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Accurate and Reliable STI Detection through
External Controls

The detection of Chlamydia trachomatis (CT) and
Neisseria gonorrhoeae (NG) is vital for the effective
treatment and control of sexually transmitted
infections (STls). With nucleic acid amplification tests
(NAATs) now the gold standard for STI diagnostics,
maintaining quality assurance through robust quality
control (QC) protocols is critical. Molecular assays, Figure 4. Distribution of the Ct values for the Chlamydia trachomatis analyte. The expected Ct range is 25-35.
while highly sensitive and specific, are vulnerable to
errors stemming from reagent issues, contamination,
or procedural variability. External in vitro diagnostic
(IVD) control materials, such as those from
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Control Panel on the Roche Cobas® 4800 PCR
system using the Cobas® CT/NG assay.

Figure 5. Distribution of the Ct values for the Neisseria gonorrhoeae analyte. The expected Ct range is 25-35. CON C LU SION

Detection of all analytes with the
external control, within the expected Ct
range of 25-35, demonstrates its use as
an appropriate external control material.
This study shows that the use of external
METHODS VD controls, such as the Microbiologics
controls, helps ensure reliable test
results, minimize false positives and

negatives, and ultimately improve patient
outcomes.

The Microbiologics Chlamydia trachomatis/Neisseria
gonorrhoeae (CT/NG) Control Panel (Inactivated
Swab) was sent to Boca Biolistics (Pampano Beach,
FL) to be run on the Roche Cobas® 4800 system’s
cobas® CT/NG assay. Thirty-two individual swabs
containing inactivated cells of both the Chlamydia
trachomatis (CT) and Neisseria gonorrhoeae (NG)
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were obtained for comparison and statistical analysis.
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Figure 5. This figure presents the Ct values obtained for the Chlamydia Figure 6. This figure presents the Ct values obtained for the Neisseria gonorrhoeae (NG)
trachomatis (CT) analyte. All samples tested positive, with Ct values ran(%n% from analyte. All samples tested positive, with Ct values ranging from 35 to 36.7. The average Ct value
. . . . : . 32.4 to 34.2. The average Ct value was 33.4, with a standard deviation (SD) of was 35.9, with a standard deviation (SD) of 0.42 and a coefficient of variation (CV) of 1.16%,
Flgure 1. Roche cobas® 4800 Flgure 2. MICFObIOlOgICS Helix 0.39 and a coefficient of variation (CV) of 1.17%, indicating high consistency indicating high consistency across replicates. Lower Ct values correspond to higher bacterial

system Elite™ inactivated swabs across replicates. Lower Ct values correspond to higher bacterial loads. loads.
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