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Purpose:

To describe the procedure for qualitative detection of Respiratory Syncytial Virus (RSV) fusion protein antigen in
       nasal wash and nasopharyngeal swab specimens from symptomatic patients.
Clinical Utility:

The BinaxNOW® RSV test is a qualitative rapid immunochromatographic assay intended for in vitro diagnostic 
       use to aid in the diagnosis of RSV infections in neonatal and pediatric patients under the age of 5. 
Policy:


Properly trained staff with documented competency may perform this test.

Principle:

The BinaxNOW® RSV Test is an immunochromatographic membrane assay used to detect RSV fusion protein 

antigen in nasal wash and nasopharyngeal swab specimens. Anti-RSV antibody is adsorbed onto a 

nitrocellulose membrane. Control antibody is adsorbed onto the same membrane as a second stripe. Both 
anti-RSV and control antibodies are conjugated to visualizing particles that are dried onto an inert fibrous 
support. The resulting conjugate pad and the striped membrane are combined to construct the test strip. 

Swab samples (controls and patients) require a preparation step, in which the sample is eluted off the swab 

into an appropriate solution. 
Nasal wash samples do not require any preparation.

RSV antigen present in the sample reacts to bind anti-RSV conjugated antibody. The resulting antigen-

conjugate complexes are captured by immobilized anti-RSV antibody, forming the Sample Line. Immobilized 

Control Line antibody captures a visualizing conjugate, forming a pink Control Line. The Control Line is blue in a 

device that has not been tested.

Test results are interpreted by the presence or absence of visually detectable pink-to-purple colored lines. A 
positive test result, read at 15 minutes, will include the detection of both a Sample Line and a Control Line. A 
negative test result, read at 15 minutes, will produce only a Control Line, indicating that RSV antigen was not 
detected in the sample. Failure of the Control Line to appear, or the Control Line remaining blue, indicates an
 invalid assay, whether the Sample Line is present or not.
Procedural Notes:

1.
The BinaxNOW® RSV Test detects both viable and non-viable RSV. Test performance depends on 


antigen load in the specimen and may not correlate with cell culture performed on the same specimen.


2.
Inadequate specimen collection or low levels of virus shedding may result in suboptimal performance and 


may yield false negative results.

3.
A negative test result does not exclude infection with RSV nor is it intended to rule out other microbial-



caused respiratory infections. Therefore, the results obtained with the BinaxNOW® RSV Test should be 


used in conjunction with clinical findings to make an accurate diagnosis.

4.
BinaxNOW® test performance has not been evaluated in patients who have been treated with palivizumab. However, an analytical study has demonstrated that palivizumab interferes with the ability of the BinaxNOW® Test to detect RSV.

5.
The potential for interference from anti-microbials and interferon has not been established.

6.
Monoclonal antibodies may not detect all antigenic variants or new strains of RSV.
Reagents and Materials:

BinaxNOW® RSV Test kits are available that contain materials for 10 or 22 tests.


Binax, Inc., PSS Item Numbers:  151555 (10 test kit), 178682 (22 test kit)
1. Test Devices: A membrane coated with mouse antibody specific for RSV antigen and with control line antibody is combined with mouse anti-RSV and control line antibody conjugates in a hinged test device. The membrane of an untested device contains a blue line at the control line area.
2. Transfer Pipettes: Fixed volume (100 μl) transfer pipettes used to transfer sample to the test devices. Use only pipettes provided by Binax or a calibrated pipette capable of delivering 100 μl sample volume.
3. Positive Control Swab: Inactivated RSV dried onto swab.
4. Negative Control Swab: Inactivated Streptococcus Group A dried onto swab.
5. Elution Solution Vials for Control Swabs: Vials containing elution solution used to prepare the Control Swabs. Do not use other elution solutions with the BinaxNOW® RSV test.

Materials not provided:
1. Timer 
2. Nasal wash collection containers

3. Nasopharyngeal swabs

4. Transport media
Reagent Storage:
1. The expiration date is printed on the package.  Do not use kit past its expiration date.
2. Do not mix components from different kit lots.
3. Store at room temperature, 15-30oC.

4. Leave test device sealed in its foil pouch until just before use.
	Specimen Requirements

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

Refrig

temp
	Stability Frozen temp
	Reject due to:

	RSVO
	1 swab 
	None
	Nasopharyngeal swab with Stuart’s media (green-capped)
	Eluted swab- 24 hrs
	Eluted swab- 48 hrs
	Reject
	Swab not placed in liquid transport media within 1 hour of collection 

	
	1 mL aspirate
	None
	Aspirate
	4 hrs
	24 hrs
	Reject
	Frozen


Collection and Handling:


Use fresh nasopharyngeal swab or nasal wash specimens.
1. Nasopharyngeal Swabs:

a. Polyester, rayon, foam and cotton nasopharyngeal swabs, all with flexible shafts, have been evaluated and found to be acceptable for use.
b. Add swab specimens to 0.5 - 3.0 mL of a suitable liquid transport system within one hour of collection. 
c. If immediate testing is not possible, eluted liquid swab samples can be stored at room temperature for up to 4 hours, or at 2-8˚C for up to 48 hours, before testing. 
d. Allow samples to warm to room temperature and swirl gently before testing.

2. Nasal Washes:

a. Collect wash samples in standard collection cups. Use procedures appropriate for the age of 

the patient. 
b. If immediate testing is not possible, washes can be stored at room temperature for up to 4 hours, or at 2-8˚C for up to 24 hours, before testing. 
c. Allow samples to warm to room temperature and swirl gently before testing.

d. Wash samples can be placed in up to 3 ml of a suitable liquid transport system prior to testing in the BinaxNOW® test. [Caution:  Use of transport media will result in dilution of wash samples. This dilution may lower the overall test sensitivity.] 
e. Transport Media:  The following transport media were tested and found to be acceptable: 
· Amies Media (Charcoal Swab)
· Saline

· Stuart’s Media
Quality Control:
1. The test device has internal procedural controls. These controls are recorded on the log sheet for each test run and are also entered in the LIS using test codes ICRSP and ICRSN.
· An untested device has a blue line at the “Control” position. If the test flows and the reagents work, this blue line will always turn pink in a tested device.

· The clearing of background color from the result window is a negative background control. The background color in the window should be light pink to white within 15 minutes. Background color should not hinder reading of the test.
2. External Positive and Negative Controls:

· Test these swabs once with each new lot or shipment. 
· Used to monitor for substantial reagent failure. 
· The Positive Control will not ensure precision at the assay cut-off. 
· If the correct control results are not obtained, do not report patient results.
 Specimen Preparation:
1. Nasal Washes:

Nasal wash samples do not need preparation. 

2. Nasopharyngeal Swabs:

a. Elute swab in 0.5-3.0 mL of a liquid transport system by rotating swab in the liquid. Note: If eluting swab in the BinaxNOW® elution solution, follow the procedure for Control Swab preparation: 

b. [image: image1.jpg]Control Swabs: The test kit contains test vials pre-filled with elution solution.
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Twist off the test vial cap.
· Put swab to be tested into test vial. 
· Rotate the swab three (3) times in the liquid.

· Press the swab against the side of the vial and turn as you remove 
it from the vial. (This removes sample from the swab.)
· Discard the swab.

· Test the liquid sample (from the test vial) in the test device as soon as possible. 
[image: image3.png]


Procedure:

1. Remove device from the pouch just prior to testing and lay flat on work surface.
2. Fill pipette by firmly squeezing the top bulb and placing pipette tip into liquid 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.

3. 
See arrow on test device to find White Sample Pad.

· [image: image4.png]


SLOWLY add entire contents (100 μl) of pipette to the MIDDLE of this pad by squeezing the top bulb.
4. 
Immediately peel off adhesive liner from the test device. 

5. Close and securely seal the device. 
6. Read result in window 15 minutes after closing the device.

· Results read before or after 15 minutes may be inaccurate.

· Note: When reading test results, tilt the device to reduce glare on the result.
Interpretation of Results:
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1.
NEGATIVE SAMPLE, the BLUE Control Line in the lower half of the window 

turns a PINK-TO-PURPLE color. No other line appears.
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2.
POSITIVE SAMPLE, the BLUE Control Line turns a PINK-TO-PURPLE color. 

A second PINK-TO-PURPLE Sample Line appears above it.
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3.
A test is INVALID if the Control Line remains blue or is not present at all. 

Repeat Invalid tests with a new test device.
Reporting Results:
Positive:  
Positive 
A positive result may occur in the absence of viable virus.
Negative 
Negative 
Infection due to RSV cannot be ruled out. The antigen in the sample may be below the detection limit of the test.
EN
Test results (RSVA), source (RSVS) and internal controls (ICRSP and ICRSN) are manually entered in the LIS
 
under the appropriate reporting template.  A resulting keypad displays for the source and internal controls.  A 

       positive result is considered critical and is called to the authorized caregiver.  Document call in LIS per protocol.
	Hospital
	HSERO
	
	NW
	NW
	
	St Charles
	SC
	

	SE Clinic
	GSERO
	
	Pine lsland
	PINE
	
	Spring Valley
	SV
	

	Byron
	BYRON
	
	Plainview
	PLAIN
	
	Stewartville
	STEW
	

	Chatfield
	CHAT
	
	Preston
	PSTN
	
	Wanamingo
	WNMG
	


Expected Values:
Negative

Alternate Method/Referral of Specimens:

Send specimens to Hospital or Southeast Clinic Laboratory.

CAP/COLA Standards:

IMM.32525

Reagent storage and handling

IMM.33337

Manufacturer’s instructions

IMM.33100

Reagent storage

IMM.34290

Control acceptability

PRE 12


Specimen collection, handling, and storage of specimens

PRE 17


Specimen labeling

PRE 19


Specimen Identification throughout entire testing process

APM 6


Preparing, storing of reagents and controls

APM 8


Control procedure

APM 10


Procedure directions

APM 13 

Result interpretation

APM 14


Derivation of test result

APM 15 

Normal range(s)

APM 19 

Alternate method
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Similar Procedures: (Specify title of procedure and other OMC location(s) used if applicable)

Attachments:
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