Table S1. CTQ Assay Performance Compared to PIS by Study Site
	Sensitivity
	Specificity

	Study
Site [clinic type]

(prevalence)
	Endocervical swabs
	Vaginal swabs
	Female urine neat
	Female urine UPT
	Male urethral swabs
	Male urine neat
	Male urine UPT
	Endocervical swabs
	Vaginal swabs
	Female urine neat
	Female urine UPT
	Male urethral swabs
	Male urine neat
	Male urine UPT

	1 [STD]

(Females: 18.1%) (Males: 23.8%)


	89.5% (17/19)  (66.9, 98.7)
	94.7% (18/19)  (74.0, 99.9)
	100.0% (19/19)  (82.4, 100.0)
	100.0% (19/19)  (82.4, 100.0)
	95.8% (23/24)  (78.9, 99.9)
	95.8% (23/24)  (78.9, 99.9)
	95.8% (23/24)  (78.9, 99.9)
	100.0% (86/86)  (95.8, 100.0)
	100.0% (86/86)  (95.8, 100.0)
	97.6% (83/85)  (91.8, 99.7)
	100.0% (85/85)  (95.8, 100.0)
	100.0% (77/77)  (95.3, 100.0)
	98.7% (76/77)  (93.0, 100.0)
	98.7% (76/77)  (93.0, 100.0)

	2 [STD, FP]

(Females: 10.0%) (Males: 0.0%)
	85.7% (6/7)  (42.1, 99.6)
	100.0% (7/7)  (59.0, 100.0)
	100.0% (7/7)  (59.0, 100.0)
	85.7% (6/7)  (42.1, 99.6)
	NA
	NA
	NA
	98.4% (62/63)  (91.5, 100.0)
	98.4% (62/63)  (91.5, 100.0)
	100.0% (63/63)  (94.3, 100.0)
	98.4% (62/63)  (91.5, 100.0)
	100.0% (21/21)  (83.9, 100.0)
	100.0% (21/21)  (83.9, 100.0)
	100.0% (21/21)  (83.9, 100.0)

	3* [STD]

(Females: 16.1%) (Males: 24.1%)
	96.0% (24/25)  (79.6, 99.9)
	100.0% (25/25)  (86.3, 100.0)
	92.0% (23/25)  (74.0, 99.0)
	96.0% (24/25)  (79.6, 99.9)
	87.8% (43/49)  (75.2, 95.4)
	98.0% (48/49)  (89.1, 99.9)
	98.0% (48/49)  (89.1, 99.9)
	96.2% (125/130)  (91.3, 98.7)
	97.7% (127/130)  (93.4, 99.5)
	97.7% (127/130)  (93.4, 99.5)
	97.7% (127/130)  (93.4, 99.5)
	98.1% (151/154)  (94.4, 99.6)
	99.4% (153/154)  (96.4, 100.0)
	98.1% (151/154)  (94.4, 99.6)

	4** [FP]

(Females: 8.5%)
	90.3% (28/31)  (74.2, 98.0)
	96.8% (30/31)  (83.3, 99.9)
	93.5% (29/31)  (78.6, 99.2)
	93.5% (29/31)  (78.6, 99.2)
	NA
	NA
	NA
	98.5% (329/334)  (96.5, 99.5)
	100.0% (334/334)  (98.9, 100.0)
	100.0% (335/335)  (98.9, 100.0)
	99.4% (333/335)  (97.9, 99.9)
	NA
	NA
	NA

	5*[STD]

(Females: 11.0%) (Males: 22.4%)
	88.2% (15/17)  (63.6, 98.5)
	100.0% (17/17)  (80.5, 100.0)
	82.4% (14/17)  (56.6, 96.2)
	82.4% (14/17)  (56.6, 96.2)
	100.0% (17/17)  (80.5, 100.0)
	100.0% (17/17)  (80.5, 100.0)
	100.0% (17/17)  (80.5, 100.0)
	98.6% (136/138)  (94.9, 99.8)
	99.3% (137/138)  (96.0, 100.0)
	100.0% (138/138)  (97.4, 100.0)
	99.3% (137/138)  (96.0, 100.0)
	98.3% (58/59)  (90.9, 100.0)
	100.0% (59/59)  (93.9, 100.0)
	96.6% (57/59)  (88.3, 99.6)

	6** [STD]

(Females: 10.0%) (Males: 15.5%)
	100.0% (7/7)  (59.0, 100.0)
	100.0% (7/7)  (59.0, 100.0)
	100.0% (7/7)  (59.0, 100.0)
	100.0% (7/7)  (59.0, 100.0)
	90.9% (10/11)  (58.7, 99.8)
	100.0% (11/11)  (71.5, 100.0)
	100.0% (11/11)  (71.5, 100.0)
	96.8% (61/63)  (89.0, 99.6)
	96.8% (61/63)  (89.0, 99.6)
	100.0% (63/63)  (94.3, 100.0)
	100.0% (63/63)  (94.3, 100.0)
	96.7% (58/60)  (88.5, 99.6)
	98.3% (59/60)  (91.1, 100.0)
	98.3% (59/60)  (91.1, 100.0)

	7 [OB/GYN, FP]

(Females: 12.3%)
	88.9% (8/9)  (51.8, 99.7)
	77.8% (7/9)  (40.0, 97.2)
	88.9% (8/9)  (51.8, 99.7)
	88.9% (8/9)  (51.8, 99.7)
	NA
	NA
	NA
	100.0% (64/64)  (94.4, 100.0)
	100.0% (64/64)  (94.4, 100.0)
	100.0% (64/64)  (94.4, 100.0)
	100.0% (64/64)  (94.4, 100.0)
	NA
	NA
	NA

	* Testing sites

** Collection sites only
An additional site performed Viper testing but did not enroll subjects


Table S2. Female Results for All Assays

	
	NAAT 1
	NAAT 2
	Viper
	

	Category
	PT Endocervical
	PT Urine
	AC2 Endocervical
	AC2 UTT
	CTQ Endocervical
	CTQ  Vaginal
	CTQ Neat
	CTQ UPT
	Symptomatic Status

	
	
	
	
	
	
	
	
	
	N
	Y
	Total

	Positive by FDA required PIS
	-
	+
	-
	+
	-
	-
	+
	+
	0
	2
	2*

	
	-
	+
	-
	+
	-
	+
	-
	-
	1
	0
	1*

	
	-
	+
	-
	+
	-
	+
	+
	+
	2
	4
	6*

	
	-
	+
	-
	+
	+
	-
	+
	+
	1
	0
	1

	
	-
	+
	+
	+
	-
	+
	+
	+
	1
	0
	1

	
	-
	+
	+
	+
	+
	+
	+
	+
	1
	3
	4

	
	+
	NA
	+
	+
	+
	+
	+
	+
	0
	1
	1

	
	+
	-
	+
	-
	+
	+
	-
	-
	1
	2
	3

	
	+
	-
	+
	+
	+
	-
	-
	-
	0
	1
	1

	
	+
	-
	+
	+
	+
	+
	-
	-
	0
	1
	1

	
	+
	-
	+
	+
	+
	+
	-
	+
	1
	0
	1

	
	+
	-
	+
	+
	+
	+
	+
	-
	1
	0
	1

	
	+
	-
	+
	+
	+
	+
	+
	+
	0
	2
	2

	
	+
	+
	-
	+
	+
	+
	+
	+
	1
	0
	1

	
	+
	+
	+
	+
	+
	+
	-
	+
	1
	0
	1

	
	+
	+
	+
	+
	+
	+
	+
	-
	0
	1
	1

	
	+
	+
	+
	+
	+
	+
	+
	+
	46
	41
	87

	TOTAL Infected
	115

	FDA PIS negative (with at least two positive  results with at least one by reference assay)

	+
	+
	-
	-
	+
	+
	+
	+
	0
	1
	1

	
	-
	-
	+
	+
	+
	+
	+
	+
	0
	1
	1

	
	-
	-
	+
	+
	+
	+
	-
	+
	0
	1
	1

	
	-
	-
	+
	+
	-
	-
	+
	-
	0
	1
	1

	
	-
	-
	+
	-
	+
	+
	-
	-
	1
	0
	1

	
	-
	-
	+
	-
	-
	+
	-
	+
	1
	0
	1

	
	-
	-
	-
	+
	+
	+
	-
	-
	0
	1
	1

	
	-
	-
	+
	-
	+
	-
	-
	-
	1
	1
	2

	FDA PIS negative TOTAL (Open to interpretation) 
	9**

	FDA PIS negative (1 or less positive result)
	NA
	-
	-
	+
	-
	-
	-
	-
	1
	0
	1

	
	-
	-
	-
	-
	-
	-
	-
	+
	1
	2
	3

	
	-
	-
	-
	-
	-
	-
	+
	-
	0
	2
	2

	
	-
	-
	-
	-
	-
	+
	-
	-
	0
	1
	1

	
	-
	-
	-
	-
	+
	-
	-
	-
	6
	2
	8

	
	-
	-
	-
	+
	-
	-
	-
	-
	0
	4
	4

	
	-
	-
	+
	-
	-
	-
	-
	-
	1
	3
	4

	
	-
	+
	-
	-
	-
	-
	-
	-
	0
	1
	1

	
	+
	-
	-
	-
	-
	-
	-
	-
	0
	2
	2

	
	NA
	-
	-
	-
	-
	-
	-
	-
	11
	2
	13

	
	-
	NA
	-
	-
	-
	-
	NA
	NA
	0
	1
	1

	
	-
	NA
	-
	-
	-
	-
	-
	-
	1
	0
	1

	
	-
	I
	-
	-
	-
	-
	-
	-
	5
	1
	6

	
	-
	-
	NA
	-
	-
	-
	-
	-
	1
	2
	3

	
	-
	-
	-
	-
	LE
	-
	-
	-
	0
	1
	1

	
	-
	-
	-
	-
	-
	NA
	-
	-
	1
	0
	1

	
	-
	-
	-
	-
	-
	-
	-
	-
	362
	456
	818

	Total FDA PIS Negative 
	
	
	879

	*: infections in the urethra only: PT, AC2 and CTQ endocervical swabs are negative 

**: analysis was done with and without these nine infections since these were open to interpretation 
	
	
	


Table S3. Male Results for All Assays
	
	NAAT 1
	NAAT 2
	Viper
	
	
	

	PIS CT

 
	PT Urethral
	PT Urine
	AC2 Urethral
	AC2 UTT
	CTQ Urethral
	CTQ Neat
	CTQ UPT
	Symptomatic Status

	
	
	
	
	
	
	
	
	N
	Y
	Total

	Positive by FDA required PIS
	NA
	+
	+
	+
	+
	+
	+
	0
	6
	6

	
	-
	+
	-
	+
	-
	+
	+
	3
	2
	5

	
	-
	+
	+
	-
	-
	-
	-
	0
	1
	1

	
	-
	+
	+
	+
	+
	+
	+
	1
	4
	5

	
	+
	-
	+
	+
	-
	+
	+
	0
	1
	1

	
	+
	-
	+
	+
	+
	-
	-
	0
	1
	1

	
	+
	+
	NA
	+
	+
	+
	+
	2
	5
	7

	
	+
	+
	-
	+
	+
	+
	+
	0
	1
	1

	
	+
	+
	+
	-
	+
	+
	+
	0
	1
	1

	
	+
	+
	+
	+
	-
	+
	+
	1
	0
	1

	
	+
	+
	+
	+
	+
	+
	+
	28
	44
	72

	Total Infected
	35
	66
	101

	FDA PIS negative (at least two positive  results with at least one by reference assay)

	+
	+
	NA
	-
	+
	+
	+
	1
	0
	1

	
	-
	-
	+
	+
	-
	+
	+
	0
	1
	1

	
	-
	-
	+
	-
	+
	-
	-
	0
	1
	1

	
	-
	-
	+
	-
	+
	+
	+
	1
	0
	1

	FDA PIS negative TOTAL (Open to interpretation)
	2
	2
	4

	FDA PIS negative (1 or less positive result)
	NA
	-
	-
	-
	-
	-
	+
	0
	1
	1

	
	-
	-
	-
	-
	-
	-
	+
	0
	2
	2

	
	-
	-
	-
	-
	+
	-
	-
	0
	2
	2

	
	-
	-
	-
	-
	+
	-
	+
	0
	1
	1

	
	-
	-
	-
	+
	-
	-
	-
	0
	3
	3

	
	-
	-
	+
	-
	-
	-
	-
	1
	1
	2

	
	+
	-
	-
	-
	-
	-
	-
	1
	0
	1

	
	NA
	-
	-
	-
	-
	-
	-
	4
	12
	16

	
	-
	I
	NA
	-
	-
	-
	-
	1
	0
	1

	
	-
	I
	-
	-
	-
	-
	-
	4
	1
	5

	
	-
	-
	NA
	-
	-
	-
	-
	10
	20
	30

	
	-
	-
	-
	-
	-
	-
	-
	157
	146
	303

	 Total FDA PIS Negative  
	180
	191 
	371


Table S4.  CTQ Assay Performance by Urine Volume

	Specimen Type
	Urine Volume
	N
	Sensitivity
	Specificity

	Neat Urine
	20 mL - 30.49 mL
	489
	96.6% (56/58)
	(88.1% - 99.6%)
	99.1% (427/431)
	(97.6% - 99.7%)

	
	30.5 mL - 50.49 mL
	879
	94.3% (133/141)
	(89.1% - 97.5%)
	99.6% (735/738)
	(98.8% - 99.9%)

	
	more than 50.5 mL
	97
	100.0% (17/17)
	(80.5% - 100.0%)
	98.8% (79/80)
	(93.2% - 100.0%)

	UPT Urine
	20 mL - 30.49 mL
	489
	94.8% (55/58)
	(85.6% - 98.9%)
	98.4% (424/431)
	(96.7% - 99.3%)

	
	30.5 mL - 50.49 mL
	879
	95.0% (134/141)
	(90.0% - 98.0%)
	99.3% (733/738)
	(98.4% - 99.8%)

	
	more than 50.5 mL
	97
	100.0% (17/17)
	(80.5% - 100.0%)
	97.5% (78/80)
	(91.3% - 99.7%)


