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Purpose:

To describe the procedure for performing Sekisui OSOM Mono Test.

Clinical Utility:

Used for the qualitative detection of infectious mononucleosis heterophile antibodies as an aid in the diagnosis of infectious mononucleosis.
Policy:


Staff with documented training and competency may perform this task.


Principle:

The OSOM Mono Test uses color immunochromatographic dipstick technology with bovine erythrocyte extract coated on the membrane. In the test procedure, whole blood is mixed with the Diluent. Then the Test Stick is placed in the mixture and the mixture migrates along the membrane. If the specific IM heterophile antibodies are present in the sample, it will form a complex with the bovine erythrocyte extract conjugated color particles. The complex will then be bound bovine erythrocyte extract immobilized on the membrane and a visible blue Test line will appear to indicate a positive result.

Reagents and Materials:

1. Test Kit containing:

· [image: image2.jpg]Test sticks

· Test tubes

· Transfer pipettes

· Capillary tubes and bulbs           Store at room temperature

· Diluent

· Positive control

· Negative control

2. Timer

Warnings and Precautions:

1. Use of Universal Precautions is required.

2. Diluent and controls contain sodium azide which may react with lead or copper plumbing to form potentially explosive metal azide. Flush with large quantities of water.

3. 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:

	MSPOT


	50 uL
	None
	EDTA whole blood 
	24 hours
	24 hours
	NA
	QNS, clotted

	MSPOT

FCMS
	50 uL
	None
	Finger stick whole blood
	NA
	NA
	NA
	Capillary not filled completely

	MSPOT
	50 uL


	None
	Serum or heparinized plasma
	24 hours
	48 hours
	3 months
	Specimen too old or stored improperly


Quality Control:

External QC:

1. Positive and Negative controls are provided in each kit.

2. Hospital & SE Clinic: 
· Whole blood (waived): Run positive and negative controls with each new lot or shipment, with each newly trained operator.

· Serum or plasma (non-waived): Run positive and negative controls with each new lot or shipment, with each newly trained operator, or at least every 30 days, whichever is most frequent (as required by patient testing volumes).

3. Branch Clinics: Whole Blood: run both controls with each kit. Serum: run controls each day of patient testing.

4. Add one free-falling drop of control to the Test Tube and proceed in the same manner as with a patient sample.

Internal QC:

1. Red Control Line is an internal positive procedural control. 

· The Test Stick must absorb the proper amount of test material and be working properly for the red Control Line to appear.

· If the red Control Line does not appear, the test may be invalid. Repeat test. Contact Sekisui if problem continues.

· Document in LIS under ICMP as acceptable.

2. A clear background is the internal negative control.

· Clearing of the background demonstrates that the test has been performed correctly and the Test Stick is working properly.

· If the background does not clear and interferes with the test result, the test may be invalid. Repeat test. Contact Sekisui if problem continues.

· Document  in LIS under ICMN as acceptable

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

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

New Reagent Lots:

1.
New lots or shipments of reagents are checked against old reagent lots with suitable reference material and/or patient samples before or concurrently with being placed into service if serum/plasma testing is performed.

Collecting finger stick whole blood samples:

1.
Hold capillary tube horizontally and touch end of tube to drop of blood on patient’s finger. Fill capillary completely to red line.

2
Place small end of black bulb onto capillary tube.

3.
Place fingertip over the opening on the bulb.

4.
Squeeze bulb to dispense all of sample into Test Tube. Continue with #2 below.

Procedure:

Note: Samples must be at room temperature prior to testing.

1.
Add one drop of serum, heparinized plasma, or EDTA whole blood to Test Tube. (See Procedural notes above for finger stick samples).

2.
Slowly add 1 drop of Diluent to the bottom of the Test Tube.

5. Mix.

6. Remove Test Stick from container. Recap container immediately.

7. Place absorbent end of Test Stick into the treated sample.

8. Leave Test Stick in Test Tube.

9. Read result at 5 minutes. Positive results may be read as soon as the red Control line appears.

Procedural Notes:


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

1. Positive Result: Blue Test line and a red Control line. The blue line may be any shade of blue.

2. Negative Result: Red Control line but no blue Test line.

3. Invalid Result: No red Control line or background makes reading the red Control line impossible.

4. A blue or red line, which appears uneven in color density, is considered a valid result.

	Test Stick
	Positive
	Negative
	Invalid

	Red Control Line 
	Present
	Present
	Absent

	Blue Test Line 
	Present
	Absent
	Present or Absent

	Clear Background
	Present
	Present
	Absent
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Limitations:

	
	Interference

	Hemolysis
	No

	Lipemia
	No

	Icterus
	No


1.
Mono Test results must be used as an adjunct to other clinical information available to the provider.

2.
A negative Mono Test result may be obtained from patients at the onset of the disease due to heterophile antibody levels below the sensitivity of the test kit. If symptoms persist, the test should be repeated.

3.
Some segments of the populations with acute IM are heterophile antibody negative.

Reporting Results:

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

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

	FastCare N
	FCN
	
	FastCare S
	FCS
	
	Skyway
	SKY
	
	
	


Expected Values:

1.
A heterophile antibody response is observed in approximately 80-90% of adults and children with EBV-caused IM. This percentage drops to approximately 50% for children under 4 years of age.

2.
The highest incidence of symptomatic IM occurs during late adolescence (15-24 years).

Alternate Method/Referral of Specimens:


Send specimens to Hospital or SE Clinic Laboratory.

References:


Sekisui Diagnostic OSOM Mono Test package insert, 6/2011.

CAP/COLA Standards:

LSV.46210, 46250
Quality Control for qualitative antigen/antibody testing

IMM.33150

Checking new lots/shipments of reagents

IMM.33300

Cross use of kit components

IMM.34270

Controls tested in same manner as patients

IMM.33930

Documentation of controls

IMM.34120

Daily QC-non-waived tests

COLA QC 10 

Manufacturer’s instructions for use of reagents, controls, and kit followed

COLA QC 12 

Controls run in the same manner as patients

COLA QC17 
Qualitative testing- positive and negative controls run each day of patient testing (if study has not been done to prove stability of controls)
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	Dr Durga Vege
	1/2008
	J Vaughan
	1/2008
	New test methodology; Clearview Mono Test discontinued

	Dr Durga Vege
	1/2009
	J Vaughan
	1/2009
	Annual Review

	Dr Durga Vege
	1/4/2010
	J Vaughan
	12/30/2009
	Updated format; Main Clinic to SE Clinic; added Clinical Utility & Procedure Notes; updated QC

	Dr Durga Vege
	9/27/2010
	J Vaughan
	9/9/2010
	Updated External Controls & Internal Controls

	Dr Durga Vege
	3/14/2011
	J Vaughan
	3/3/2011
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	Dr Durga Vege
	8/1/2011
	J Vaughan
	7/20/2011
	Updated External QC #2; New Reagent Lots and CAP standards & References

	Dr. Jeremy Gibson
	8/17/2012
	J Vaughan, C Yuza
	8/1/2012
	Changed Genzyme to Sekisui; updated Reference.  Added convenience care templates.

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


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

Attachments:

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