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Purpose:  

To describe the procedure for Influenza A+B testing using the QuickVue Kit.

Clinical Utility:

QuickVue Influenza A+B test allows for the rapid, qualitative detection of influenza type A and type B antigens directly from nasal swab, nasal wash and / or nasal aspirate specimens.  The test is intended for use as an aid in the rapid differential diagnosis of acute influenza type A and type B virus infection.  The test is not intended to detect influenza C antigens.  Both type A and B viruses can circulate simultaneously, but usually one type is dominant during a given season.

Policy:

Staff with documented training and competency may perform this task.
Principle:

The QuickVue Influenza A+B test involves the extraction of influenza A and B viral antigens.  The patient specimen is placed in the extraction reagent tube; during which time the virus particles in the specimen are disrupted, exposing internal viral nucleoproteins.  After extraction, the test strip is placed in the extraction reagent tube where nucleoproteins in the specimen will react with the reagents in the test strip.

Reagents and Materials:

1. QuickVue Influenza A+B Kit which includes the following. Store the kit at room temperature, 59-86( F (15-30(C), out of direct sunlight.  Kit contents are stable until the expiration date printed on the outer box.  Do not freeze.

· Individually packaged test strips: Mouse monoclonal anti-influenza A and anti-influenza B antibodies

· Extraction tubes/Reagent: Lyophilized buffer with detergents and reducing agents

· Disposable Droppers

· Positive influenza type A control swab 

· Positive influenza type B control swab 
· Negative control swab
· Sterile swab without media

2. 
Timer

Warnings and Precautions:

· Use of Universal Precautions is required. 
· It is recommended that influenza testing be performed in a biological safety cabinet (hood), behind a safety shield, or wearing a mask.
· The extraction reagent solution contains a salt solution.  If the solution contacts the skin or eye, flush with

copious amounts of water.

· Do not mix or interchange components from different kit lot numbers.

	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:

	RIAB
	1 swab 
	None
	Foam swab w/o media
	8 hrs
	8 hrs
	Reject
	Swabs containing incorrect transport media 

	
	1 ml aspirate
	None
	Aspirate
	8 hrs
	8 hrs
	1 month @ <

-70°C
	


Specimens should be tested as soon as possible after collection. If transport is required, the following Transport Media is recommended and has been tested and shown not to interfere with the performance of the test:
· Hank’s Balanced Salt Solution

· M5 Media

· Saline

Collection: 

1. Nasal swab: 

· Insert the sterile swab into the nostril that presents the most secretion under visual inspection.  

· Using gentle rotation, push the swab until resistance is met at the level of the turbinate (less than one inch into the nostril).  

· Rotate the swab a few times against the nasal wall.

2. Nasal Wash or Aspirate Sample:

a.
For older children and adults:

· With the patient’s head hyper-extended, instill about 2.5 ml of sterile, normal saline into one nostril with a syringe.  

· To collect the wash, place a clean, dry specimen container directly under the nose with slight pressure on the upper lip. 

· Tilt the head forward and allow the fluid to run out of the nostril into the specimen container.  

· Repeat for the other nostril and collect the fluid into the same specimen container.

b.
For Younger Children:

· Have the child sit in the parent’s lap facing forward, with the child’s back against the parent’s chest.  The parent should wrap one arm around the child in a manner that will restrain the child’s body and arms.

· Fill an aspiration bulb or bulb syringe with up to 2.5 ml of sterile, normal saline (depending on the size of the child), and instill the saline into one nostril while the head is tilted back.  

· Release the pressure on the bulb to aspirate the specimen back into the bulb.  

· Transfer the specimen into a clean, dry specimen container.  

· Repeat the process for the child’s other nostril and transfer the specimen into the same specimen container.

Quality Control:

1.  Internal Quality Control

The QuickVue Influenza A+B test contains procedural control features.  Document the internal control result for each sample.

	Positive Internal QC
	Negative Internal QC
	Invalid Test

	Blue procedural line present:

Demonstrates sufficient flow has occurred and the functional integrity of the strip was maintained.
	Clearing of red background:

Verifies the test was performed correctly.
	No blue procedural line at 10 minutes.

Background color interferes with interpretation of result.


Document internal control results on the appropriate log sheet and in LIS under the following codes:

	
	Positive Internal Control
	Negative Internal Control

	RIAB
	ICIP
	ICIN


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

2.  External Quality Control

· External controls may also be used to demonstrate that the reagents and assay procedure perform properly.  

· Run external controls upon the opening of each new kit.  

· To run the external controls use the control swabs provided in the test kit and use the swab procedure for testing. 
Procedure:

Nasal Swab

1. Assemble testing supplies.  Use the foam clear-capped swab for the QuickVue test.

2. Open and label one extraction tube with the patient’s ID, or label the test strip.

3. Dispense all of the extraction reagent solution from the reagent tube.  Gently swirl the extraction tube to dissolve its contents.

4. Place the patient swab with sample into the extraction tube.  Roll the swab at least three times while pressing the head against the bottom and side of the extraction tube.

5. Leave the swab in the extraction tube for one minute.

6. Roll the swab head against the inside of the extraction tube (at least three times) as you remove it.  Dispose of the used swab in accordance with your biohazard waste disposal protocol.

7. Place the test strip in the extraction tube with the arrows on the test strip pointing down.  Do not handle or move the test strip until the test is complete and ready for reading.

8. Read result at ten minutes. Do not read results after ten minutes.
Nasal Wash/ Nasal Aspirate 

1. Assemble testing supplies.

2. Open and label one extraction tube with the patient’s ID, or label the test strip.

3. Fill the dropper to the top/uppermost notch with nasal wash or nasal aspirate sample.

4. Add entire contents of the dropper to the extraction tube.  Swirl the extraction tube gently to dissolve its contents.

5. Place the test strip into the extraction tube with the arrows on the test strip pointing down.  Do not handle or move the test strip until the test is complete and ready for reading.

6. Read at ten minutes. Do not read results after ten minutes.
Procedural Notes:
· This procedure follows manufacturer’s instructions without alteration.

· If the controls do not perform as expected, repeat the test or contact Quidel Technical Support before testing patient specimens.

· The test strip must remain sealed in the protective foil pouch until use.

· Do not use any test past the expiration date listed on the outside of box.
Result Interpretation: 

	POSITIVE RESULT
	NEGATIVE RESULT
	INVALID RESULT

	Any shade of a pink-to-red test line 

AND

Appearance of blue procedural line

___________________________

Hold the test strip with the arrows pointed down.

(  If the red line is above the control line, the test results are positive for type A.  

(  If the red line is below the control line, the test results are positive for type B.
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	The appearance of only the blue procedural line at 10 minutes.
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	No blue procedural line at 10 minutes.

OR

The background color does not clear and interferes with the test reading.

Request new specimen if clinically indicated.
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Limitations:

· The contents of this kit are to be used for the qualitative detection of influenza A and B antigen from nasal swab, nasopharyngeal swab, nasal wash, and aspirate specimens.
· Failure to follow the test procedure and interpretation of test results may adversely affect test performance and/or invalidate the test result.
· Test results must be evaluated in conjunction with other clinical data available to the clinician.
· A negative test result may occur if the level of antigen in a sample is below the detection limit of the test, or from improper sample collection.  Detection limits vary between influenza strains see package insert for specific details.
· Negative test results are not intended to rule out other non-influenza viral infections. 
· Positive test results do not rule out co-infections with other pathogens or  identify specific influenza A virus subtypes.
· Children tend to shed virus more abundantly and for longer periods of time than adults. Therefore, testing specimens from adults will often yield lower sensitivity than testing specimens from children.
· Positive and negative predictive values are highly dependent on prevalence. False negative test results are more likely during peak activity when prevalence of disease is high. False positive test results are more likely during periods of low influenza activity when prevalence is moderate to low.
· Individuals who received nasally administered influenza A vaccine may have positive test results for up to three days after vaccination.
· Monoclonal antibodies may fail to detect, or detect with less sensitivity, influenza A viruses that have undergone minor amino acid changes in the target epitope region.
· If differentiation of specific influenza A subtypes and strains is needed, additional testing, in consultation with the state or local public health department, is required.
Reporting Results:

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

 Reporting Template:
	Hospital
	HSERO
	
	FastCare North
	FCN
	
	Plainview
	PLAIN
	
	Spring Valley
	SV

	SE Clinic
	GSERO
	
	FastCare South
	FCS
	
	Preston
	PSTN
	
	Stewartville
	STEW

	Byron
	BYRON
	
	NW
	NW
	
	St Charles
	SC
	
	Wanamingo
	WNMG

	Chatfield
	CHAT
	
	Pine lsland
	PINE
	
	Skyway
	SKY
	
	
	


Expected Values:
Negative                        
Report Caveat: Influenza Type A: 

                          This test can not distinguish influenza A virus subtypes.  

                          This test cannot distinguish influenza infections caused by 

                          novel influenza A viruses versus seasonal influenza A viruses.

                          Influenza A and B: 

                          A negative result does not exclude influenza virus infection.  

                          The sensitivity of this assay has been shown to range between 

                          [10-70%] for the detection of novel influenza A (H1N1) virus and

                          between [20-100%] for seasonal viruses. If influenza has been 

                          identified in your community, a diagnosis of influenza should 

                          be considered based on a patient's clinical presentation and 

                    empiric antiviral treatment should be considered, if indicated.
Alternate Method/Referral of Specimens:

Refer testing to SE Clinic, Hospital or Mayo Medical Laboratory.
References:  
Quidel package insert 10/10, Quidel Corporation www.quidel.com.  For technical support call 1-800-874-1517
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:

Attachments:

..\FORMS & LOGS\LOG-FLUAB QC-SE CLINIC.doc
..\FORMS & LOGS\LOG-FLUAB-SE CLINIC.xls
..\FORMS & LOGS\Log- Kit QC log Branch.xls
..\FORMS & LOGS\Log- Kit QC FastCare.xls
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