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Purpose:


To describe the procedure for rapid testing of Streptococcal Group A.

Clinical Utility:

The Sekisui OSOM Ultra Strep A Test detects either viable or nonviable Group A streptococcal organisms directly from throat swabs and beta-hemolytic colonies on blood agar plates.  It is intended for use as an aid in the diagnosis of Group A streptococcal infection. 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.  
Policy:

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

Sekisui OSOM Ultra Strep A is a color immunochromatographic assay containing a highly specific and sensitive antibody to Strep A. 

Reagents and Materials:

1. Sekisui OSOM Ultra Strep A Kit:

a. Test sticks: Coated with Rabbit Anti-Group A Streptococcus

b. Extraction Reagent Bottle: (2M Sodium Nitrite, and One ampule with 0.3M Acetic Acid

c. Test tubes  

d. Positive Control (Nonviable Group A Streptococci)

e. Negative Control (Nonviable Group C Streptococci) 

2. Timer

3. Patient specimen swab (Use only Puritan swab in opaque transfer tube, contains no media)
Warnings and Precautions:

1. Use of Universal Precautions is required.
2. The Extraction Reagent Bottle contains Sodium Nitrite and may be harmful if swallowed.
3. The Extraction Reagent Bottle contains a glass ampule. Crush the glass ampule with care.

4. Warning: The Extraction Reagent Bottle contains an acidic solution that will cause skin and eye irritation. If the solution comes in contact with the skin or eyes, flush with large volumes of water.

5. If no glass ampule is inside the Extraction Reagent Bottle or the glass ampule appears to be broken before use, discard and use another Extraction Reagent Bottle.

6. Do not interchange or mix components from different kit lots.

Storage:

1. Store Test Sticks and reagents tightly capped at 15°-30°C (59°-86°F).

2. Store Extraction Reagent Bottles inside the box. Avoid exposure to light.

3. Avoid dropping Extraction Reagent Bottles as this may cause ampule breakage.

Specimen Collection and Storage:
1.
Collect throat swab specimens according to protocol. See “Throat Swab Collection” procedure. 

a.   Use rayon-tip or dacron-tip swabs with solid plastic shafts (included in kit).

b.   When swabbing the throat, do not touch the tongue, sides or top of the mouth with the swab.  

c. Rub the swab on the back of the throat, tonsils and any areas exhibiting redness, inflammation, or pus.  

2. Process swab specimens immediately after collection.

3. If only one swab is received, lightly streak the swab on a 5% sheep blood agar plate before using Sekisui OSOM Ultra Strep A test.

	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:

	GRPAR
	1 swab
	None
	Puritan

Polyester swab with plastic shaft (no media)
	<48 hrs
	< 48 hrs

(bring to room temp before testing) 
	NA
	Incorrect transport media: charcoal, agar or semi-solid transport media 

Incorrect swabs:

BBL Culture swab (red capped swabs), calcium alginate, cotton-tip, or wooden-shafted swabs

	GRACM
	1 swab
	None
	
	<30 min.
	NA
	NA
	> 30  minutes


Quality Control:

Control results are documented on the appropriate log sheet.

	Type of Control
	Level of Control
	Expected Reaction

	External
	Positive
	A blue Test Line, along with a red Control Line in the in the Result Window.

Any shade of blue Test Line in the Result Window should be interpreted as a positive result.

	External
	Negative 
	A red Control Line but no blue Test Line is a negative result.

	Internal
	Extraction Reagent Control
	The color of the liquid changes from pink to light yellow after the glass ampule is crushed and the extraction reagents are mixed. 

The color change means that the reagents have been mixed properly and are functioning properly.

	Internal
	Positive
	The red Control Line serves as an internal control. For the Test Stick to be working properly, capillary flow must occur. The Test Stick must absorb the proper amount of sample and the Test Stick must be working properly for the red Control Line to appear.

	Internal
	Negative
	A clear background serves as an internal background negative control. If the Test Stick is working properly, the background will clear and not interfere with the reading of the result.  

A test result with an interfering background should be considered invalid.  


Internal Quality Control Testing:

1. Positive and negative internal controls are run with each patient test.

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

	
	Positive Internal Control
	Negative Internal Control

	Rapid Strep 
	ICSAP
	ICSAN


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

External Quality Control Testing


Positive and negative external controls are run:

· Hospital & SE Clinic: with each new lot number or shipment of kits and with each newly trained operator.
· Branch Clinics: upon the opening of each kit.

External Control Testing Procedure:
1. Follow the instructions in the Patient Testing Procedure to step 5.  

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 Test Tube.

4. Follow the instructions in the Patient Test procedure section to test the swab.  

5. See INTERPRETATION OF RESULTS section for instructions on reading the test results.  

6. If controls do not perform as expected, do not report test results.  Repeat the test or contact Technical Assistance. Document results on the QC log sheet.

Patient Testing Procedure:

1. Label clean tube with two patient identifiers and place in a test rack. 

2. Just before testing, squeeze the Extraction Reagent Bottle to crush the ampule inside. 

a. The ampule must be crushed before proceeding to the next step.

3. Vigorously shake the Extraction Reagent Bottle 3 to 5 times to mix the contents. 

a. The liquid in the Extraction Reagent Bottle should turn from pink to light yellow.

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

5. Immediately put the 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. 

a. Best results are obtained when the specimen is vigorously extracted in the solution.

6. Let stand for 2 minutes.

7. Express as much liquid as possible from the swab by squeezing the sides of the tube as the swab is withdrawn.

8. Discard the swab.

9. Remove the Test Stick(s) from the container; re-cap the container immediately.

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

11. Read results at 5 minutes. 

a. Positive results may be read as soon as the red Control Line appears. 

b. Negative results must be confirmed at 5 minutes.

12. Discard used test tubes and Test Sticks in suitable biohazardous waste container.

Procedural Notes:
This procedure follows manufacturer’s instructions without alteration.  
Result Interpretation:

A blue or red 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.

	Result
	Expected Reaction

	Positive
	A blue Test Line and a red Control Line is a positive result. 

Note that the blue line can be any shade of blue and can be lighter or darker than the line in the picture.

	Negative
	A red Control Line but no blue Test Line is a negative result. 

· A negative result means that no Group A Streptococcus antigen was detected, or the levels of antigen in the specimen were below the detection level of the assay.

	Invalid
	The result is invalid if after 5 minutes:

· No red Control Line appears background color 

· Background color in the makes reading of the red Control Line impossible. 

In the case of an invalid result, a new patient specimen should be tested using a new OSOM Ultra Strep A test.


Limitations:

The following factors must be considered to obtain reliable results:

1. BD BBL CultureSwab interferes with patient testing, use only acceptable swab types as recommended by the manufacturer.

2. The Sekisui OSOM Ultra Strep A Test is a qualitative test for the detection of Group A Streptococcal antigen. This test 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. The use of swab specimens taken from other sites or the use of other samples such as saliva, sputum or urine has not been established.

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

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

Reporting results:

1.
Record test results on the patient log sheet. 

2. Report “Positive” or “Negative” in the LIS. 

3. If the result is “Negative,” a 24-hour culture will be reflexed in LIS. Streak one blood agar plate for isolation. 

· Hospital and SE Clinic: refer to “Group A Beta Strep Screen” procedure. 

· Branch Clinics: refer to “Plating Microbiology Specimens.”

Reporting Template

	Hospital
	HSERO
	
	Chatfield
	CHAT
	
	Plainview
	PLAIN
	
	Spring Valley
	SV

	SE Clinic
	GSERO
	
	NW
	NW
	
	Preston
	PSTN
	
	Stewartville
	STEW

	Byron
	BYRON
	
	Pine lsland
	PINE
	
	St Charles
	SC
	
	Wanamingo
	WNMG

	Fast Care North
	FCN
	
	FastCare South
	FCS
	
	Skyway
	SKY
	
	
	


Expected Values:
1. Group A Streptococci cause about 19% of all upper respiratory tract infections.  

2. Streptococcal pharyngitis is seasonal in nature with the highest prevalence found during the winter and early spring.  

3. The highest incidence of this disease is found in crowded populations such as military bases and in school-age children, and is evenly distributed between males and females.

Alternate Method / Referral of Specimens:
Alternate in house method:  Qualitative none.

Refer specimen to any OMC Laboratory

References:  

Sekisui OSOM Ultra Strep A package insert, 6/2011
CAP/COLA Standards: 

PRE 12
  
Specimen Collecting, Handling, and Storage

PRE 19   
Unique patient identifiers throughout testing phases

APM 8 
  
Control Procedures

APM 9 
  
Control Troubleshooting

APM 10  
Analytical directions

APM 15  
Normal, Reportable, and Alert (Critical) Ranges

APM 16  
Analytical Limitations

APM 18  
Reporting Results

APM 19  
Alternative or Referral of specimens

QC 10    
Following Manufacturer’s Instructions for use of Reagents, Controls, and Kits

IMM.33930
Documentation of QC

IMM.33940
QC corrective action

IMM.33950
QC Verification

	Date
	Approved By
	Revised By
	Revision

	6/07
	Medical Director
	C Yuza
	New Method

	5/08
	Dr Durga Vege, Medical Director
	C Yuza
	Revised Acceptable specimen type, Specimen rejection, Limitations, References, and added FastCare South to templates

	6/08
	Dr Durga Vege, Medical Director
	C Yuza
	Amended stability chart 

	4/15/09
	Dr Durga Vege, Medical Director
	C Yuza
	Added GRACM to specimen chart, updated logo

	Approved By
	Date
	Reviewed By/Revised By
	Date
	Revision

	Dr Durga Vege
	6/14/10
	J Vaughan, C Yuza
	2/19/10
	Updated format; references; Main Clinic to SE Clinic; specimen stability

	Dr Durga Vege
	9/27/2010
	J Vaughan
	9/14/2010
	Updated format & external QC; added Internal QC

	Dr Durga Vege
	3/14/2011
	J Vaughan
	3/3/2011
	Updated External QC

	Dr Durga Vege
	8/1/2011
	J Vaughan
	7/20/2011
	Deleted Cross Checks & updated External QC, updated CAP Standards & References

	Dr J Gibson
	8/8/12
	J Vaughan, C Yuza
	7/10/12
	Added convenience care templates, and precaution #6. Updated references, and Product name to from OSOM to Sekisui OSOM

	
	
	
	
	

	
	
	
	
	


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

..\..\MICROBIOLOGY\PROCEDURES\GROUP A BETA STREP SCREEN.doc
..\..\MICROBIOLOGY\PROCEDURES\GROUP A BETA STREP CULTURE-SE CLINIC.doc
..\..\MICROBIOLOGY\SPECIMEN COLLECTION & PROCESSING\Strep Culture Plating.doc
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