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A.   To be able to perform the procedure for the D-Dimer


1.  Purpose of Test



a.  Elevated levels of D-Dimer found in clinical conditions 



as deep vein thrombosis, pulmonary embolism, DIC, also 



during pregnancy which may indicate complications


2.  Specimen collection requirements, handling, and storage



a.  No special patient prep



b.  Anticoagulant 3.2% (3.8%) Sodium Citrate in 9:1 ratio



c.  Collect in 2.7 or 4.5 mL blue top tube



d.  Test within two hours, not to exceed four hours



e.  Transfer plasma if not within 30 mins



f.  Freeze plasma immediately in 0.5 mL alizuots if testing 



is delayed, thaw rapidly at 37 degrees C



g.  Whole blood specimens are centrifuged 2500xG at 15 



mins


3.  Reagents



a.  ThromboScreen D-dimer Latex Reagent



b.  Positive D-dimer Control Plasma – Reconstitute with 



0.2 mL normal saline



c.  Negative D-dimer Control Plasma – Reconstitute with 



0.2 mL normal saline



d.  All reagents and controls should be stored at 2 – 8 



degrees C


4.  Materials



a.  Mixing sticks



b.  Test cards



c.  Pipettes for 20, 100, 200 uL volumes and pipette tips



d.  3 mL test tubes



e.  Timer and rocker



f.  12 x 75 mm test tubes


5.  Quality Control



a.  Controls are run for each shift or when a new lot 



changes


6.  Procedure



a.  Bring reagents and samples to room temp – 10 mins



b.  Add 0.2 mL Saline Solution to each negative and 



positive control vial



c.  Stand for 10 – 15 mins, mix gently



d.  Agitate latex for 5 seconds before use



e.  Qualitative Method




(1)  Place 20 uL os patient specimen and controls in 




separate circles on card




(2)  place 20 uL of latex suspension in circle with 




above




(3)  Mix sample and latex together with mixing stick, 




place on rotator, set timer for three mins




(4)  Read agglutination between 180 and 200 




seconds.  Compare (+) or (-) agglutination with 




controls.  If qualitative only no further testing is 




needed.  If more testing do following.



f.  Semi-quantitative Method – Performed on positive 



patient samples only




(1)  Serially dilute 100 uL sample 1:2, 1:4, 1:8 with 




100 uL of saline using small test tubes




(2)  Mark positions of dils on test card and mix with 




latex suspension.   Use table in OI to determine 




results concentration


7.  Interpretation of Results



a.  Expected value is <250ng/mL.  If result is positive, 



then serial dilution is performed and reported as semi-



qualitative results.


8.  Procedural Notes



a.  60 – 70 % positive samples expected for suspected 



DVT



b.  Do not confuse white flakes which show in a small 



number of samples as agglutination



c.  Higher D-dimer concentrations will show more 



pronounced agglutination


9.  Limitations



a.  Negative D-dimer does not completely rule out 



thrombosis



b.  Agglutination with some samples may occasionally 



occur due to non-specificity



c.  False positive can occur in presence of RF
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