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REFERENCES:
· Sekisui Diagnostics Ultra Strep A Instructions, Rev. 3096-3, 05/16.
PURPOSE:

1.
The OSOM Ultra Strep A Test is an assay intended for the qualitative detection of Group A Streptococcal antigen directly from throat swab specimens.
POLICY STATEMENT(S):

1. All appropriate safety and infection control policies will be followed in the performance of this test.

2. Patients must be identified by two identifiers according to San Bernardino County Area policy.
3. Testing can be performed by RN, LVN & MA who has passed the competency assessment for this test.  Competency for this test will be assured by the competency assessment and Direct Observation.
4. Training and certification of testing personnel will be performed by certified trainers. Testing personnel & trainers will be certified annually.
5. Employee Health will test all personnel for color vision and maintain the records in the employee's records.  Employees with diminished ability to distinguish colors cannot perform this test.

6. All swabs used for testing will be labeled with the patient's name, medical record number and the time and date of collection.

7. When a test is ordered, two swabs will be collected per the Department identified personnel based on Scope of Practice Policy.   When the test is positive, no further action is needed.   When the test is negative, the second swab will be submitted for culture.
8. Materials from a kit are to be used with that kit.  No materials are to be transferred to another kit. 
PROVISIONS/PROCEDURE:

Responsibility:
1. The Chief of Service of the Pathology Department, after consultation with representatives of SCPMG and the Hospital, will set policy for all POCT done under CLIA licenses in the San Bernardino County Area, in compliance with CLIA regulations and Joint Commission requirements.  He may delegate this to a designee; he will approve any policies thus adopted.

2. Testing will be ordered by authorized Medical Providers and performed by certified personnel. 
3. Materials will be stocked and supplied by Materials Management.

4. Quality Control will be performed per Box as it is opened by the certified testing personnel.

5. Proficiency testing if needed, will be provided by the laboratory, performed by certified testing personnel, and reviewed and corrective action taken by the lab.

6. The lab will monitor proficiency test performance and report any failures to the department administrators. The department administrators will review the reports and take any corrective action indicated.

Materials:
· In Kit:

· Test Sticks

· Test Tubes

· Sterile Swabs

· Extraction Reagent Bottles

· Positive and Negative Controls

· Not in Kit:

· Timer or Watch

· Information:
· Store materials at room temperature.  Avoid exposure to light.  Discard after expiration date.

· Kits are good until the expiration date on the box.

· Dispose of reagent & control bottles in sharps container.  
·  Discard used patient swab.

Patient Testing:

1. The provider ordering the test will put the order into Health Connect.
2. Specimen Collection: 
A. The two throat swabs will be obtained according to the departmental policy. 
B. Use the Rayon Tipped swab that comes in the Ultra Strep A test kit for the test.

C. Obtain a second specimen on a BD Transport swab. 

D. Label both swabs with patient's name, medical record number, and the date and time of collection.
E. The testing personnel will label the test tube.
3. Squeeze the Extraction Reagent Bottle to crush the ampule inside. The liquid in the Extraction Reagent Bottle should turn from pink to light yellow.  Vigorously shake the Extraction Reagent Bottle 3 to 5 times to mix the contents.

4. Add 6 drops of the Extraction Reagent to the Test Tube.

5. Immediately put the Rayon Tipped swab into the Test Tube. Vigorously mix the solution by rotating the swab forcefully against the side of the Test Tube at least ten (10) times. 

6. Let stand for at least 2 minutes.

7. Express as much liquid as possible from the swab by squeezing the sides of the tube as the swab is withdrawn.  Discard the swab in a biohazard trash.

8. Remove the Test Stick from the container; recap immediately.

9. Place the Absorbent End of the Test Stick into the extracted sample.

10. Read results at 5 minutes. Positive results may be read as soon as the red Control Line appears. Negative results must be confirmed at 5 minutes.  Do not read after five minutes. 

11. Results:

· A blue test line and a red control line is a positive result.  
· The blue line may be of any discernable shade and need not be uniform.  
· A red control line with no discernable blue line is a negative result.  
· The test is invalid if there is no red line or if a blue line is not discernable from the background color.  
· A trace of color does not invalidate the test if the blue line is still discernable.

12. If the results are negative, a culture will be performed. Order the test and send the specimen to the lab for processing.

13. Document the results in Health Connect.

14. Discard used test tubes and Test Sticks in biohazard trash.

Normal Ranges:
1. The normal for this test is negative.  There are no gradations of results.

Quality Control:
1. Internal Procedural Controls:
A.
Internal Extraction Reagent Control: When the capsule is crushed, the liquid turns from pink to light yellow.  If the color change does not occur, the mixing is inadequate or the reagents are not working correctly; do not use the reagent.
B.
Internal Positive Control: The red control line appears on the stick is the internal Procedural Control. If the red line fails to appear, the stick is not absorbing the sample properly and must be discarded.
C.
Internal Negative Control: The Clear background of the stick is internal Negative Procedural Control. If the background is not clear and the result is not discernable, the test is invalid. The interfering substance should be suspected and the stick should be discarded.
2. External Controls:

A. Positive and negative external controls are to be run with each new opened kit Box.

B. Squeeze the Extraction Reagent Bottle to crush the ampule inside. The liquid in the Extraction Reagent Bottle should turn from pink to light yellow.  Vigorously shake the Extraction Reagent Bottle 3 to 5 times to mix the contents.

C. Add 6 drops of the Extraction Reagent to the Test Tube.
D. For the external controls, vigorously mix the Control material.

E. Add 1 free falling drop of the Control from the dropper bottle into the Test Tube.
F. Place a clean swab into the Test Tube.

G. Vigorously mix the solution by rotating the swab forcefully against the side of the Test Tube at least ten (10) times. 

H. Let stand for at least 2 minutes.

I. Express as much liquid as possible from the swab by squeezing the sides of the tube as the swab is withdrawn.  Discard the swab in a biohazard trash.

J. Remove the Test Stick from the container; recap immediately.

K. Place the Absorbent End of the Test Stick into the extracted sample.

L. Read results at 5 minutes. Positive results may be read as soon as the red Control Line appears. Negative results must be confirmed at 5 minutes.  Do not read after five minutes. 

M. Record the results on the QC form.

3. Failed QC Result:
A.
A failed QC result must be repeated and resolved before performing patient testing and reporting patient results.  If a third attempt at QC fails, do no testing; contact the POCT coordinator for resolution of the problem.

Proficiency Testing:
1. Proficiency testing for the Ultra Strep A test if needed, will be done in conjunction with the proficiency testing for the Status Urine machine and the pregnancy test.

2. The laboratory will supply the specimens to be tested. Proficiency testing personnel should rotate; the testing should not be done by the same person within a one year period.

3. The laboratory will report the results, handle any corrective action indicated, and maintain proficiency records for three years.

Critical Values:
1. There are no critical values for this test.

Limitations and Interference:
1. As with all diagnostic assays, the results obtained by this test must be used only as an adjunct to other information available to the physician. 

2. The OSOM® Ultra Strep A Test is a qualitative test that detects both viable and non-viable Group A Streptococci, and may yield a positive result in the absence of living organisms.

3. The quality of the test depends on the quality of the sample; proper throat swab 
specimens must be obtained. Negative results can occur from inadequate specimen collection or antigen level, which is below the detection limit of the test.

4. The OSOM® Ultra Strep A Test should be used only with throat swab specimens. Other samples such as saliva, sputum or urine have not been established.

5. This test does not differentiate between carriers and acute infection.

6. Pharyngitis may be caused by viral or bacterial pathogens other than Group A Streptococcus.

7. If the test result is inconsistent with the clinical symptoms, a second throat swab should be collected for repeat testing.

Note: The American Academy of Pediatrics states: “Several rapid diagnostic tests for GAS pharyngitis are available. The specificities of these tests generally are high, but the reported sensitivities vary considerably. The accuracy of the Throat Culture is most dependent on the quality of the throat swab specimen. The Throat Specimen must contain pharyngeal and tonsillar secretions. Therefore, when a patient suspected of having GAS pharyngitis has a negative rapid streptococcal test, a throat culture should be obtained to ensure that the patient does not have GAS infection.
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