-Run Total
Type T NG Agrmt | Mean v v v v (4%
Table 21. Summary of Reproducibility Results by Study Site; Percent Agreement Urine Samples ﬁi BEARMEERR (InStmment Systems Precision Study) {Lob} LoD} AgreelN | (%) < SO | O | SD | ) | SO | Ok | SD | W) | SO | (B
fAt ﬁLInﬂm[y Dxfelnfinity-80 &% % sy » 24 i 1% %3 CT NGz p ]‘i RN ZS T Y Swab | >20X >20X | 1917191 | 100 | 18.67 | 0.00 | 0.0 | 0.00 | 00 | 019 | 1.0 | 034 | 1.8 | 0.39 | 2.1
et Stz Ses 56 Total Agreement by T NI R s o R j\ DR RN Y rﬂCTerG_E o OME B >20X | 0.25-05X | 110/192 | 57.3 | 36.94 | 049 | 1.3 | 0.00 | 0.0 | 0.10 | 0.3 | 163 | 44 | 1.71 | 46
Sample (GeneXpert Dx) (Infinity-80) (Infinity-48) Sample f}g'“’) N P% H (2 3% & /?w &) ~ }:E H(>207% & /E]ﬂ}fgﬂ) Ly A E g B el >20X NEG 191/191 | 100 0 NA | NA [ NA | NA [ NA | NA | NA | NA | NA [ NA
CT >20X LoD; CcT 100% (40/40) 100% (40/40) 100% (40/40) 100% (120/120) pred ‘ft’}f [ :,\3 o & i *}): g 'ﬁ 2018 JA‘*"(lO 53 IT\ o~ 10 %* Yod BB 0.25-0.5X | >20X 86/192 | 44.8 | 18.72 | 0.06 [ 0.3 [ 000 | 0.0 [ 021 | 1.1 [041 | 22 [ 046 | 25
NG >20X LoD X oA i * 3 B, 4lyt EL = 0.25-0.5X | 0.25-0.5X | 59/192 | 30.7 | 3657 | 0.00 | 0.0 | 050 | 14 | 0.00 | 0.0 | 155 | 43 | 1.63 | 45
NG | 100% (40/40) 100% (40/40) 100% (40/40) 100% (120/120) i . Jf . N el S S O %"’b' L7 e R0
- = x 12 z X2@FHFFEX A S 1“;‘3 %) AR T i+ 5L enXpert CT/NG;# | » 025-05X | NEG | 118/191 | 618 | 0 | NA | NA | NA | NA | NA | NIA | NA | NIA | N/A | NIA
ﬁ:&of IE)OD: cT 100% (40/40) 100% (40/40) 100% (40/40) 100% (120/120) AR T oo B & FMAT A 251r 426 ¢ 23X 23X | 192/192 | 100 | 31.06 | 0.00 | 0.0 | 005 | 02 | 000 | 0.0 | 042 | 1.4 | 043 | 14
.0l
NG | 92.5% (37/40) 97.5% (39/40) 97.5% (39/40) 95.8% (115/120) Table 25. Summary of Instrument System Precision Results; Percent Agreement Swab Matrix NEG >20X | 192/192 | 100 | 18.69 | 0.00 | 0.0 | 0.00 | 00 | 022 | 1.2 | 038 | 20 | 0.44 | 2.3
ST20X LoD, or | 1o0% @00y 100% @0/40) T00% @0/40) T00% (120/120) NEG | 0.25-0.5X | 116/191 | 60.7 | 36.31 | 0.08 | 0.2 | 0.13 | 04 | 0.00 | 0.0 | 124 | 3.4 | 1.25 | 3.4
NG neg E——ry s NEG NEG | 192/192 | 100 | 0 | NA | NA | NA | NIA | N/A | NA | NA | NIA | NA | N/A
NG | 100% (40/40) 100% (40/40) 100% (40/40) 100% (120/120) % Total Agreement by -
sample GeneXpert Dx Infinity-80 Sample Urine | >20X >20X | 192/192 | 100 | 19.44 | 001 | 04 [010 | 05 | 0 | 0 |045| 23 | 046 | 24
CT 1X LoD; cT | 925% (37/40 95.0% (38/40 90.0% (36/40 92.5% (111/120 20X | 025.05X | 921192 | 47.9 | 3631 | 0 | 0 |004 | 01 | 047 | 05 | 1.18 | 82 | 119 | 64
NG >20>c<) LoD G740 " GO i .,( ) CT >20X LoD; il 100% (96/96) 100% (95/95)° 100% (191/191) >zox NEG | 192/192 | 100 | 0 | NA | NA | NA | NIA | N/A | /A | NA | NIA | NA | N/A
NG | 100% (40/40) 100% (40/40) 100% (40/40) 100% (120/120) NG >20X LoD 5 Y a 9 >
NG 100% (96/96) 100% (95/95) 100% (191/191) 025-0.5X | >20X | 98/192 | 510 | 1908 | 0 | 0 | 0 | o | 0 | 0 |135| 71 | 1.35 | 69
- 0 N n 5
ﬁ; 11);('1‘;% CT | 950%(38/40) 80.0% (32/40) 87.5% (35/40) 87.5% (105/120) CT >20X LoD; cT 100% (96/96) 100% (96/96) 100% (192/192) 0.25:05X | 0.25-0.5X | 48/192 | 25.0 | 36.16 | 0 o [o024|07 | 0 o [198] 55 | 200103
NG | 95.0% (38/40) 85.0% (34/40) 87.5% (35/40) 89.2% (107/120) NG 0.25-0.5X LoD NG | 62.5% (60/96) 52.1% (50/96) 57.3% (110/192) 02505X | NEG | 90192 | 469 | 0 | NA | NA | NA | NA | NA | NA | NA | NA | NA | NA
CT 1X LoD; cT 87.5% (35/40) 97.5% (39/40) 97.5% (39/40) 94.2% (113/120) CT >20X LoD; CcT 100% (96/96) 100% (95/95)° 100% (191/191) 23X 23X | 1921192 | 100 | 3109 | 0 0 |016] 05 [011 |04 |049) 16 | 053 | 27
NG ne NG ne 5 NEG >20X | 192/192 | 100 | 18.80 | 0.04 | 02 | 0 | 0 |0414 | 07 |047 | 25 | 050 | 26
¢ NG 100% (40/40) 100% (40/40) 100% (40140) 100% (120/120) ’ NS 100% (96/96) 100% (95/95) 1oo% (191/191) NEG 0.25-0.5X | 67/192 349 | 36.58 | 0.18 05 0 0 074 | 20 1.40 3.8 1.60 8.2
v - — - ~ 25- . ; 0 | 1. 8 | 1. .
CT 23X LoD; CT | 100%(e0i0) | 100% (40/40) 100% (40140) 100% (120/120) TEEOSXLODNG | OT | 469% 4596) | 427% (41/9) 44.8% (86/192) NEG | e | iszimez | 100 | o | WA | NA | A | WA | A | WA | NA | WA | NA | WA
NG neg o NG 100% (96/96) 100% (96/96) 100% (192/192)
NG | 100% (40/40) 100% (40/40) 100% (40/40) 100% (120/120)
CT 0.25-0.5X LoD; NG cT 55.2% (53/96) 60.4% (58/96) 57.8% (111/192) , C C of variation, N/A=Not Applicable for negative samples, SD=standard deviation
CT neg; CT 97.5% (39/40) 100% (40/40) 100% (40/40) 99.2% (119/120) 0.25-0.5X LoD Note: Variability from some factors may be numerically negative, which can occur if the variability due to those factors is very small. When this occurs, the
NG >20X LoD T NG 50.0% (48/96) 66.7% (64/96) 58.3% (112/192) variability as measured with SD and CV is set to 0.
NG | 100% (40/40) 100% (40/40) 100% (40/40) 100% (120/120) CT0Z505X LoD NG | CT | 615% 39/9%) 521% (59/95)° o1.8% (1181191) 1A run s defned as the four samples per panel mermber run by one aperator at o sit on one day.
CT neg; cT | 100% (40/40) 100% (40/40) 97.5% (39/40) 99.2% (119/120) neg NG 100% (96/96) 100% (95/95)° 100% (1917191)
NG 1X LoD
NG | 100% (40/40 97.5% (39/40 100% (40/40 99.2% (119/120 - : 9 D 9
b (4040) b (39440) b (40140) b ) 322233))(("5% cr 100% (96/56) 100% (96/6) 100% (192/192) 1. Schachtes J. 1985, Chlamydiac (Psittacosis-Lympk loma V Trachoma group), p. 856-862. In E. H. Lennette, eral.
CT neg; cT | 100% (40/40) 100% (40/40) 100% (40/40) 100% (120/120) R Lo NG 100% (96/96) 100% (96/96) 100% (192/192) (e}, Manual of Clinical Microbiology, 4th ed. American Socicty for Microbiology, Washington, D.C
NG 2-3X LoD NG | 100% @0/0) 100% (@0/40) 100% (40/40) 100% (120120) CT neg; cT 100% (96/96) 100% (96/96) 100% (192/192) 2. Cates, Jrs W, and J. N. Wasscrheit. 1991, Genital chlamydia infections: cpidemiology and reproductive scquelac, Am. J. Obstet,
NG >20X LoD Gynecol. 164:1771-1781.
CT neg; CT | 100% (40/40) 100% (40/40) 97 5% (39/40) 99.2% (119/120) NG 100% (96/96) 100% (96/96) 100% (192/192) e KK EL H it S 7w i i :
NG ne CT neg: cT 100% (95/95)° 100% (96/96 100% (191/191 3. Holmes, K. K., H. andsficld, S. P. Wang, et. al. 1975. Etiology of nongonococcal urcthritis. NEJM 292:1199-1205.
9 NG | 100% (40/40) 100% (40/40) 100% (40/40) 100% (120/120) NGO 35—0 5% LoD 6 (95/95) b (96/6) o ) . o !
290 NG 58.9% (56/95)° 62.5% (60/96) 60.7% (116/191) 4. Schachter, ]. 1978. Medical progress: chlamydial infections (third of three parts). NEJM 298:540-549.
- 5 5 o ) . T, - )
ARG A SRR B Y AL R G E B E z‘ér:zg cT 100% (96/96) 100% (96/96) 100% (192/192) 5. ?;}3“;;,3::;5]7 E. C. Hill, E. B. King, ¢z. a7, 1975. Chlamydial infeetion in women with cervical dysplasia. Am. J. Obstet. Gynecol.
— s = . 2 s s - oz - Y 9 9 : :
B F BRIEP frr BRRIFOTISE REL R GEE R A22-24 NG | 100% (96/96) 100% (96/96) 100% (192/192)

Table 22. Summary of Reproducibility Data for Swab and Urine Specimens - CT1 Target
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Table 13. LoD of Two CT Serovars in Pooled Vaginal Swab Matrix
Organism LoD
CT ATCC vr885 serovar D (EB/mL) 84
CT ATCC vr879 serovar H (EB/mL) 161
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Table 14. LoD of Two NG Strains in Pooled Vaginal Swab Matrix

Organism LoD
NG ATCC19424 (CFU/mL) 15
NG ATCC49226 (CFU/mL) 16
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20ne sample was indeterminate after initial and retest.
POne sample each of CT >20X LoD;NG neg sample and CT neg; NG 0.25-0.5X LoD resulted in ERROR on initial test and were not retested.

— — Between- o i
Haemophilus influenzae Neisseria polysaccharea Target Conc. Between-Site | Between- Lot | Between-Day Run Within-Run Total ‘One sample mistakenly not tested.
T [ N Agrmt | Mean v cv v v v v . . ’
sn%:;::;bg ?'fﬁ'gé";e‘ﬁiﬁg copies/mL Type | (LoD) | (LoD) | Agree/N | (%) ct sD | (%) | SD | (%) | sD | (%) | sD | %) | sD | (%) | sD | (%) Table 26. Summary of Instrument System Precision Results; Percent Agreement Urine Matrix
iously known as £ Swab | >20X | >20x | 1201120 | 100 | 2067 | 0.21 | 1.0 | 011 | 05 | 011 | 05 | 000 | 00 |02 | 1.4 | 039 | 19
>20X | 1X | 112120 | 933 | 2073 | 029 | 14 | 037 | 1.8 | 000 | 0.0 | 000 | 00 | 159 | 77 | 166 | 80 % Total Agreement by
'T‘is&#h "§ HR >20X | NEG | 1201120 | 100 | 2059 | 0.00 | 00 | 0.21 | 10 | 0.06 | 0.3 | 008 | 04 | 026 | 13 | 035 | 1.7 Sample GeneXpert Dx Infinity-80 Sample
A ESTHAT R AIRE Y 2 Rl o L) 7 SBCT ~ NGl Uk & 2 1X_| >20x | 11320 | s42 | o720 | 010 | 03 | 021 | 06 | 000 | 00 o000 | 00 | 145 | 34 |18 | a2 CT>20XLoD;NG>20X | CT | 100% (96/96) 100% (96/96) 100% (192/192)
/"' BRGSO AT o e fﬁﬂ@mi’# RIS TR 1X | 1X | 106/120 | 88.3 | 37.04 | 0.17 | 05 | 000 | 0.0 | 000 | 0.0 | 012 | 03 | 108 | 28 | 1.10 | 30 LoD NG 100% (96/96) 100% (96/96) 100% (192/192)
B ER T 2/ TN 1rq\“g AFY I IR PP BE/F T H 1X | NEG | 111120 | 925 [ 37.04 [ 0.06 [ 02 | 000 [ 0.0 [ 000 [ 00 [000 | 00 [112] 30 [ 112 30 CT >20X LoD; cT 100% (96/96) 100% (96/96) 100% (192/192)
b= SN 418 ~ ;F;;; i % ,1 g 19 2-3X | NEG | 120/120 | 100 | 3563 | 0.13 | 04 [ 000 | 00 | 015 [ 04 | 040 | 03 [ 077 | 22 | 0.80 | 2.3 NG 0.25-0.5X LoD NG 46.9% (45/96) 49.0% (47/96) 47.9% (92/192)
Table 18. Potentially Interfering Substances in Vaginal/Endocervical Matrix  Table 19, ~Potentially Interfering Substances in Urine Matrix NEG | »20X | 1201120 | 100 | O | NA | NA | NA | WA | A | N/A | N/A | N/A | N/A | N/A | NIA | NIA CT >20X LoD; cT 100% (96/96) 100% (96/96) 100% (192/192)
NEG | 1X | 18120 | 983 | 0 | NA | NA | NIA | NA | NA | NA | NA | NA | NA | NA | NA | NA NG neg e 007 (5555 P o0 (1931153
S S L S NEG | 23X | 1191120 | 992 | 0 | NA | NA | NIA | NIA | NA | NA | VA | NA | NA | NA | NA | NA b ( ) b ( ) o ( )
Blood 0% v Blood 0.3% wiv NEG | NEG | 1201120 | 100 o [ Nna [ na[Na | wa | Na [ na [ Na | va [ Na | na | va | Na CT0.25-0.5X LoD; NG | CT 50.0% (48/96) 52.1% (50/96) 51.0% (98/192)
Woon 08% i Ve 02% v Urine | 20X | 20X | 1201120 | 100 | 2146 | 023 | 10 | 000 | 00 | 0.12 | 05 | 002 | 01 | 031 | 14 | 040 | 10 >20X LoD NG 100% (96/96) 100% (96/96) 100% (192/192)
Seminal Fluid 5.0% VIV Seminal Fluid 5.0% viv >20X | 1X | 115120 | 958 | 21.33 | 013 | 06 [ 005 [ 02 | 013 | 06 | 000 | 0.0 | 043 | 20 | 047 | 22 CT 0.25-0.5X LoD; NG CcT 44.8% (43/96) 39.6% (38/96) 42.2% (81/192)
Hormones 7 mg/mi. Progesterone + 0.07 momL. Hormones T ngiml. Progesterone + 0,07 mg/mL >20X | NEG | 1201120 | 100 | 21.36 | 0.19 | 08 | 0.00 | 0.0 | 012 | 06 | 002 | 01 | 047 | 22 | 052 | 24 0.25-0.5X LoD NG 62.5% (60/96) 55.3% (56/96) 50.4% (116/192)
VI GTED) T EGES) T el 1X | 20X | 111120 | 925 | 37.24 | 0.36 | 1.0 | 000 | 0.0 | 000 | 0.0 | 000 | 00 [ 133 | 36 | 138 | 37 CT02505X LoD NG | oT 46.9% (45/9) 26.9% (45/96) 26.9% (90192)
Vgisi Ant-tch Gream 0 25% wiv Leukooytes 108 celisimL 1X | 1x | e7120 | 808 | 37.15 | 040 | 1.1 | 018 | 05 | 047 | 04 | 000 | 00 [ 102 | 28 | 143 | 30 neg ~ ~ -
Clotrimazole Vaginal Cream 0.25% wiv Norforms Deodorant Suppositories 0.25% wiv 1X | NEG | 113/120 | 942 | 37.39 | 0.10 | 03 | 032 | 0.9 | 0.00 | 00 | 000 | 00 [ 138 | 37 | 142 | 38 NG 100% (96/96) 100% (96/96) 100% (192/192)
Preparation H Hemorroidal Cream | 0.25% wiv BSA 0 mgimi 2ox | NEe | 120120 | 100 | 3526 [02¢ | 07 000 | o0 o030 [ 08 |00 | oo | oso | 25 | oss | 25 CT 2-3X LoD; cT 100% (96/96) 100% (96/96) 100% (192/192)
Miconazole 3 0-25% wiv Glucose 10 mg/mL NEG | >20X | 119120 | 982 | 0 | NA | NA | NIA | NA | NA | NA | NIA | NA | NA | NA | NA | NA NG 2-3X LoD NG 100% (96/96) 100% (96/96) 100% (192/192)
Monistat 1 0.25% wiv Siron 02 mom NEG | 1X | 118120 | 983 | 0 | NA | NIA | NIA | NIA | NA | NAA | A | NA | NIA | NIA | NA | NIA ; 9 9 o
Zovirax Cold Sore Cream 0.25% wiv Aspirin 40 mg/mL - cT neg; cT 100% (96/96) 100% (96/96) 100% (192/1 92)
Vagsi Vorstrizer e Aaitromyan TEmoL NEG | 23X | 120120 | 100 | 0 | NA | NA | NA [ NA [ NA [ NA [ na [ A [ Na | e [ e | e NG >20X LoD NG 100% (96/96) 100% (96/96) 100% (1921192)
Vagi Gard Moisturizing Gel 025% WiV Doxyoycine 36 mgmL NEG | NEG | 1191120 | 992 | 0 | NA | NA [ NA [ NA [ NA [ nA [ na [ A [ Na | e [ na [ e T new. o 00% (95196 100% (95/96 100% (192192
g
KY Jelly Personal Lubricant 0.25% wiv Organisms - UTI Candida albicans/ 2.9x 10* CFU/mML NG 0.25-0.5X LoD
Yeast Gard Douche 0.25% wiv Staphylococeus aureus/Escherichia coli gl g1 , Co C of variation, N/A=Not Applicable for negative samples, SD=standard deviation - 3 NG 36.5% (35/96) 33.3% (32/96) 34.9% (67/192)
Delfen Vaginal Contraceptive Foam | 0.25% wiv Acetaminophen 3:2mg/mL Note: Variability from some factors may be numerically negative, which can occur if the variability due to those factors is very small. When this occurs, the CT neg; CcT 100% (96/96) 100% (96/96) 100% (192/192)
VH Essentials Povidone-lodine 025% v Vagisil Feminine Powder 0.25% wiv variability as measured with SD and CV is set to 0 NG neg
Medicated Douche ‘Adidic Urine pH40 1A run is defined as the four samples per panel member run by one operator at one site on one day. Ne 100% (96/96) 100% (96/96) 100% (192/192)
Leukocytes 10° cells/mL. Alkaline Urine pHO0 N - ¥ .
i e PO r & Gt A BEE - F Bk
Table 23. Summary of Reproducibility Data for Swab and Urine Specimens — NG2 Target ? ],F “'fH% /H a % ;“,; Pt E"'S“‘% “}‘ 4 E Aﬁ % L3 % g i /?‘] ”é A
. o . fr B Jfﬁ/?lf" ml i R R Gl T R £27-29 ¢
FEIEE/S PHN Y A T ROTT AEA A B B B B . ) )
A 3 B4 1% vy Target Conc. site Lot Day Run' Within-Run Total Table 27. Summary of Reproducibility Data for Swab and Urine Specimens - CT1 Target
o AbEv TR A 0.8% wiv T | NG Agrmt | Mean v v v cv cv v P P
- Type | (LoD) | (LoD) | Agree/N | (%) ct SD | (%) | SD | (%) | SD | (%) | SD [ (%) | SD [ (%) | SD | (%) etween- etween-
_/fJ-§+ f}‘ bi3 fﬁiﬁ y» j’é?’ LT A A 4 L 9 Target Conc. Instrument | Between- Day Run' Within-Run Total
B 4 0.3 = >20X | >20X | 1201120 [ 100 [19.65[0.03 | 0.1 [0.09 | 04 [007| 03 002 01 [024] 12 [026] 1.3
k7 E 303 A) vIv Type cr NG Agrmt
C B3 TR 0% whv >20X | 1X | 1121120 | 933 | 3538|022 | 0.6 [0.00 | 0.0 [0.00 [ 0.0 [0.00| 0.0 [1.98] 56 [1.99] 56 (LoD) (LoD) Agree/N | (%) |Meanct| sp |cv(w)| sp |cvi)| sp [cviem| sp |cvie)| sp [cviv)
c ol % 2R 40 2mg/mL (20mg/dL) >20X | NEG [ 120120 [ 100 | o [NA[NA[NA|[NA[NATNATNATNANA | NA | NA T NA >20X >20X | 1917191 | 100 [ 2352 [ 0.05 | 02 [ 002 [ 04 [000 | 00 [025] 1.1 [o026] 1.1
s AR RRAK PR TR A 02%wiv 1X | >20X | 1131120 | 94.2 [19.69 [ 012 | 0.6 [0.00 [ 0.0 [0.19| 1.0 [000| 0.0 [043| 22 [049] 25 >20X | 0.25-0.5X | 1101192 | 57.3 | 2352 [ 0.00 | 0.0 | 0.00 | 0.0 [ 008 | 03 [018 [ 07 [019 | 08
swap| X | 1x | 1061120 | 88.3 [ 3561|000 [ 0.0 [0.53 | 1.5 [000| 00 [o.80| 22 [137] 39 [167] 47 >20X NEG | 191191 | 100 | 2355 [ 003 | 0.1 [ 000 [ 0.0 [ 000 | 0.0 [022 | 09 [022 | 09
1X [NEG [ 111120 [ 925 [ o [NA[NA[NA[NATNATNATNATNATNATNA | NA | NA 0.25:0.5X | >20X | 86/192 | 44.8 | 38.77 [ 0.00 | 0.0 [ 000 | 0.0 [032 | 08 [ 138 36 [ 142 37
4 %E?%(Ca!';)éove;‘( con:;ér}:nftloa Sv}t»?:ld)],)rs EABEEA 2 %ﬁ ? e g A - M % 23X [ NEG [ 120120 [ 100 | 0 [NA[NA[NA|NA|NA|NA|TNA|NA|NA|NA]NA|NA Swab | 0-25-0.5X | 0.25-0.5X | 59/192 | 30.7 | 38.46 | 0.00 | 0.0 [0.30 | 08 | 000 | 0.0 [ 135 | 35 | 139 | 36
7 3 + [F - i#Gene per 4 i = i
. e NEG | >20X | 1201120 | 100 | 19.60 [ 0.10 | 0.5 [0.07 [ 0.4 |[0.00 [ 0.0 [0.07 | 04 [020| 1.0 [025[ 1.3 0.250.5X | NEG | 118/191 | 61.8 | 38.05 [ 008 | 0.2 [ 000 | 0.0 [ 000 | 0.0 | 126 | 33 | 126 | 3.3
o GeneXpert g 1% > ¥ 5@”9\,;“ T o MEA RS S ) L_GeneXpertfs- al E X 8 983 [ 3543 0.39 000 | 00 [004 ] 0 22| 06 [094 ] 26 [1.04] 29
B0 . AR B LR IR AN § CT 1.9x10° EB/mLA NG 5.2x10° CFU/mL) % 4 P NEG | 1 118120 | 98. 43039 1.1 | 0. . .04 | 0.1 |0 6 094 | 26 [1.04] 2. 2-3X 2-3X | 192192 | 100 | 31.49 [ 0.04 | 0.1 [ 0.00 | 0.0 [ 006 | 0.2 [ 024 | 0.8 [0.25 ][ 0.8
PR o RS 5 ta)e rrrnf& FR% KR b) e drenth f ’H‘ 7Y T &fﬁw}jqf NEG | 2-3X | 1191120 | 99.2 [ 33.97 [ 0.00 | 0.0 [0.15[ 04 [0.00[ 0.0 [015] 04 [071[ 21 [074 | 22 NEG >20X | 192192 [ 100 [ o [ NA [ NA [ NA [ NA [ NA[NA | NA | NA T NA ] NA
GeneXperte# Bl (2w BHC 2P £ 2 744 Hipl - 201 5 B0 24 2124 < 40 NEG | NEG [ 1201120 | 100 | 0 [NA[NA[NA[NA[NA[NATNATNATNATNA | NA | NA NEG |[0.25:05X | 116/191 [ 607 [ o [ NA [ NA [ NA [ NA [ NA | NA | NA | NA T NA | NA
B 2 i;u_ ;gq;] 4 TCTH N NGr% 1 5 48 IE rfiyg e 4R o ra‘p 4 >20X | >20X [ 120/120 [ 100 |20.34 [0.06 | 0.3 [0.09 | 04 000 | 00 (007 03 [023| 1.1 (026 1.3 NEG NEG 192/192 | 100 0 N/A | N/A [ N/A | NJA | N/A | N/A | N/A | N/A | N/A | N/A
FCTIE M s NGIEHE | 5 S8BIAME A S0 F#ﬂ "’ TMRSAM 14 ; SAKE | o >20X | 1X | 115/120 | 95.8 [ 35.41 [0.00 | 0.0 [0.00 | 00 {019 | 05 [030| 08 [1.15] 33 [1.20] 3.4 >20X >20X | 1921192 | 100 | 24.35 | 005 | 0.2 | 020 | 0.8 | 010 | 04 | 030 | 12 | 038 | 1.6
>20X [ NEG [ 1201120 [ 100 | 0 [NA[NA[NA[NA|[NA[NA[NANATNANA | NA | NA >20X | 0.25-05X | 92/192 | 47.9 | 2425 | 0.00 | 0.0 | 006 | 0.3 | 0.00 | 00 | 062 | 26 | 062 | 26
. » 1X | >20X | 1117120 | 92.5 [20.40 [ 0.06 | 0.3 [0.07 [ 0.3 [0.00 [ 0.0 [0.00 | 0.0 [0.39| 1.9 [040] 20
’ < 4 B 89 {17 53 CT NG 9 | I;“’Hﬁ'g VR iE:HE n >20X NEG | 192192 | 100 | 24.12 [ 000 | 0.0 [ 045 ] 0.6 [0.49 | 0.8 [034 | 1.4 [041 | 17
%ﬁ *g % A1l = %é % kR .ﬁ”CTft‘NGiE‘ I’E % |23 ,r/} ( i *\fﬁ }, ’E’i‘ B E’—( 1;% ‘fﬁ ‘J fﬁ‘. 1X 1X 97/120 | 80.8 | 3557 (020| 0.6 [0.00| 0.0 [013 | 04 | 010 | 0.3 | 1.28| 36 [ 1.31| 3.7 0.25-0.5X >20X 98/192 | 51.0 | 3833 | 0.12 | 0.3 | 000 | 00 | 084 | 22 [103 | 27 [ 133 | 35
)P~ - 38 e plHR ) fe %’%'V* (>20 BRI AL ¢ F f»: e > d AT Urine | 1X | NEG | 113/120 | 942 | 0 | NA | NA | NA | NJA | N/A | NJA | N/A | N/A | N/A | N/A | N/A | NIA Urine | 0-25:0.5X | 0.25-0.5X | 48/192 | 25.0 [ 38.26 [ 0.00 [ 00 [0.00 | 0.0 [056 | 15 [ 1.05 [ 27 [ 119 ] 31
fl\/,’} fr}é‘ e f& i ,j* B im0 & I]} A 5 "ﬁ 2@k ALR IT\/& ~1LR 4 L‘) » f= BiRsk 2-3X | NEG | 120/120 | 100 0 N/A | N/A | NIA | N/A [ N/A | N/A | N/A | N/A | N/A | N/A | N/A | N/A 0.25-0.5X NEG 90/192 | 46.9 | 38.39 | 0.00 [ 0.0 | 0.00 [ 0.0 | 000 | 0.0 | 1.09 | 2.8 | 1.09 | 2.8
8L G A )b B Bl BRI %{%,P 221k ﬂ\rﬂ«?ﬁﬁ FHI Q2B H A x2B8FE NEG | >20X | 119/120 | 99.2 [ 20.39 [ 0.00 | 0.0 {0.07 [ 0.4 {014 [ 0.7 [0.05[ 03 [0.26 | 1.3 [031 | 15 23X 23X | 192192 | 100 | 31.85 | 000 | 0.0 | 041 | 04 | 018 | 06 | 032 | 1.0 | 039 | 1.2
3 * x5% x;r x lua X = BiiSki Bh) o AFF 7 * = B gL Xpert CT/NG:E#] > T iR A NEG | 1X | 1181120 | 983 |35.35 | 0.00 | 0.0 | 0.11 | 0.3 [0.00| 0.0 [036 | 1.0 [0.92| 26 [0.99 | 28 NEG S20X | 192192 | 100 | 0 | N/A | NA | N/A | NIA | NIA | NIA | NIA | NIA | NIA | NIA
e
rv’f% BLRARRL T o B % B R A20f0 4 21 ° NEG | 23X | 1201120 | 100 | 33.80 | 0.00 | 0.0 [0.18 | 0.5 |0.00 | 0.0 |0.00 [ 0.0 |054 | 1.6 | 057 | 1.7 NEG | 0.2505X | 67/192 | 349 | 0 | NA | NA | NA | N/A | NA | NIA | N/A | N/A | NIA | N/A
NEG | NEG | 119/120 | 99.2 0 N/A | N/A | NJA [ N/A | N/A | NJA | N/A | NA | N/A | N/A | N/A | N/A NEG NEG 192/192 | 100 0 N/A | N/A | NJA | N/A | N/A | N/A | N/A | NJA | NIA | N/A
g c c of variation, N/A=Not Applicable for negative samples, SD=standard deviation
g c c of variation, N/A=Not Applicable for negative samples, SD=standard deviation

Note: Variability from some factors may be numerically 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.

1A run is defined as the four samples per panel member run by one operator at one site on one day.

Note: Variability from some factors may be numerically 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 four samples per panel member run by one operator at one site on one day.

6. Centers for Discasc Control and Prevention. 2006. Sexually transmitted discases treatment guidclines 2006. Atlanta, GA: US.
Department of Health and Human Services.

7. Centers for Discasc Control and Prevention. Biosafety in biol d and bi ical lab (refer to latest cdition).

8. CLSI Publication M29. Protection of laboratory workers from occupationally acquired infections; Approved Guidcline. (refer to

Tatest edition).
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