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Purpose:

To describe the procedure for rapid testing of Trichomonas vaginalis.
Clinical Utility:

Trichomonas Rapid Test is intended for the qualitative detection of Trichomonas vaginalis antigens from vaginal swabs or from the saline solution prepared when making wet mounts from vaginal swabs. This test is intended for use in patients with symptoms of vaginosis or vaginitis or suspected exposure to the Trichomonas pathogen.
Policy:
Staff with documented training and competency may perform this task.
Principle:

The OSOM® Trichomonas Rapid Test is a color immunochromatographic, containing a highly specific and sensitive antibody to Trichomonas. The procedure requires the solubilization of Trichomonas proteins from a vaginal swab by mixing the swab in sample buffer. The test stick is then placed in the sample mixture and the mixture migrates along the membrane surface. If Trichomonas is present in the sample, it will form a complex with the primary anti-Trichomonas antibody conjugated to colored particles (blue). The complex will then be bound by a second anti-Trichomonas antibody coated on the nitrocellulose membrane. The appearance of a visible blue test line along with the red control line will indicate a positive result
Reagents and Materials:
1. Sekisui OSOM Trichomonas Test Kit

· Test Sticks

· Sample Buffer vial, 25 ml (saline buffer with 0.01% sodium azide)

· Test Tubes

· Positive control swab (contains sodium azide and a desiccant tablet)
· Negative control swab (may use kits swabs)
2. Timer

3. Patient specimen swab 
Warnings and Precautions:

· Use of Universal Precautions is required.
· The Sample Buffer contains saline solution with a preservative (sodium azide) and a detergent at low concentrations. If solution comes in contact with the skin or eyes, flush with lots of water.

· Solutions that contain sodium azide may react explosively with lead or copper plumbing. Use large quantities of water to flush discarded solutions down a sink.

· Do not use or mix components from different kit lots.
· Do not freeze kits, or use after expiration date.
Storage:

1. Store test sticks and reagents tightly capped at room temperature 15°-30°C (59°-86°F).
2. Discard unused test sticks that have been removed from the container after 1 hour.
Specimen Collection and Storage:
1. Collect specimens from the vaginal cavity with a sterile rayon swab from the kit.
2. Use of the swabs supplied in the kit Purtain swabs or BD BBL™ CultureSwab™ (sterile or with Liquid Stuarts Media) is recommended. Swabs from other suppliers have not been validated. 
3. Whenever a gram stain or culture is ordered; always collect a separate culturette, for those tests.  The sample buffer used in the rapid Trichomonas testing will interfere with gram stain and culture testing.
	Specimen Requirements and Storage

	Parameter
	Min amt required
	Patient Prep
	Acceptable specimen types
	Stability Rm temp
	Stability

Refrig

temp
	Stability Frozen temp
	Reject due to:

	RTRIC
	1 swab
	None
	· Puritan Polyester swab with plastic shaft (no media)
· Sterile swab in Liquid Stuart  Medium
	24 hours
Saline solution 24 hours
	36 hours
	36 hours
	· Swab with wooden shaft
· Swab with cotton tip




Quality Control:

Control results are documented on the appropriate log sheet.

	Type of Control
	Level of Control
	Expected Reaction

	External
	Positive
	A blue Test Line, along with a red Control Line in the in the Result Window.

Any shade of blue Test Line in the Result Window should be interpreted as a positive result.

	External
	Negative 
	A red Control Line but no blue Test Line is a negative result.

	Internal
	Positive
	The red Control Line serves as an internal control. For the Test Stick to be working properly, capillary flow must occur. The Test Stick must absorb the proper amount of sample and the Test Stick must be working properly for the red Control Line to appear.

	Internal
	Negative
	A clearing of the background serves as an internal background negative control. If the Test Stick is working properly, the background will clear and not interfere with the reading of the result. The background should appear white to light grey and not interfere with the reading of the test.  

A test result with an interfering background should be considered invalid.  


Internal Quality Control Testing:

1. Positive and negative controls are run with each patient test.

2. Document internal controls on the appropriate log sheet and in LIS under the following codes:

	
	Positive Internal Control
	Negative Internal Control

	Rapid Trich.
	ICTP
	ICTN


3. If the controls do not perform as expected, do not use or report the test results.  Repeat the test or contact Technical Assistance

External Quality Control Testing:
1. Positive and Negative controls are run upon opening of each kit, new lot and each newly trained operator, 

2. Test kits include a Positive Control Swab, and sterile plain swab (supplied in the kit) is used as negative control.
3. To perform a positive or negative control test, complete the steps in the test procedure section treating the control swab in the same manner as a specimen swab.
Procedure:

When opening kit for the first time, unscrew the cap from the Sample Buffer bottle and replace it with the dropper top included in the kit. Discard the original Sample Buffer cap.
1. Label clean tube with two patient identifiers and place in test rack.
2. Using the supplied dropper top, add 0.5 mL of Sample Buffer to each test tube. Fill the dropper to the line indicated on the barrel of the dropper top and expel entire contents into tube. Note: Add Sample Buffer to the tube before putting in the specimen swab to prevent contaminating the Sample Buffer vial.
3. Place the specimen swab into the tube. 
4. Vigorously mix the submerged swab in the solution by rotating the swab forcefully against the side of the tube at least ten times.
5. Allow the swab to soak in the Sample Buffer for one minute.
6. Squeeze out as much liquid as possible from the swab by pinching the side of the flexible test tube as the swab is removed. At least ¼” of Sample Buffer solution must remain in the tube for adequate capillary migration to occur.
7. Discard the swab in a biohazardous waste container.
8. Remove the Test Stick from the canister package. Recap the canister immediately.
9. Place the absorbent end (indicated with arrows, see picture) of the Test Stick into the Sample Buffer solution in the tube. Unused sticks removed from the canister should be discarded after 1 hour. 
[image: image1.emf]
10. Read results at 10 minutes (some positive results may be seen earlier). See interpretation of results section. Test is invalid beyond the stated read time. Note: To see the Result Window clearly, remove the Test Stick from the test tube while reading results.
11. Discard used test tubes and Test Sticks in suitable biohazardous waste container.

Procedural Notes:

· This procedure follows manufacturer’s instructions without alteration.

· If a saline suspension is used for wet prep testing, the solution remaining in the test tube used for the wet mount may also be used as the sample for this test. To use this sample type, soak a new kit swab in this solution. Using this swab, perform the complete test procedure detailed below. There must be enough solution left after the wet mount to soak the new swab completely. 
Result Interpretation:

1. Positive Result: Blue Test line and a red Control line. The blue line may be any shade of blue.

2. Negative Result: Red Control line but no blue Test line.

3. Invalid Result: No red Control line or background makes reading the red Control line impossible.

4. A blue or red line, which appears uneven in color density, is considered a valid result.  If this occurs, repeat test on a new Test Stick.

	Test Stick
	Positive
	Negative
	Invalid

	Red Control Line 
	Present
	Present
	Absent

	Blue Test Line 
	Present
	Absent
	Present or Absent

	Clear Background
	Present
	Present
	Absent


Positive





Negative
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Invalid
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Procedural Notes:
This procedure follows manufacturer’s instructions without alteration.  
Limitations:
1. The Trichomonas Rapid Test is only for the qualitative detection of T. vaginalis antigen from vaginal swabs and the saline solution remaining from a wet mount of a vaginal swab.
2. Performance of the Trichomonas Rapid Test specimen other than vaginal fluid or the saline solution remaining from a wet mount of a vaginal swab has not been established.
3. The results obtained with this kit yield data that must be used only as an adjunct to other information available to the physician.
4. This test does not differentiate between viable and non-viable organisms. 

5. This test does not differentiate between individuals that are carriers and individuals that have an acute infection.
6. Patients with vaginitis/vaginosis symptoms may have mixed infections. Therefore a test indicating the presence of T. vaginalis does not rule out the presence of Candida vulvovaginitis or Bacterial vaginosis.
7. A negative result may be obtained if the specimen collection is inadequate or if antigen concentration is below the sensitivity of the test. A negative OSOM® Trichomonas Rapid Test result may warrant additional patient follow up.
8. Women with vaginal discharge should be evaluated for risk factors of cervicitis and pelvic inflammatory disease and for other organisms including Neisseria gonorroeae and Chlamydia trachomatis.
9. Samples contaminated with preparations containing iodine or by the immediate prior use of vaginal lubricants are not recommended. 

10. Staphylococcus aureus in specimens at concentrations higher than 1x108 organisms per mL may interfere with the test results in negative samples. These concentrations of S. aureus are higher than would be expected to be present in normal patient samples.
	
	Interference

	Hemolysis
	None

	Lipemia
	None

	Icterus
	None


Reporting Results:

Individual results are reported as either positive or negative. Results are documented on patient log sheet and manually entered into the LIS under the appropriate office template.

Reporting Template:
	Hospital
	
	
	Chatfield
	
	
	Plainview
	
	
	Spring Valley
	

	SE Clinic
	
	
	NW
	
	
	Preston
	
	
	Stewartville
	

	    Byron
	
	
	Pine lsland
	
	
	St Charles
	
	
	Wanamingo
	WNMG

	    FCN
	na
	
	FCS
	na
	
	Skyway
	SKY
	
	
	


Expected Values:

Negative for Trichomonas
Alternate Method/Referral of Specimens:

References:

1. OSOM Trichomonas Rapid Test package insert, Rev 3084-0 6/11
2. Sekisui Diagnostic Technical Service 1.800.332.1042

CAP/COLA Standards:

IMM.33150

Checking new lots/shipments of reagents

IMM.33300

Cross use of kit components

IMM.34270

Controls tested in same manner as patients

IMM.33930

Documentation of controls

COLA QC 10 

Manufacturer’s instructions for use of reagents, controls, and kit followed

COLA QC 12 

Controls run in the same manner as patients

COLA QC17 
Qualitative testing- positive and negative controls run each day of patient testing (if study has not been done to prove stability of controls)
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