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TITLE: Xpert® CT/NG

Principle:

The Xpert® CT/NG test, performed on the GeneXpert® Instrument Systems, is a qualitative in vitro real-time PCR test for the
automated detection and differentiation of genomic DNA from Chlamydia trachomatis (CT) and/or Neisseria gonorrhoeae (NG)
to aid in the diagnosis of chlamydial and gonorrheal disease in the urogenital tract and extra genital sites (pharynx and rectum). 
The assay may be used to test the following specimens from asymptomatic and symptomatic individuals: female and male urine,
patient-collected vaginal swabs (collected in a clinical setting), clinician-collected endocervical swabs, and female and male
pharyngeal and rectal swabs.

Chlamydia trachomatis (CT) are Gram-negative, non-motile, bacteria that exist as obligate intracellular parasites of eukaryotic
cells due to their inability to synthesize ATP. The CT species is comprised of at least fifteen serovars that can cause disease in
humans; serovars D through K are the major cause of genital chlamydial infections in men and women1. Left untreated, CT can
[bookmark: _GoBack]cause non-gonococcal urethritis, epididymitis, proctitis, cervicitis, and acute salpingitis. In women, untreated CT can lead to pelvic inflammatory disease (PID) in more than 40% of the infected population and render up to 20% infertile. PID can manifest as endometritis, salpingitis, pelvic peritonitis, and tubo-ovarian abscesses.2,3,4,5

Neisseria gonorrhoeae (NG) are non-motile, Gram-negative diplococci, and the causative agent of gonorrheal disease. Gonorrhea
is the second most commonly reported bacterial sexually transmitted disease (STD). The majority of urethral infections caused by
NG among men produce symptoms that cause them to seek curative treatment, but among women, infections often do not produce recognizable symptoms until complications (e.g., PID) have occurred.6

NG and CT infections are not limited to the genital tract but include extragenital sites, such as the pharynx and rectum.7 This is
particularly true for men who have sex with men, where disease may be limited to the pharynx or rectum and may go undetected if only genital sites are tested.8 However, extragenital disease has also been reported in women.9 Improved detection of extragenital NG is critical for identifying patients who require treatment and may prevent development of drug resistance due to inadequate treatment regimens that do not cover extragenital sites.10

The Xpert CT/NG test is an automated in vitro diagnostic test for qualitative detection and differentiation of DNA from CT and
NG. The test is performed on the Cepheid GeneXpert Instrument Systems.

The GeneXpert Instrument Systems automate and integrate sample purification, nucleic acid amplification, and detection of the
target sequences in simple or complex samples using real-time PCR and RT-PCR assays. The systems consist of an instrument,
personal computer, and preloaded software for running tests on collected samples and viewing the results. The systems require the use of single-use disposable cartridges that hold the PCR reagents and host the PCR process. Because the cartridges are selfcontained, cross-contamination between cartridges during the testing process is minimized. For a full description of the systems, refer to the appropriate GeneXpert Instrument System Operator Manual.

The Xpert CT/NG test includes reagents for the 5’ exonuclease real-time PCR detection of CT and NG. Reagents for the detection of a Sample Processing Control (SPC), a Sample Adequacy Control (SAC), and a Probe Check Control (PCC) are also included in the cartridge. The SPC is present to control for adequate processing of the target bacteria and to monitor the presence of inhibitors in the PCR reaction. The SAC reagents detect the presence of a single copy human gene and monitor whether the sample contains human DNA. The PCC verifies reagent rehydration, PCR tube filling in the cartridge, probe integrity, and dye stability. The primers and probes in the Xpert CT/NG test detect chromosomal sequences in the bacteria. One target is detected for CT (CT1) and two different targets are detected for NG (NG2 and NG4). Both NG targets need to be positive for the Xpert CT/NG test to return a positive NG result.

The Xpert CT/NG test is designed for use with the following specimens collected from symptomatic and asymptomatic
individuals: female and male urine, patient-collected vaginal swabs (collected in a clinical setting), clinician-collected
endocervical swabs, and female and male pharyngeal and rectal swabs. The urine and swab transport reagents are designed to
preserve patient specimens to allow transport to the laboratory prior to analysis with the Xpert CT/NG test and are included in the
following specimen collection kits: Xpert CT/NG Urine Specimen Collection Kit, the Xpert Urine Specimen Collection Kit, the
Xpert CT/NG Vaginal/Endocervical Specimen Collection Kit, the Xpert Vaginal/Endocervical Specimen Collection Kit, and the
Xpert Swab Specimen Collection Kit.




The specimen is briefly mixed by inverting the collection tube several times and/or aspirating with a transfer pipette. Using the
supplied transfer pipette, the sample is pipetted above the fill mark on the transfer pipette and transferred to the sample chamber of the Xpert CT/NG cartridge. The GeneXpert cartridge is loaded onto the GeneXpert Instrument System platform, which performs hands-off, automated sample processing, and real-time PCR for detection of DNA. Summary and detailed test results are obtained in approximately 90 minutes and are displayed in tabular and graphic formats.

Reagents and Instruments

6.1 Material Provided
The Xpert CT/NG kit (GXCT/NG-10) contains sufficient reagents to process 10 specimens or quality control samples, and the
Xpert CT/NG kit (GXCT/NG-120) contains sufficient reagent to process 120 specimens or quality control samples.
The kits contain the following:
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7 Storage and Handling

• Store the Xpert CT/NG cartridges and reagents at 2 °C – 28 °C until the expiration date provided on the label.
• Do not use reagents or cartridges that have passed the expiration date.
• Do not open a cartridge until ready to test. Use cartridges within 30 minutes after opening the cartridge lid.
• Do not use a cartridge that has leaked.


8 Materials Required but Not Provided

• Primary samples must be collected and treated with the appropriate kit:
• Xpert CT/NG Vaginal/Endocervical Specimen Collection Kit (CT/NGSWAB-50) or Xpert Vaginal/Endocervical
Specimen Collection Kit (SWAB/A-50) or Xpert Swab Specimen Collection Kit (SWAB/G-50)
• Xpert CT/NG Urine Specimen Collection Kit (CT/NGURINE-50) or Xpert Urine Specimen Collection Kit
(URINE/A-50)
• GeneXpert Dx System or GeneXpert Infinity Systems (catalog number varies by configuration): GeneXpert instrument,
computer, barcode scanner, and operator manual
• For GeneXpert Dx System: GeneXpert Dx software version 4.3 or higher
• For GeneXpert Infinity-48 System: Xpertise software version 4.3 or higher
• For GeneXpert Infinity-48s or Infinity-80 systems: Xpertise software version 6.0 or higher
• Printer: If a printer is required, contact Cepheid Technical support to arrange for the purchase of a recommended printer.

9 Materials Available but Not Provided
• ZeptoMetrix NATtrol™ CT/NG External Run Controls (catalog # NATCT/NGNEG-6MC) as negative control.
• ZeptoMetrix NATtrol™ CT/NG External Run Controls (catalog # NATCT(434)-6MC and NATNG-6MC) as positive
controls.


10 Warnings and Precautions
10.1 General
• For in vitro diagnostic use.
• For prescription use only.
• Pathogenic microorganisms, including hepatitis viruses and Human Immunodeficiency Virus, may be present in clinical
specimens. Treat all biological specimens, including used cartridges, as if capable of transmitting infectious agents. Because
it is often impossible to know which might be infectious, all biological specimens should be treated with standard
precautions. Guidelines for specimen handling are available from the U.S. Center for Disease Control and Prevention and
the Clinical and Laboratory Standards Institute.11,12
• Follow your institution’s safety procedures for working with chemicals and handling biological samples.
• Biological specimens, transfer devices, and used cartridges should be considered capable of transmitting infectious agents
requiring standard precautions. Follow your institution’s environmental waste procedures for proper disposal of used
cartridges and unused reagents. These materials may exhibit characteristics of chemical hazardous waste requiring specific
national or regional disposal procedures. If national or regional regulations do not provide clear direction on proper disposal,
biological specimens and used cartridges should be disposed per WHO [World Health Organization] medical waste handling
and disposal guidelines.

10.2 Specimen
• For collection of endocervical swab specimens and patient-collected vaginal swab specimens, use only the Xpert CT/NG
Vaginal/Endocervical Specimen Collection Kit or the Xpert Vaginal/Endocervical Specimen Collection Kit.
• For collection of endocervical swab specimens, patient-collected vaginal swab specimens, pharyngeal swab specimens and
rectal swab specimens, use the Xpert Swab Specimen Collection Kit.
• For urine specimens, use only the Xpert CT/NG Urine Specimen Collection Kit, Xpert Urine Specimen Collection Kit or
unpreserved (neat) urine.
• Under or over dispensing of urine into Urine Transport Reagent tubes may affect assay performance.
• Endocervical and patient-collected vaginal swab specimens must be collected and tested before the expiration date of the
Swab Transport Reagent tube.
• Urine specimens must be tested before the expiration date of the Urine Transport Reagent tube.
• For rectal swab collection, highly soiled fecal swabs should not be used as they may result in errors.
• Maintain proper storage conditions during specimen transport to ensure the integrity of the specimen. Specimen stability
under shipping conditions other than those recommended has not been evaluated.

10.3 Assay/Reagent
• Do not substitute Xpert CT/NG reagents with other reagents.
• Do not open the Xpert CT/NG cartridge lid except when adding the sample.
• Do not use a cartridge that has been dropped or shaken.
• Do not place the sample ID label on the cartridge lid or on the barcode label.
• Do not use a cartridge that has a damaged reaction tube.
• Each single-use Xpert CT/NG cartridge is used to process one test. Do not reuse processed cartridges.
• Use of CT positive controls in the NG only assay mode may lead to invalid control results.
• Use of NG positive controls in the CT only assay mode may lead to invalid control results.
• Do not test the endocervical or patient-collected vaginal specimens received in the laboratory without the swab present. A
false negative test result may occur.
• CHANGE GLOVES if they come in contact with specimen or appear to be wet, to avoid contaminating other specimens.
Change gloves before leaving work area and upon entry into work area.
• In the event of a spill of specimens or controls, wear gloves and absorb the spill with paper towels. Then, thoroughly clean
the contaminated area with a 1:10 dilution of freshly prepared household chlorine bleach. Final active chlorine concentration
should be 0.5% regardless of the household bleach concentration in your country. Allow a minimum of two minutes of
contact time. Ensure the work area is dry before using 70% denatured ethanol to remove bleach residue. Allow surface to dry
completely before proceeding. Or, follow your institution’s standard procedures for a contamination or spill event. For
equipment, follow the manufacturer’s recommendations for decontamination of equipment.


11 Chemical Hazards13,14
• Signal Word: WARNING
• UN GHS Hazard Statements
• Harmful if swallowed
• May be harmful in contact to skin
• Causes eye irritation
• UN GHS Precautionary Statements
• Prevention
• Wash thoroughly after handling
• Response
• If skin irritation occurs: Get medical advice/attention.
• IF IN EYES: Rinse cautiously with water for several minutes. Remove contact lenses, if present and easy to do.
Continue rinsing.
• If eye irritation persists: Get medical advice/attention.
• Call a POISON CENTER or doctor/physician if you feel unwell.
• Storage/Disposal
• Dispose of content and/or container in accordance with local, regional, national, and/or international regulations.


12 Specimen Collection and Transport
Collect specimens only with a Cepheid collection kit:
12.1 Xpert CT/NG Urine Specimen Collection Kit (CT/NGURINE-50) or Xpert Urine Specimen Collection Kit
(URINE/A-50)
• First catch female urine specimen must be transferred to the Xpert Urine Transport Reagent or Xpert CT/NG Urine
Transport Reagent tube within 24 hours of primary collection if shipped and/or stored at room temperature.
• First catch male urine specimen must be transferred to the Xpert Urine Transport Reagent or Xpert CT/NG Urine Transport
Reagent tube within 3 days of primary collection if shipped and/or stored at room temperature.
• First catch male and female urine specimen NOT transferred to the Xpert Urine Transport Reagent or Xpert CT/NG Urine
Transport Reagent tube (unpreserved urine specimen) can be shipped and/or stored for up to 8 days at 4 °C.
• First catch female urine specimen that is transferred to the Xpert Urine Transport Reagent or Xpert CT/NG Urine Transport
Reagent tube (preserved female urine specimen) can be shipped and/or stored up to 45 days at 2 °C to 15 °C, or up to 3 days
at 2 °C to 30 °C before testing with the Xpert CT/NG test.
• First catch male urine specimen that is transferred to the Xpert Urine Transport Reagent or Xpert CT/NG Urine Transport
Reagent tube (preserved male urine specimen) can be shipped and/or stored up to 45 days at 2 °C to 30 °C before testing
with the Xpert CT/NG test.

12.2 Xpert CT/NG Vaginal/Endocervical Specimen Collection Kit (CT/NGSWAB-50) or Xpert Vaginal/Endocervical Specimen Collection Kit (SWAB/A-50) or Xpert Swab Specimen Collection Kit (SWAB/G-50)
For collection of endocervical swab specimens and patient-collected vaginal swab specimens, use the Xpert CT/NG Vaginal/
Endocervical Specimen Collection Kit or the Xpert Vaginal/Endocervical Specimen Collection Kit.
For collection of endocervical swab specimens, patient-collected vaginal swab specimens, pharyngeal swab specimens and rectal
swab specimens, use the Xpert Swab Specimen Collection Kit.
• Swab samples stored in Xpert Swab Transport Reagent or Xpert CT/NG Swab Transport Reagent tubes should be
transported to the laboratory at 2 °C to 30 °C.
• Swab samples in Xpert Swab Transport Reagent or Xpert CT/NG Swab Transport Reagent tubes are stable up to 60 days at
2 °C to 30 °C before testing with the Xpert CT/NG test.
Refer to the appropriate specimen collection kit package insert for collection and transport instructions.







13 Procedure

Important Start the test within 30 minutes of adding the sample to the cartridge.

13.1 Preparing the Cartridge
To add the sample to the Xpert® CT/NG cartridge:
1. Obtain the following items:
• Xpert® CT/NG cartridge
• Transfer pipette (provided)
• Appropriately collected and labeled test sample
2. Open the cartridge lid.
3. Gently invert the transport tube 3 to 4 times to ensure adequate mixing of sample and transport matrix.
4. Unwrap the transfer pipette.
5. Open the transport tube lid, compress the bulb of the transfer pipette, insert the pipette into the transport tube, and release the
bulb to fill the transfer pipette above the mark on the pipette shaft (Figure 1). Ensure the pipette is filled with no air bubbles
present.
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6. Empty the pipette’s content into the sample chamber of the cartridge (see Figure 2).
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7. Close the cartridge lid.

13.2 External Controls
External controls described in Section 9, Materials Available but Not Provided are available but not provided and may be used in
accordance with local, state, and federal accrediting organizations, as applicable. New lot/shipment and 30 Day QC are to be performed.
To run a control using the Xpert CT/NG test, perform the following steps:
1. Invert the NATtrol™ sample 3 to 4 times.
2. Open the cartridge lid. Using a clean transfer pipette, fill the transfer pipette above the mark on the pipette shaft (Figure 1)
with the NaTtrol sample. Ensure the pipette is filled with no air bubbles present.
3. Empty the contents of the pipette into the sample chamber with large opening in the cartridge (Figure 2).
4. Close cartridge lid.




Starting the Test
This section lists the basic steps for running the test. For detailed instructions, see the GeneXpert Dx System Operator Manual or the GeneXpert Infinity System Operator Manual.

1. Turn on the GeneXpert Instrument System.
• If using the GeneXpert Dx instrument, first turn on the GeneXpert Dx instrument and then turn on the computer. The
GeneXpert software will launch automatically or may require double-clicking on the GeneXpert Dx software shortcut
icon on the Windows® desktop or

2. Log on to the GeneXpert Instrument System software using your user name and password.

3. In the GeneXpert System window, click Create Test (GeneXpert Dx) 

4. Scan or type in the Patient Order #. If typing the Patient Order #, make sure the Patient ID is typed correctly. The Patient ID is associated with the test results and is shown in the View Results window.

5. Scan the barcode on the Xpert CT/NG Assay cartridge. The Create Test window appears. Using the barcode information, the software automatically fills the boxes for the following fields: Select Assay, Reagent Lot ID, Cartridge SN, and Expiration Date.

6.Click the Notes box and type in the Patient Name.

7. Click Start Test (GeneXpert Dx) 

For the GeneXpert Dx Instrument:
A. Open the instrument module door with the blinking green light and load the cartridge.
B. Close the door. The test starts and the blinking green light changes to a solid green light. When the test is finished, the light turns off.
C. Wait until the system releases the door lock before opening the module door and removing the cartridge.
D. The used cartridges should be disposed of in the appropriate biohazard specimen waste containers.

14 Viewing and Printing Results
This section lists the basic steps for viewing and printing results. For more detailed instructions on how to view and print the
results, see the GeneXpert Dx System Operator Manual or the GeneXpert Infinity System Operator Manual.
1. Click the View Results icon to view results.
2. Upon completion of the test, click the Report button of the View Results window to view and/or generate a PDF report file.

15 Quality Control
Each test includes a Sample Processing Control (SPC), a Sample Adequacy Control (SAC) and a Probe Check Control (PCC).
• Sample Processing Control (SPC)—Ensures the sample was correctly processed. The SPC contains genomic DNA of
Bacillus globigii that is included in each cartridge. The SPC verifies that binding and elution of target DNA have occurred if
the organisms are present and verifies that sample processing is adequate. Additionally this control detects sampleassociated
inhibition of the real-time PCR assay. The SPC should be positive in an analyte negative sample and can be
negative or positive in an analyte positive sample. The SPC passes if it meets the validated acceptance criteria.
• Sample Adequacy Control (SAC)—Ensures that the sample contains human cells or human DNA. This multiplex assay
includes primers and probes for the detection of a single copy human gene. The SAC signal is only to be considered in an
analyte negative sample. A negative SAC indicates that no human cells are present in the sample due to insufficient mixing
of the sample or because of an inadequately taken sample.
• Probe Check Control (PCC)—Before the PCR reaction starts, the GeneXpert instrument measures the fluorescence signal
from the probes to monitor bead rehydration, reaction-tube filling, probe integrity and dye stability. PCC passes if it meets
the validated acceptance criteria.
• External Controls—• ZeptoMetrix NATtrol™ CT/NG External Run Controls (catalog # NATCT/NGNEG-6MC) as negative control.
• ZeptoMetrix NATtrol™ CT/NG External Run Controls (catalog # NATCT(434)-6MC and NATNG-6MC) as positive
controls.
New lot/shipment and 30 day QC protocols will be followed.

16 Interpretation of Results
The results are interpolated by the GeneXpert Instrument System from measured fluorescent signals and embedded calculation
algorithms and will be shown in the View Results window. The Xpert CT/NG test provides test results for CT and NG targets,
according to the algorithms shown in Table 1.
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See Figure 4 to Figure 6 for specific examples and Table 2 to interpret test result statements for the CT/NG test. 
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Autoposted Results. Results must be manually verified

	CT:  	 POSITIVE: CHLAMYDIA TRACHOMATIS DETECTED by RT-PCR
		?Internal QC OK

	NG:	POSITIVE: NEISSERIA GONORRHOEAE DETECTED by RT-PCR
		?Internal QC OK

	Critical Value. Notify Caregiver.
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Autoposted Results. Results must be manually verified

	CT:  	NEGATIVE: CHLAMYDIA TRACHOMATIS NOT DETECTED by RT-PCR
		?Internal QC OK

	NG:	POSITIVE: NEISSERIA GONORRHOEAE  DETECTED by RT-PCR
		?Internal QC OK

	Critical Value. Notify Caregiver.
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Autoposted Results. Results must be manually verified

	CT:  	 POSITIVE: CHLAMYDIA TRACHOMATIS DETECTED by RT-PCR
		?Internal QC OK

	NG:	NEGATIVE: NEISSERIA GONORRHOEAE NOT DETECTED by RT-PCR
		?Internal QC OK

	Critical Value. Notify Caregiver.
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Autoposted/ Autoverified result

	CT:  	NEGATIVE: CHLAMYDIA TRACHOMATIS NOT DETECTED by RT-PCR
		?Internal QC OK

	
	NG:	NEGATIVE: NEISSERIA GONORRHOEAE NOT DETECTED by RT-PCR
		?Internal QC OK
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Autoposted Results after intial test failure shown below. If the repeated test obtains results they must be manually verified even if Negative.

CT: 	?Test error. Repeat Test
NG:  	?Test error. Repeat Test

If the repeated test also fails the above results will be listed twice. The keypad must then be used to manually choose the QC Fail result.  }QCFR  ?QC fail recollect
CT:  	?Test error. Repeat Test
?Test error. Repeat Test
		Possible interfering substance present. Recollection required.
?Mult internal QC failure. Call for recollection and reorder.
		?Call for recollection and reorder



NG:	 ?Test error. Repeat Test
		?Test error. Repeat Test
		Possible interfering substance present. Recollection required.
?Mult internal QC failure. Call for recollection and reorder.
		?Call for recollection and reorder

Document call to caregiver
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17 Retests
17.1 Reasons to Repeat the Assay
If any of the following test results occur, repeat the test according to instructions in the Retest Procedure.
• An INVALID result indicates that the SPC and/or the SAC failed. The sample was not properly processed, PCR was
inhibited, or the sample was inadequate.
• An ERROR result indicates that the PCC failed and the assay was aborted possibly because the reaction tube was filled
improperly, a reagent probe integrity problem was detected, pressure limits were exceeded, or a valve positioning error
was detected.
• A NO RESULT indicates that insufficient data were collected. For example, the operator stopped a test that was in
progress.
17.2 Retest Procedure
Obtain the leftover treated sample from the CT/NG Swab Transport Reagent, Swab Transport Reagent, CT/NG Urine Transport
Reagent or Urine Transport Reagent tube. Repeat the test with a new cartridge. If the leftover treated sample volume is
insufficient, or the retest continues to return an INVALID, ERROR, or NO RESULT, collect a new sample and repeat the test with a
new cartridge.

18 Limitations
• The Xpert CT/NG test has been validated with the following specimen types, collected with the Cepheid Xpert
CT/NG Vaginal/Endocervical Specimen Collection Kit and Xpert Vaginal/Endocervical Collection Kit:
• Endocervical swabs
• Patient-collected vaginal swabs
• The Xpert CT/NG test has been validated with the following specimen types, collected with the Xpert Swab Specimen
Collection Kit, Xpert CT/NG Urine Specimen Collection Kit or Xpert Urine Specimen Collection Kit.
• Endocervical swabs
• Patient-collected vaginal swabs
• Male and female pharyngeal swabs
• Male and female rectal swabs
• Male and female urine
• Erroneous test results might occur from improper specimen collection, technical error, sample mix-up, or because the
number of organisms are below the limit of detection of the test.
• Careful compliance with the instructions in this insert and to the Swab and Urine Collection Kit instruction documents are
necessary to avoid erroneous results.
• False negative results may occur if the organism(s) is present at levels below the analytical limit of detection.
• The Xpert CT/NG test has been validated using the procedures provided in this package insert only. Modification to these
procedures may alter the performance of the test.
• Because the detection of CT and NG is dependent on the DNA present in the sample, reliable results are dependent on proper
sample collection, handling and storage.
• With endocervical and patient-collected vaginal specimens, assay interference may be observed in the presence of: blood
(>1% v/v) or mucin (>0.8% w/v).
• With urine specimens, assay interference may be observed in the presence of: blood (>0.3% v/v), mucin (>0.2% w/v),
bilirubin (>0.2 mg/mL), or Vagisil feminine powder (>0.2% w/v).
• Collection and testing of urine specimens with the Xpert CT/NG test is not intended to replace cervical exams and
endocervical sampling for diagnosis of urogenital infection. Other genitourinary tract infections can be caused by other
infectious agents.
• The effects of other potential variables such as vaginal discharge, use of tampons, douching, and specimen collection
variables have not been determined.
• A negative test result does not exclude the possibility of infection because test results may be affected by improper specimen
collection, technical error, specimen mix-up, concurrent antibiotic therapy, or the number of organisms in the specimen
which may be below the sensitivity of the test.





• The Xpert CT/NG test should not be used for the evaluation of suspected sexual abuse or for other medico-legal indications.
Additional testing is recommended in any circumstance when false positive or false negative results could lead to adverse
medical, social, or psychological consequences.
• The Xpert CT/NG test provides qualitative results. No correlation can be drawn between the magnitude of the Ct value and
the number of cells in an infected sample.
• The predictive value of an assay depends on the prevalence of the disease in any particular population. See Table 3 through
Table 8 for hypothetical predictive values when testing varied populations.
• Positive results may be observed after successful antibiotic treatment due to target nucleic acids from residual non-viable
chlamydia.
• The Xpert CT/NG performance has not been evaluated in patients less than 14 years of age.
• The Xpert CT/NG performance has not been evaluated in patients with a history of hysterectomy.
• The patient-collected vaginal swab specimens are an option for screening women when a pelvic exam is not otherwise
indicated.
• The Xpert CT/NG test has not been validated for use with vaginal swab specimens collected by patients at home. The
patient-collected vaginal swab specimen application is limited to healthcare facilities where support/counseling is available
to explain procedures and precautions.
• The Xpert CT/NG test has not been evaluated with patients who are currently being treated with antimicrobial agents active
against CT or NG.
• As with many diagnostic tests, results from the Xpert CT/NG test should be interpreted in conjunction with other laboratory
and clinical data available to the clinician.
• Mutations or other changes within the regions of the bacterial genomes covered by the primers and/or probes in the Xpert
assay may result in failure to detect the target organisms.
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