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Antibodies performed :

Peripheral Blood

No flow cytometric evidence of PNH.

No evidence of aberrant loss of GPI-linked markers tested.

Granulocytes- No decreased/absent expression of CD157 and FLAER.
Monocytes- No decreased/absent expression of CD157 and FLAER.

Methodology:
FLAER reagent and antibodies directed against CD157, as well as CD45, CD15, and CD64 (for gating) were used for flow cytometric
assessment of glycophosphatidylinositol (GPI)-linked molecules.  Reported percentages within different blood cell populations are
based on the scattergram of CD45, forward scatter, side scatter, and phenotypic cluster analysis.  This high-sensitivity assay can
detect as few as 1 in 10,000 GPI-deficient neutrophils in a mixed population and can be used for sequentially monitoring disease
levels in patients with paroxysmal nocturnal hemoglobinuria (PNH).  PNH cells are seen in <.003% of normal neutrophils.
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This test was developed and its performance characteristics determined by Warde Medical Laboratory.  It has not been cleared or approved by the U.S. Food and Drug
Administration.  The FDA has determined that such clearance or approval is not necessary.
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No flow cytometric evidence of PNH.                                           

                                                                              

Comment                                                                       

:                                                                             

No evidence of aberrant loss of GPI-linked markers tested.                    

                                                                              

Granulocytes- No decreased/absent expression of CD157 and FLAER.              

Monocytes- No decreased/absent expression of CD157 and FLAER.                 

                                                                              

Methodology:                                                                  

FLAER reagent and antibodies directed against CD157, as well as CD45, CD15,   

and CD64 (for gating) were used for flow cytometric assessment of             

glycophosphatidylinositol (GPI)-linked molecules.  Reported percentages       

within different blood cell populations are based on the scattergram of CD45, 

forward scatter, side scatter, and phenotypic cluster analysis.  This         

high-sensitivity assay can detect as few as 1 in 10,000 GPI-deficient         

neutrophils in a mixed population and can be used for sequentially monitoring 

disease levels in patients with paroxysmal nocturnal hemoglobinuria (PNH).    

PNH cells are seen in <.003% of normal neutrophils.                           
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