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1.0
PRINCIPLE/PURPOSE:
1.1
This test is used as a rapid immune-chromatographic assay for the qualitative detection of respiratory syncytial virus fusion protein antigen in nasal aspirates and nasopharyngeal swab specimens.  It is intended to aid in diagnosis of this viral infection in neonatal and pediatric patients under the age of 5.  It is recommended that negative results be confirmed by viral testing (done by PHO) if testing requirements are met.


1.2
RSV is a common cause of upper and lower respiratory tract infections and the 



major cause of bronchiolitis and pneumonia in infants and children.  Outbreaks 



occur yearly in the fall, winter and spring.  RSV can infect older children and 



adults however the infection is far less severe in these populations.

1.3
In this test, anti-RSV antibody, (the sample line) is adsorbed into nitrocellulose 



membrane.  Control antibody is adsorbed onto the same membrane as a second 



strip.  Both anti-RSV and control antibodies are conjugated to visualizing 




particles that are dried onto a fibrous support.  The resulting conjugate pad and 



the striped membrane are combined to construct the test strip.  This is then 



mounted on the right side of a cardboard, book-shaped hinged test device.

2.0
PERFORMANCE SPECIFICATIONS:

2.1
Store kits at room temperature.


2.2
This test will detect the 2 known subgroups of the RSV virus.

3.0
SPECIMEN TYPE:

3.1
Use fresh nasopharyngeal swab or nasal wash for optimum performance of this 



test.

3.2
Nasopharyngeal swabs of polyester, rayon, foam and cotton with flexible shafts are acceptable.  Add any dry swab specimens to 0.5 - 3 mL of a suitable viral transport medium (saline or viral TM) system within one hour of collection.  If testing cannot be performed immediately store eluted liquid samples at room temperature for up to 4 hours or at 2-8 degrees Celsius for up to 48 hours.  Allow sample to warm to room temperature and swirl gently before testing.

3.3
Nasal washings in standard collection containers are also suitable for testing.  Nursing units are familiar with the appropriate procedures used for the age of the patient.  Washings can be stored at room temperature for up to 4 hours or at 2-8 degrees Celsius for up to 24 hours.  Allow samples to come to room temperature and swirl gently before testing.

3.4
Suitable transport media include, Hank’s balanced salt solution (Viral Transport Media), Phosphate buffer solution and saline


3.5
Wash samples can be diluted in up to 3 mL of transport liquid however this will 



dilute the wash sample and lower the overall test sensitivity.


3.6
Leave test device sealed in foil until ready to use.

3.7
Specimens received on patients >5 years of age will not be tested, but will be referred to PHO for Viral Culture/testing if they meet the PHO testing guidelines.
3.8
If criteria for testing of respiratory samples for viral testing are not met, use the RSVN reject code: Respiratory Viral Testing will not be processed due to PHO testing guideline requirements.”

4.0
EQUIPMENT AND REAGENTS:


4.1
EQUIPMENT:



4.1.1
Clock or timer

4.2
REAGENTS:



4.2.1
BinaxNOW RSV test kit including test devices, transfer pipettes, control 



             swabs and vials.

5.0
PROCEDURES:

5.1
SAMPLE PREPARATION PROCEDURE:

5.1.1
Nasal washes/aspirates or N/P swabs received in transport media do not need preparation.



5.1.2
Dry Nasopharyngeal swabs need to be rotated in 0.5-3.0 mL of an approved 



transport liquid.

5.2
CONTROL SWAB PREPARATION PROCEDURE:



5.2.1
Twist off the cap on the elution solution provided.



5.2.2
Put test swab in the vial and rotate the swab three times in the liquid.



5.2.3
Squeeze the swab out against the side of the vial.



5.2.4
Discard the swab and test liquid sample as soon a possible.


5.3
TEST PROCEDURE;



5.3.1
Remove device from pouch prior to testing and lay flat on bench.

5.3.2
Vortex the specimen, then fill the pipette by firmly squeezing the top bulb and placing tip into liquid sample.  Release the bulb with tip in the sample and watch that the liquid is pulled into the pipette. Make sure there are no air bubbles in the pipette area.



5.3.3
See arrow on test device to find White Sample Pad.  Slowly add entire 




contents (100 mL) of pipette to the middle of this pad by squeezing the 




top of the pipette.



5.3.4
Immediately peel off adhesive liner from the test device.  Close and 




securely seal the device.



5.3.5
Read result in window 15 minutes after closing the device. Result read 




before or after may be inaccurate.



5.3.6
Tilt device to reduce glare on the result window if necessary.

6.0
QUALITY CONTROL:

6.1
This test kit has built-in procedural controls. Read these results and enter in the 



appropriate area in the RSV log sheet. 

7.0
INTERFERENCE/CROSS-REACTIONS:


7.1
A negative result does not exclude infection nor is it intended to rule out other 



microbial caused infections.  Therefore results obtained should be used in 



conjunction with clinical findings for accurate diagnosis.

7.2
The potential for interference from antimicrobials and interferon has not been 



established.


7.3
This test should not be performed on patients who have been treated with 



palivizumab.

8.0
LABORATORY INTERPRETATION OF RESULTS:

8.1
For negative results the blue control line in the lower half of the window turns a 



pink to purple colour.  No other line appears.


8.2
For a positive result, the blue control line turns a pink to purple colour.  A second 



pink-purple sample line appears above it.

8.3       A test is invalid if the control line remains blue or is not present at all.  Repeat 


invalid test with a new test device.
8.4 Negative screens must be forwarded to PHO for Viral Culture/testing if they meet the PHO testing requirements. A negative will have the comment, “Specimen referred to PHO for Viral Culture if sample meets PHO testing criteria” added automatically, as well as having a new accession on the same request number generated. The new accession is automatically received in ULTRA.  A PHO requisition must be filled in and any labels must be generated manually.  On the PHO requisition, indicate that the RSV done at WRH was negative.
8.5       Transfer all aspirates to viral transport media before sending to PHO.
  
9.0 
REPORTING
9.1
For Negative results, use the Library code RSVN:

Rapid Membrane Immunoassay for Respiratory Syncytial Virus: NEGATIVE

(RSV antigen not detectable)

Specimen referred to PHO for Viral Culture if sample meets PHO testing criteria.

9.2
For Positive results, use the Library code RSVP:

Rapid Membrane Immunoassay for Respiratory Syncytial Virus: POSITIVE

(RSV antigen detectable)

10.0
SAFETY PRECAUTIONS:

10.1
Observe establish guidelines for biohazardous material handling and disposal.


10.2
The RSV positive control swab has been prepared from RSV infected tissue 



culture cells that have been inactivated however use universal precautions when 



performing the assay since samples may be infectious.
11.0
POTENTIAL SOURCES OF VARIABILITY;

11.1
BinaxNOW detects both viable and non-viable RSV.  Results depend on the 



antigen load in the specimen and may not correspond to cell culture results 



performed on the sample.


11.2
Inadequate specimen or low levels of virus shedding may result in false negative 



results.


11.3
Monoclonal antibodies may not detect all antigenic forms or new strains of RSV.


11.4
Add sample slowly to the middle of the pad so that the sample volume absorbs 



into the pad for optimal results.

11.5
Avoid viscous areas of the sample when drawing specimen into the transfer 



pipette.


11.6
Do not use calcium alginate nasopharyngeal swabs for this test.

12.0
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