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I.
PURPOSE  

The OneStep+ Strep A Dipstick test (Henry Schein, Inc.) 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 polyester-tipped swabs with plastic shafts supplied with this kit are the only swabs to be used for specimen collection.  

B. Collect throat swab specimens by standard clinical methods.
C. Hold down the tongue with a depressor. 

D. Rub the swab on the back of the throat, on the tonsils, and in any other area where there is redness, inflammation or pus.
E. Be careful not to touch the tongue, sides or top of the mouth with the swab.
F. 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 (20-30 oC or 68-86 oF) or 24 hours refrigerated (2-8oC or 36-46 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.
J.
Chemical safety

1.
Extraction Reagents A and B are slightly caustic.  Avoid contact with eyes or mucus membranes.  In the event of accidental contact, wash thoroughly with water.

2.
Positive and negative controls contain sodium azide which may react with lead or copper plumbing to form potentially explosive metal azides.  When disposing of these solutions, always flush with copious amounts of water to prevent azide build-up.
IV.
MATERIALS
A.
OneStep+ Strep A Dipstick Test,  25 Test Kit (Henry Schein, Inc., catalog # 104-8802)

1.
Twenty-five (25) dipstick test strips in a container
2.
Extraction Reagent A (12 mL):  5M Sodium Nitrite  Warning – Severe eye irritant


3.
Extraction Reagent B (12 mL):  0.03 M Citric Acid
4. Twenty-five (25) Individually packaged sterile polyester throat swabs.
5. Positive Control  Swab:  heat-inactivated Group A Streptococcus
6. Negative Control Swab:  heat-inactivated Group B Streptococcus
7. Twenty-five (25) extraction tubes.
8. One procedure card

9. One instructional insert

10. One workstation


B.
Materials required but not supplied in test kit

1. Latex or vinyl gloves

2. Timer


V.
QUALITY CONTROL
A.
Internal procedure controls:  The OneStep+ Strep A test provides three levels of procedural controls with each test run.  As the test proceeds watch closely for these and document them on the test log. If any control does not perform as expected, the test is invalid and results may not be reported. In this case call Technical Service for assistance.

1.
The color of the liquid changes from pink to light yellow after Reagent B is added to Reagent A. The color change means that the extraction reagents have been mixed properly and that they are working as they should.

2.
The red control line indicates that capillary flow is working properly and that the right amount of sample has been absorbed.

3.
A clear background allows results to be read easily. It indicates that there are no interfering substances in the specimen and that the stick is working properly.


B.
External positive and negative controls

1. Only use the positive and negative controls included with the kit.  They are used to verify the function of the test sticks and extraction reagents as well as to check that proper procedure is being followed.  
2. The manufacturer 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 Technical Support (1-800-781-9384).

C. Test procedure for external control
1. Follow the instructions for the test procedure to dispense reagents A and B into the test tube.
2. Vigorously mix the control material. Add 1 free falling drop of the control from the dropper bottle into the test tube.

3. Place a clean swab into the tube and follow the instructions for test procedure to run the test.

4. Record the results of QC testing on the log. Do not use a kit for patient testing until both positive and negative controls have been run and have passed. If either control does not pass, do not use the kit to test patients. Contact Technical Service and document what was done on a Corrective Action Form.
VI.
PROCEDURE:   
A. Add 3 drops of Reagent A to the extraction tube labeled with the patient’s name or unique identifier.  The solution should be purple-to-pink in color.

B. Add 3 drops of Reagent B to the extraction tube. The solution should turn light yellow.

C. Place the throat swab specimen into the extraction tube. Rotate the swab inside the tube using a circular motion so that liquid is expressed and reabsorbed from the swab.  
D. Let the swab stand in the extraction tube for 2 minutes.  The sample may be left in the extraction tube for no more than 15 minutes.
E. Gently squeeze the swab firmly against the inside of the extraction tube to expel as much liquid as possible from the swab.  Discard the swab in a biohazard container.

F. Remove a test stick from the container and immediately recap the container. 
G. Immerse the test strip into the extraction tube with the arrows pointing toward the extracted sample solution.  Leave the test strip in the extraction tube.  Start the timer.

H. Read results in 5 minutes. Positive results may be read and reported as soon as they are visible. To confirm a negative result the complete reaction time of minutes is required.  Do not read results after 10 minutes.
I. Document results on the test log and in the client’s record.
VII.
Interpretation of Results

A. Positive:  Two pink-colored lines appear.  In addition to a pink-colored line in the control region, a pink-colored line will also appear in the test region.  The color intensities of the lines may vary.  All  lines, regardless of the intensity should be interpreted as lines.  Line color  and intensity may vary from sample to sample.  A positive esult indicates that the specimen contains Strep A antigen

B. Negative:  Only one pink-colored line appears in the control region.  No apparent pink-colored line is visible in the test region.  A negative result means that no Group A Streptococcus antigen was detected if present. Levels of antigen may be below the detection level of the test.

C. Invalid:  No pink-colored line appears in the control region.  Absence of the control line is an indication of a procedural error or possible reagent deterioration.  All lines, regardless of intensity may vary from sample to sample.  Line color and intensity may vary from sample to sample.  If this occurs repeat the test using a new sample or contact Technical Service.

Note: A pink line that appears uneven in color density is still considered a valid line. In some cases a trail of color may remain in the background. As long as the test line and control line are visible the results are valid.

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

B. Test strip, reagents, patient samples and controls must be at room temperature (20–30o C or 68-86o F) prior to testing.

C. Do not open the container until ready to perform the assay to avoid moisture condensation on the test membrane.

D. To avoid cross contamination, do not allow the tip of the reagent bottles to come in contact with throat swabs or extraction tubes.

E. Shake the reagent and control bottles before use.

F. Gloves should be worn when handling human samples.
G. 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.  This 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.
D. The accuracy of the test depends on the quality of the swab specimen.  False negatives may be result from improper sample collection or storage.
IX.
REFERENCES:

Package insert, OneStep+ StrepA Dipstick Test, Henry Schein, Inc., Melville, NY
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