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Table 2: Overall sensitivity and specificity of Xpert assay using 1, 2, or 3 Xpert results per patient (compared to 3 smears

and 4 cultures).

Sensitivity All C+ Sensitivity S+C+ Sensitivity S-C+ Specificity Non-TB
UPCH, Peru%(Correct / | 99.1 (209/211) 100.0 (199/199) 83.3 (10/12) 100.0 (102/102)
total) [95Cl] [96.6 -99.7] [98.1-100.0] [55.2-95.3] [96.4-100.0]
Borstel & ST , || 96.6(144/149) 100.0(80/80) 92.8 (64/69) 97.1 (68/70)
Azerbaijan%(Correct [92.4-98.6] [95.4-100.0] [84.1-96.9] [90.2-99.2]
/total) [CI]
UCT, South Africa % | 95.9 (142/148) 99.0 (95/96) 90.4 (47/52) 98.4(186/189)
(Correct / total) [CI] [91.4-98.1] [94.3-99.8] [79.4-95.8] [95.4-99.5]
SAMRC, South Africa | 95.6 (43/45) 100.0(30/30) 86.7 (13/15) 97.3 (213/219)
% (Correct /total) [CI] [85.2-98.8] [88.6 -100.0] [62.1-96.3] [94.2-98.7]
Hinduja ,  India% | 98.4(185/188) 100.0 (162/162) 88.5 (23/26) 97.2 (35/36)
(Correct / total) [CI] [95.4 -99.5] [99.7 -100.0] [71.0-96.0] [85.8-99.5]
Total (Three Xpert | 97.6 99.8 90.2 98.1
tests)%
(Correct / total) (723/741) (566/567) (157/174) (604/616 )
[C]] 96.2-98.5 99.0-100.0 84.9-93.8 96.6 - 98.9
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Table 3: Xpert sensitivity and specificity for detection of RMP resistance compared to phenotypic drug susceptibility|
testing (DST) alone and in combination with sequencing of discrepant cases. The bottom row shows Xpert sensitivity for|
detection of MDR, which was defined as resistance to RMP and INH.
Comparator: Phenotypic DST Phenotypic DST and discrepant resolution by
sequencing

Sensitivity  in RMPiSpecificity in  RMPSensitivity in RMP|Specificity in RMP|

resistant cases, % sensitive cases, % [resistant cases, % sensitive cases, %
UPCH. Peru 100.0 (16/16) 98.4(190/193) 100.0 (19/19) 100.0 (190/190)
Borstel & ST, | 95.9 (47/49) 95.7 (90/94) 98.1 (51/52) 100.0 (90/90)
IAzerbaijan
UCT, South Africa [93.8 (15/16) 100.0 (126/126) 100.0 (15/15) 100.0 (126/1265)
SAMRC, South 100.0 (3/3) 100.0 (38/38) 100.0 (3/3) 100.0 (38/38)
|Africa
Hinduja, India 98.3 (119/121) 95.3 (61/64) 99.2 (121/122) 100.0 (62/62)
Total RMP% 97.6 98.1 99.0 100.0
(Correct/total) (200/205) (505/515) (209/211) (506/506)
[Cl] [94.4 - 98.9] [96.5 - 98.9] [96.6 - 99.7] [99.2 - 100.0]
Total MDR%|97.5 99.0
(Correct/total) (195/200) (197/199)
[CI] [94.3 - 98.9] [96.4 - 99.7]

3 AET g A 7 0 Pl g Xpert MTB/RIFAT R 1425 97.6% > # £ 125 98.1% (fli5-T 4

7 rpoert Dx MTB/RIF &~ 7 i@ s et ¥ 75 e BB AP 277 - B Y &

B R A U iR s Ok o B e fo % w%n%ﬁu5/§xf<‘+im&& (il ~ 9k~ of
o mie ) £0.2% (i ik ) it 7 Xpert MTB/RIF L #ip) -

WP ORLERT| i E P LT R b (E o

A5 AR

RIS T RRIERT (LoD) 195% 1% #F % [ (95%CI) » & (7 1 H @ T 3 o 1 R1E IR T
23 %THFEOT BEEESY > FEFR TN GRSk DRFTFEE (CFU) - A7
ORI UL E R e~ LIRS 7 R IE R R L ,;qn’vzo@l TR LY T
Blo ARG ERT 0 %K KRR %ﬁm % 131CFU/ml » 95% 1 #f % & 5 106.2-176.4CFU/ml -
it BB i kT 2 kR PRI T (& Bk DRIER (L) & (7logistic® §F kFE o

% #f % @ (confidence intervals)id ﬁfﬁLoglstlc%*’“ (logistic model) * i #* sk *x &> L4353
?L%“f—i?}ﬁitﬁvm Vo et krEE

10



AT R AR(R )

181 2 17 A 8 s £ 4o NTMZES P12 44 (R MOTT 2R 4 4 248 )ik 7 7 Xpert
MTB/RIFi#I# = % i A 4L E PR ePS B 2 5 g Wb T BRI R ? > &10°CFU/E 2 kR T
BATHRIP] o

4. R PR RIOEE A LR

NTM Strains Tested (10¢ cfu/mL)

1 M. avium, SmT Mc2, 2500 10 M. genevenses, #51233

2 M. avium, SmD Mcz, 2501 1 M. xenopi, #2278

3 M. intracellular, #35790 12 M. szulgai, Cap Eg-1997

4 M. intracellular, #35776 iH M. celatum, #gn31

5 M. kansasii, #35776 14 M. marinum, Cap Eo

6 M. scrofulaceum, Cap Es-1085 | 15 M. simie, #25275

7 M. malmoense, #2q571 16 M. asiaticum, E1-1985

8 M. fortuitum, #35754 17 M. thermoresistable, e22-1985
0 M. chelonae, #35749 18 M. flavescens, PoH 1930
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i FIRH3TRVIR & feir s > R B kA& 510 cfu/mL NTM{-200 cfu/mL H37Rv -

2 5 NTMEJHR ™ 0 $7% 5 10 1 ) B B ehipl 8

Strains Tested
M. avium, SmT Mcz, 2500
M. avium, SmD Mcz, 2501
M. intracellular, #35790
M. intracellular, #35776
M. kansasii, #35776
M. malmoense, #29571

2 kY T EREF200 cfu/mLik & chiPra b Fertkpliz d B s e H b

]
6 5
H37Rv4p I¢ - % = #8-M. malmoense - £10 cfu/mLpF & 4 i35 g 58 > 210 cfu/mLe k& {

5
MPERIE R o Flt > Wi § 10 cfu/mLik & ONTM > .8 £ <45 Fetgpliz 5 #2588

P Epp R (n=61) &7 ki ? & o ovpd A 30a s R s - s R ik
A R R 100 Wik B R T HRR] o 973 4 4 a3 B Xpert MTB/RIF & 47 > 1
FEF FER S MTBIS . o B foi it Bs 7]~ o575 ¢ o #4344 51009 -
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Acinetobacter baumanii

Haemophilus parahemolyticus

Shigella boydii

Acinetobacter calcoaceticus

Haemophilus parainfiluenzae

Shigella flexneri

Actinomyces meyeri

Klebsiella pneumoniae

Staphylococcus aureus

Bacillus cereus

Legionella pneumophila

Staphylococcus capitis

Bacillus subtilis

Leuconostoc mesenteroides

Staphylococcus epidermidis

Bordetella parapertussis

Listeria grayi

Staphylococcus haemolyticus

Campylobacter jejuni

Moraxella catarrhalis

Staphylococcus hominis

Candida albicans

Morganella morganii

Stenotrophomonas maltophilia

Citrobacter freundii

Mycoplasma pneumoniae

Streptococcus equi

Corynebacterium pseudodiptheriticum

Neisseria gonorrhoeae

Streptococcus pyogenes

Corynebacterium xerosis

Neisseria lactamica

Streptococcus agalactiae

Cryptococcus neoformans

Neisseria meningitidis

Streptococcus constellatus

Enterobacter aerogenes

Neisseriag mucosa

Streptococcus mitis

Enterobacter cloacae

Peptostreptococcus anaerobius

Streptococcus mutans

Enterococcus avium

Porphyromonas gingivalis

Streptococcus pneumoniae

Enterococcus faecalis

Prevotella melaninogenica

Streptococcus uberis

Enterococcus faecium

Propionibacterium acnes

Veillonella parvula

Escherichia coli (Strain type 2)

Proteus mirabilis

Escherichia coli O157Hy (Strain type 1)

Pseudomonas aeruginosa

Fusobacterium nucleatum

Salmonella typhi

Haemophilus influenzae

Serratia marcescens

A F 1

#* i 37 eXpert MTB/RIF#DNAR i = 5 - <79 MTBF 1k ¥ 5 B-DNAfR » & {7 f ip] » it
F s > fePCRz% ik & 22 ,@—ﬁﬁ&%iﬁ]ﬁ’!‘% %#E o 7044 J}%“]‘fii A WHO/ TDRYz & > 9f& % p A7
FOFEF RIS BL FRA A AS1BR RS RFR ¢ F 0 37 JlAsT SR E L B
Ftk > d 133 H - FrpoByis FEF R Pl o gt e “TDR”?#JE:‘ # Mend - B H - crpoBR
E SR AN S el

B A100ULF iR & 47 ¢ & 4 S tRer00 B A TR -

dert T 4e 5  Xpert MTB/RIF & 723 i8] 51973 MTB itk fr i mr st w1145 T Fos 14 Ftk o

GeneXpert Result
MTB Positive
RIF RIF not MTB Negative
detected  detected

RIF Resistance LY/ 0 0
MTB +

Reference RIF Sensitive 0 42 0

MTB - 0 0 52

R R 3 L S
R e 'rfﬁéiiéiz AUMEHEREC DT RERPRAR A S KL READ
BoeEdh st A o TR RN S H 0 BB A =201 £ 1540 4

st Bk
& o 3B R RS

?Wﬁwkﬁﬁﬁﬁﬁﬁﬁ&’ﬂ%’%wﬁ%°$%&£ﬁﬂﬁﬁﬁm4#m4w“’%ﬂ@m
A 1% 7 E’]/r’ e %7 5% Ai"]'g’:'i(log)
A BT LPEER PR LR S AR SRR R EN S R R ERE D P
£ AP .
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