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I.
PURPOSE  

The QuickVue In-Line Strep A test allows for the rapid detection of Group A Streptococcal antigen directly from patient throat swab specimens.  The test is intended for use as an aid in the diagnosis of Group A Streptococcal infection.
Group A Streptococcus is the most significant cause of pharyngitis.   Early diagnosis and treatment of Group A streptococcal pharyngitis has been shown to reduce the severity of symptoms and serious complications such as rheumatic fever and glomerulonephritis.

II.
SPECIMEN 

A. The sterile rayon-tipped swabs supplied with this kit are the only swabs to be used for specimen collection.  These special swabs have green print on the paper wrapper and green shafts.

B. Collect throat swab specimens by standard clinical methods. 

C. Rub the swab on the back of the throat, on the tonsils, and in any other area where there is redness, inflammation or pus.
D. Be careful not to touch the tongue, sides or top of the mouth with the swab.
E. The swab specimens should be processed as soon as possible after collection.  Swabs can be held in any clean, dry plastic tube or sleeve up to 4 hours at room temperature (15-30 oC or 59-86 oF) or 24 hours refrigerated (2-8oC or 35-46 oF) before processing.
III.
SAFETY

When performing test procedures, all personnel shall utilize good judgment in protecting themselves, their patients, and co-workers by practicing the following safety procedures:

A.
Always practice standard (universal) precautions.  This is the practice of regarding all blood and body fluids as contaminated.   Care must be taken to protect the health of both yourself and those around you.  

B.
Wash hands routinely using soap to create foam and friction, and rinse thoroughly with warm water.  Wash hands immediately after contact with body fluids or items exposed to body fluids and after removal of disposable gloves.

C.
Cover bleeding or oozing wounds with gauze or Bandaids.

D.
Wear lab coat and disposable gloves when:

1.
Handling body fluids.

2.
Obtaining oral specimens

3.
Touching surfaces, materials, or objects exposed to body fluids.

E.
Wear glasses or goggles to protect eyes from splatter when appropriate.

F.
Use disposable materials such as sterile gauze, paper towels, and cotton balls.

G.
Dispose of materials (gauze, paper towels, and swabs) contaminated with blood or other body fluids carefully.  Place in red biohazard waste bags only.

H.
Clean surfaces contaminated with blood or body fluids as follows.

1.  
Wearing disposable gloves, thoroughly flood the work area with a disinfectant such as freshly prepared 10% bleach, wexcide, or 70% ethanol.

2.
Wipe the work surface with a paper towel or other absorbent material and allow to dry.

I.
If exposure to blood or body fluids occurs, wash the exposed body site well with soap and water.  Immediately report the incident to either the site coordinator or other responsible individual.  The site coordinator or other responsible individual must initiate the appropriate follow-up procedure.  Refer to the procedure in the laboratory Bloodborne Pathogens policy for exposure to blood and body fluids.

IV.
MATERIALS
A.
QuickVue In-Line Strep A Test 25 Test Kit (Quidel Corp., catalog # 00343)

1.
Individually packaged Test Cassettes (25)
2.
Extraction Solution Bottles – 4M Sodium Nitrite and 0.2 Acetic Acid inside glass ampule.  Warning – Severe eye irritant


3. Individually packaged sterile rayon-tipped swabs on solid green shafts

4. Positive Control  Swab:  heat-inactivated Group A Streptococcus
5. Negative Control Swab:  heat-inactivated Group C Streptococcus
6. Extraction kit.


B.
Materials required but not supplied in test kit

1. Latex or vinyl gloves

2. Timer


C. Controls (to be ordered separately if it is necessary to supplement the controls included in the kit)
1. Positive and Negative control swabs. (Quidel Corp., catalog # 00345)

2.
Positive and Negative liquid control. (Quidel Corp., catalog # 00354)
V.
QUALITY CONTROL

A.
Built in procedural control

1.
The QuickVue In-Line Strep A test contains built-in control features.  Document the result of this control for each sample tested each day on the patient test log to confirm the integrity of each test result.

2.
A control of the extraction procedure is provided by a color change from clear to green as the extraction solutions are mixed.  The color change is an indication of extraction reagent integrity and is also an indication tha the extraction procedure was correctly performed.

3. The two-color result format provides a clear-cut readout for positive and negative results.  The appearance of a blue Control Line next to the letter “C” provides several forms of control.  First, detection components for the specimen and internal control are processed concurrently using identical procedures; therefore, the appearance of the Control Line ensures that functional activity of the detection component is maintained.  Secondly, the appearance of the Control Line also ensures that the foil pouch integrity has been maintained and the Test Cassette has been stored in such a manner as not to compromise its functionality.  Third, the appearance of the Control Line indicates that proper volume of fluid entered the Test Cassette and capillary flow occurred.  This would indicate that the Test Cassette was assembled properly, by acting as a check for all membrane interfaces and proper positioning of components.  If the Control Line does not develop within 5 minutes, the test result is invalid.

4. A negative background control is provided by the clearing of background color in the Result Window and indicates that there were no immunological interfering substances in the specimen.  This area should be white to light pink within 5 minutes and not interfere with the reading of the test result.  If background color remains in the Result Window, which interferes with your ability to read the test result, your result may be invalid.  In this case, contact Quidel Technical Support.

B.
External positive and negative controls

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

2. Quidel recommends that positive and negative controls be run every 25 tests.  If less than 25 tests are performed on a monthly basis, run positive and negative controls once per month.  If more than 25 tests are performed on a monthly basis, run a positive and negative control every 25 tests.
3. Run a positive and negative control with each new lot number of test kits.

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

5. Positive and Negative Swabs are supplied in the kit.

6. Continue with the assay as instructed in the Test Procedure Section.

C. Test procedure for external liquid control

1. Vigorously shake the control solution bottle.

2. Hold the bottle vertically and place one free falling drop of liquid control on a sterile rayon-tipped swab provided in the kit.

3. Insert the swab into the swab chamber of the test cassette.

4. Continue at step #2 of the test procedure.

VI.
PROCEDURE:   
A. Step by step procedure:

1. Remove the Test Cassette from foil pouch and place on a clean, dry, level surface.  Using the notch at the back of the chamber as a guide, insert the swab completely into the Swab Chamber.

2. Squeeze once to break the glass ampule inside the extraction solution bottle. 

3. Vigorously shake the Bottle five times to mix the solutions.  Solution should turn green after the ampule is broken.  Solution must be used immediately.

4. Remove the cap.  Quickly fill the chamber to the rim (approximately 10 drops).

5. Begin timing.  If liquid has not moved across the Result Window in 1 minute, completely remove the swab and re-insert.  If liquid still does not move across, retest with a new specimen, Test Cassette and Extraction Solution Bottle.  The Test Cassette should not be moved until the assay is complete.

6. Read results at 5 minutes.

B. Interpretation of Results:

1. Positive result – the appearance of any pink-to-purple line next to the letter ”T” in the Result Window, along with a blue Control Line next to the letter “C”, means that the test is positive for Group A Streptococcus.

2. Negative result – the appearance of only the blue Control Line next to the letter “C” in the Result Window means that the test is negative.  A negative QuickVue result means that the swab is presumptive negative for Group A Streptococcus.

3. Invalid result – if the blue control line does not appear next to the letter “C” at 5 minutes, the test is considered invalid, and the test result cannot be used.  If this occurs, retest using a fresh swab and a new QuickVue test cassette.  Document the invalid result on the patient test log and initiate the appropriate corrective action.

4. Refer to the procedure card for a photographic example of test results.

C. Documentation of Results:

1. Positive and Negative Controls:  Record the lot number, expiration date, expected result and manufacturer on the QC log sheet.

2. Strep A kit:  Record the lot number, expiration date, and manufacturer on the QC log sheet.

3. Document the results of the external positive and negative controls on the QC log sheet.  Document if the internal control bar was observed or not for each control on the QC log sheet.
4. Document the individual patient result and the result of the internal control on the daily patient test log.  Transcribe the test result to the patient chart.

D. Proficiency Testing Survey Procedure.  
This procedure must be followed to ensure accuracy with the QuickVue test on Proficiency Survey swab specimens because Proficiency Testing swab tips are smaller in size than the swabs provided for use with the kit.
1. Place a clean tube from the Extraction Kit in a test tube rack.

2. Squeeze to crush the glass ampule inside the Extraction Solution Bottle as described in the Test Procedure Section.

3. Dispense 8 drops from the Extraction Solution Bottle into the tube.  Place the proficiency swab into the tube and pressing slightly as it is withdrawn from the tube.  Discard the swab.

4. Fill the Disposable Dropper to the fill line with the solution from the tube and add the contents into the Test Cassette Swab Chamber.

5. Read the result at 5 minutes.  See Interpretation of Results Section.

E. Technical Assistance:  For help with problems and questions call Quidel’s Technical Support number, 1-800-874-1517

VII.
PROCEDURAL NOTES
A. Do not use beyond the expiration date printed on the outside of the box.

B. The test cassette must remain sealed in the protective foil pouch until just prior to use.

C. The Extraction Solution Bottle contains an acidic solution.  If the solution contacts the skin or eye, flush with large volumes of water.

D. The Extraction Solution Bottle contains glass, break cautiously.

E. If the Extraction Solution Bottle is missing the glass ampule, or the solution is green prior to breaking of the ampule, discard and use another Extraction Solution Bottle.

F. Gloves should be worn when handling human samples

G. Do not use the extraction solution if it is green prior to breaking the ampule.

H. Only the swabs provided in the kit are to be used.

VIII.
LIMITATIONS OF PROCEDURE
A.
The contents of this kit are for the qualitative detection of  Group A Streptococcal antigen from throat swabs specimens only.  Failure to follow the test procedure and interpretation of test results may adversely affect the performance and/or produce invalid results.

B. Respiratory infections, including pharyngitits, cn be caused by Streptococcus from serogroups other than group A as well as other pathogens.  The QuickVue In-Line Strep A test will not differntitate asymptomatic carriers of Group A Streptococcus from those exhibiting Streptococcal infection.  In rare cases, test specimens heavily colonized with  Staphylococcus aureus (>1010) can yield false positive  results.
C. Test results must always be evaluated with other data available to the health care provider.  A negative test result might occur if the level of extracted antigen in a sample is below the sensitivity of the test.  Additional follow-up testing using the culture method is recommended if the QuickVue test result is negative.
IX.
REFERENCES:

Package insert, QuickVue In-Line Strep A Test, Quidel Corporation, San Diego, CA. 
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