Appendix 1. Reference Methods Summary

Bacterial VVaginosis

Reference Method Final BV RM Result
Nugent score Amsel’s criteria
7-10 (+) N/Ap +
+ +

4-6 (intermediate)

0-3 N/Ap -

Candida spp.

Reference Method Final Candida RM Result

Bi-directional sequencing

Candida albicans, C. tropicalis, C. parapsilosis, Cgroup +

or C. dubliniensis

Candida glabrata C. glabrata +
Candida krusei C. krusei +
any other species Cgroup, C. glabrata, and C. krusei -

Trichomonas vaginalis

Reference Method Final TV RM result
Wet mount Culture
+ + +
+ - +
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Appendix 2. Evaluable specimens into study. Top left shows eligible participants, bottom
left shows evaluable specimens for bacterial vaginosis, top right shows evaluable specimens
for Candida species, and bottom right shows evaluable specimens for Trichomonas
vaginalis. RM, reference method; INV, investigational.

]

Candida species ‘

Potentially eligible participants
n=1,763 RM results not compliant to
— protocol
Excluded participants n=84
n=23
-Invalid Informed Consent (n=7) Evaluable for Prevalence Calculation
-Asymptomatic Patient (n= n=1,656
ymptomatic Patient (n=2) ,
-Second visit (n=1)
-Patient withdrawn (n=13) INV Test Not Evaluable INV Test Not Evaluable
Clinician-Collected Swab Self-Collected Swab
n=38 n=28
Eligible participants -INV Test not compliant to - INV Test not compliant to
n=1,740 protocol (n=5) protocol (n=3)
- INV Test Compliant Not - INV Test Compliant Not
Reported (n=33) Reported (n=25)
A v
Evaluable for Performance Evaluable for Performance
n=1,618 n=1,628
Bacterial vaginosis I Trich vaginalis
RM results not compliant to RM results not compliant to
> protocol —= protocol
n=130 n=102
Evaluable for Prevalence Calculation Evaluable for Prevalence Calculation
n=1,610 n=1,638
INV Test Not Evaluable INV Test Not Evaluable INV Test Not Evaluable INV Test Not Evaluable
Clinician-Collected Swab Self-Collected Swab Clinician-Collected Swab Self-Collected Swab
n=51 n=28 n=38 n=28
-INV Test not compliant to - INV Test not compliant to - INV Test not compliant to - INV Test not compliant to
protocol (n=5) protocol (n=3) protocol (n=6) protocol (n=4)
- INV Test Compliant Not - INV Test Compliant Not - INV Test Compliant Not - INV Test Compliant Not
Reported (n=46) Reported (n=25) Reported (n=32) Reported (n=24)
A v A v
Evaluable for Performance Evaluable for Performance Evaluable for Performance Evaluable for Performance
n=1,559 n=1,582 n=1,600 n=1,610

Gaydos CA, Beqaj S, Schwebke JR, Lebed J, Smith B, Davis TE, et al. Clinical validation of a test for the diagnosis of vaginitis.
Obstet Gynecol 2017;130.

The authors provided this information as a supplement to their article.

©2017 American College of Obstetricians and Gynecologists.

Page 3 of 3



