Clinical Laboratory                                                              
COAG-720
Alamance Regional Medical Center                  
Effective Date: 5/4/2007
Burlington, NC 27215


TITLE: Screening Test for Fibrin (ogen) Degradation Products

                    Thrombo-Wellcotest (Serum)
PRINCIPLE / PURPOSE: Thrombo-Wellcotest is a rapid latex agglutination test capable of detecting the presence of all major breakdown products of fibrin or fibrinogen.  The sensitivity of the latex reagent is adjusted so that, in the presence of FDP concentration of 2 µg (fibrinogen equivalent) per mL or greater, the latex particles clump together, giving macroscopic agglutination.

SCOPE: This procedure provides instruction on performing FDP screening using the Thrombo-Wellcotest.
SPECIMEN:
Patient Preparation: None
Type: Collect 2 mL whole blood by venipuncture into FDP collection tubes.  Mix and allow to stand at room temperature or 37(C for 30 to 60 minutes or until clot retraction is complete and a few drops of serum are visible in the tube.  Centrifuge at 3000 to 5000 RPM for 5 to 10 minutes and remove the serum for testing.  The serum may be slightly hemolyzed.  This will not affect the test results.
The serum may be stored at 2 - 8(C for up to a week or at -20(C for longer periods before testing.  
Handling Conditions: For additional information on proper specimen collection, refer to the “Laboratory Specimen, Collection, Handling, and Transportation Manual”.

EQUIPMENT AND MATERIALS:

Materials:
 Provided in kit:

1. Sample collection tubes

Tubes contain soya bean trypsin inhibitor (approximately 3600 NF units/tube) and Bothrops altrox venom (>10 µg/tube).  Each tube will draw 2 mL of whole blood.  The blood will clot in this tube.

2. Test slide

1 slide with 6 rings to test 3 samples

3. Disposable pipettes

4. Disposable mixing rods
5. Rubber bulb
6. Latex suspension

3 mL of a 0.75% suspension of polystyrene latex particles coated with sheep anti-FDP globulin in glycine saline buffer containing a 0.1% sodium azide and 0.4% Micr-o-protect®.

7. Positive control serum

1 mL of human serum (non reactive for HBsAg and antibodies to HIV types 1 and 2 (HIV-1 and HIV-2) and HCV), diluted in glycine saline buffer containing 0.1% sodium azide.
8. Negative control serum

1 mL of human serum (non reactive for HBsAg and antibodies to HIV types 1 and 2 (HIV-1 and HIV-2) and HCV), diluted in glycine saline buffer containing 0.1% sodium azide.
9. Glycine saline buffer

40 mL of pH 8.2 buffer containing glycine, NaCl, NaOH, sodium azide and DIH2O

Not provided:

1. 12 x 75 glass tubes

2. Timer

CALIBRATION:


No calibration is necessary for this test system.
QUALITY CONTROL:
1. Perform both a positive and negative control with each batch of tests performed. Controls are run by the tech that is performing the tests. Document results appropriately.  

2. If controls do not give the proper reaction, do not report test results.  Verify expiration dates, repeat the test, and if necessary, open a new kit.

If the test cannot be performed in the laboratory due to quality control problems, send the test to the reference laboratory.
3. Record results for QC into the LIS.

4. Parallel test each new kit lot or shipment with the previous kit lot using known patient positive and negative serum.  Document appropriately.

5. Weekly and monthly QC is reviewed by the Section Leader or designee.                 Corrective actions are documented appropriately.
PROCEDURE:
1. Ensure that the serum to be tested is free of cells and fibrin.  

2. Prepare patient serum dilutions and mix:

a. Label two glass tubes 1 and 2 respectively

b. Using the graduated dropper provided with the bottle of buffer, place 0.75 ml of glycine saline buffer in each test tube.

c. Using one of disposable pipettes with the bulb provided, add five drops of serum to test tube 1 (approximate 1:5 dilution) and one drop to test tube 2 (approximate 1:20 dilution).

d. Mix the contents of each tube.

e. Rinse the disposable pipette with a little water or saline and then use it to transfer one drop of each dilution to the test card.

f. Add one drop of undiluted positive and negative control to test card in designated positions.

3. Mix the latex suspension manually by shaking vigorously or with the vortex mixer.

4. Add one drop of latex suspension to each position on the glass slide.

5. Mix each sample with the latex suspension using a different stirring rod for each sample.  Spread each pool of liquid to fill the circle.

6. Rock the slide gently for exactly two minutes, while looking for macroscopic agglutination.  Do not read results after two minutes.  If the reaction is allowed to continue for longer, false results may occur due to drying of the mixture on the slide.
CALCULATIONS: No calculations are necessary for this test.
INTERPRETATION & REPORTING RESULTS:
1. Interpretation of results: FDP results are expressed as µg/mL FDP present.

	Dilution

1:5
	Dilution

1:20
	Result
	Report in 

LIS

	Negative


	Negative
	Negative

<10
	Neg

	Positive


	Negative
	Positive

>10 <40
	PN



	Positive


	Positive
	Positive

>= 40
	Pos



	Negative


	Positive
	Impossible.

Retest.
	Do not report.


2. 
Reference Ranges: Normal Range: 2.1 to 7.7 µg/mL or negative.
3. Procedures for Abnormal Results: Call FDP >40 to nurse or physician and properly document information into the LIS.
Reporting  Format: Results are reported in µg/mL.
PROCEDURE NOTES: 
1. Blood clotting without enzyme inhibitor is unsuitable for FDP testing.

2. Blood clotting must be complete in the collection tubes.

3. The presence of rheumatoid factor may interfere with the test and cause false high results.

RELATED PROCEDURES: none
LIMITATIONS OF THE PROCEDURE: The presence of rheumatoid factor may interfere with the test and cause falsely high results.  
SUPPLEMENTAL MATERIALS/ADDENDUM: Package Insert
REFERENCES:
Detection of Fibrinogen Degradation Products Handbook, Burroughs Wellcome, Research Triangle Park, N.C., 1986.

Erikson, C. et al, “Evaluation of Methods for the Detection and Quantitation of Serum Fibrin/Fibrinogen Degradation Products,” American Journal of Clinical Pathology, 58:394, 1972.

Product Insert, Thrombo-Wellcotest, Remel Europe Ltd., Clipper Boulevard West, Crossways, Dartford, Kent, DA2 6PT., UK, January 2013.
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