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Principle / Purpose:

The BinaxNOW RSV card is a rapid immunochromatographic assay for the qualitative detection of RSV antigen in nasopharyngeal specimens. This diagnostic test is used for pediatric patients under 5.
Specimen Requirements:

· Nasopharyngeal specimens collected on BBL CultureSwab Collection and Transport System flocked flexible shaft nasopharyngeal swabs. Swabs are to be placed into transport media if testing cannot be performed within one hour of collection. If testing needs to be delayed, refrigerate eluted swab for a maximum time of 48 hours. 
· Other acceptable nasopharyngeal swabs include polyester, rayon, foam, or cotton swabs stored in acceptable transport media.

· Nasal washings collected in sterile containers. If testing is delayed, refrigerate specimen for a maximum of 24 hours. Nasal washes can be stored in up to 3 ml of acceptable transport media. Doing so will dilute the sample and can result in decreased test sensitivity.
· Acceptable transport media include Amies media, Dulbecco medium, M4 media, M5 media, saline, Tryptose Phosphate broth, Veal Infusion broth, BHI broth, Hank’s Balanced Salt solution, Phosphate Buffer solution, Stuart’s Media, UTM-RT media.  
· All samples must be room temperature before testing

Reagents & Equipment: 
· BinaxNOW RSV test cards


· Fixed volume 100 µl transfer pipettes provided in kit
· Positive/Negative control material

· Elution solution vials 

· Nasopharyngeal swabs

· Timer

QC:

Positive Control: An untested strip has a blue line at the “control” position.  If the test has been done correctly and the reagents flow, the blue line will always turn pink on the tested card.
Negative Control: The clearing of the background color from the result window is a negative background control. The background color should change from light pink to white within 15 minutes. The background color should not interfere with the reading of the test.

External Quality Control is performed by ETSU Clinical Lab personnel with each new shipment or lot of test kits.

Sample Preparation / Testing Procedure:
NOTE: The following procedure is for the BinaxNOW RSV kits. INVALID results may occur if too little sample is added to the test.

Nasopharyngeal Swabs: 
For Laboratory Personnel:

1. Verify that the order for RSV is located in the patient’s electronic health record (EHR).

2. Pull lab order for RSV from the patient chart located in the LIS. The LIS will print a bar coded label with a specimen number. This number is to identify the patient and test ordered.

3. Continue to Testing Procedure

4. Once testing is complete, document the results in the appropriate log book and release the results into the LIS to be transmitted into the EHR.

For Clinic Personnel:

1. Obtain a barcoded POC Results Form.

2. Completely fill out all required patient information, ordering provider, and diagnosis coded.

3. Continue to Testing Procedure

4. Once testing is complete, make a copy of the POC Results for and leave it in thee designated area in the lab. Laboratory staff will enter the results into the LIS. The results will be transmitted into the EHR.

Testing Procedure:
1. Twist cap off of the elution solution test vial.

2. Place patient swab in test vial (do not remove the liquid in the vial) and rotate vigorously three times in the liquid.

3. Press swab against the side of the vial as you turn the swab, squeezing on the sides of the vial and pulling the patient swab up and out of the vial at the same time.  This will allow the sample to be removed from the swab and remain in the liquid in the vial.

4. Discard the swab in a biohazard container.
5. Fill pipette by firmly squeezing the top bulb and pipette tip into sample.  Release bulb while tip is still in sample.  This will pull liquid into the pipette.  Make sure there are no air spaces in the lower part of the pipette.

6. See arrow on test device to find White Sample Pad.  SLOWLY (drop by drop) add entire contents of pipette (100 ul) to the MIDDLE of this pad by squeezing the top bulb.

7. Immediately peel off adhesive liner from the test device.  Close and securely seal the device.  Read result in window 15 minutes after closing the device. Results read before or after 15 minutes may be inaccurate. 
Nasal Washes 
No preparation is needed for nasal washes. Follow testing procedure above, omitting steps 5,6,7,8.
Results Interpretation:

*Note: Do not read test results before or after 15 minutes as they may not be correct. 

1. NEGATIVE SAMPLE, the BLUE Control Line in the BOTTOM THIRD of the window turns a pink to purple color.  No other line appears. 

2. POSITIVE SAMPLE, the BLUE Control Line turns a pink to purple color.  A SECOND pink to purple Sample Line appears above it. Any shade of pink to purple Sample Line indicates a positive result.

3. INVALID if the Control Line remains BLUE or is not present at all, whether a Sample Line(s) is present or not.  Repeat invalid tests.  
*Expected value:  Negative for RSV.
Reporting Results:

All results must be entered into the LIS and approved.  This will allow the results to transfer over into the electronic patient chart and electronic billing to occur.

Troubleshooting / Corrective Actions:  
Refer to BinaxNOW product instructions insert, call Binax at 1-877-866-9340, or call ETSU Clinical Lab at 439-8031
Limitations:

As with all laboratory tests, definitive diagnostic or therapeutic decisions should not be based on any single result or method. 
A negative test result does not exclude infection with RSV.  Therefore, the results obtained with the BinaxNOW RSV Test should be used in conjunction with clinical findings to make an accurate diagnosis.

The BinaxNOW RSV Test detects both viable and non-viable RSV.  Test performance depends on the virus (antigen) in the specimen and may or may not compare with cell culture results performed on the same specimen.

Inadequate specimen collection or improper sample handling/transport may yield a false-negative result.

Performance of the BinaxNOW RSV Test has not been established in patients treated with palivizumab
Warnings and Precautions:

Following the Universal Precautions, handle all blood and body fluids with caution.  All specimens and containers are to be disposed of in the biohazard containers.  Wear gloves at all times and disinfect work area before and after each patient.
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