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Speci nen Col |l ected: 17-Jun-22 16:13

PNH, High Sensitivity, WBC | Recei ved: 17-Jun-22 16: 27 Report/Verified: 17-Jun-22 17:04
Procedure Resul t Units Ref erence | nterval

Neut rophi | PNH Det ect ed Det ect ed

Phenot ype

FLAER and CD157- 1.000H 2 % 0. 000- . 008

deficient neutrophils

Monocyt e PNH Phenot ype Det ect ed Det ect ed

FLAER and CD157- 1.000 Hf2 % 0. 000- 0. 200

defici ent nonocytes

Result Footnote
f1: FLAER and CD157-deficient neutrophils

Subopti mal nunber of events were collected for PW s. This may affect the sensitivity of the assay.
Pl ease interpret with caution.

| NTERPRTI VE | NFORMATI ON: PNH, High Sensitivity, WBC

WBC anal ysis is the nost accurate neasurenent of the PNH clone size. In this high-sensitivity assay FLAER
and CD157 are used as GPl-linked markers; CD15 (PWMNs) and CD64 (nonocytes) are used as |ineage-specific
markers. The assay was devel oped according to published guidelines (Cytonetry B din. Cytom 2010;
78:211) and as updated in 2018 (Cytonetry B Cin. Cytom 2018; 94B:49). The lower limt of quantification
is 0.02 percent for PNH PWs (based on 250,000 cells analyzed) and 0.5 percent or better for PNH
nmonocytes (based on 10,000 cells analyzed). The lower limt of detection for PNH PWs is 0.008 percent
and for PNH nonocytes 0.2 percent. For severely pan-cytopenic patients, the WBC assay sensitivity will be
much | owner.

The presence of a subclinical PNH popul ation in nyel odysplastic bone narrow di sorders, such as aplastic
anem a or refractory anem a, nay correlate with a positive i munot herapeutic response (Bl ood 2006; 107,
1308-1314).

For initial diagnosis of PNH order H gh Sensitivity RBC and WBC Panel (ARUP test code 2005006).

For delineation of RBC Types Il and IIl popul ati ons when the RBC clone size is greater than 1 percent,
order PNH, High Sensitivity, RBC (ARUP test code 2004366) .

Pati ent Retesting Reconmendations. The frequency of testing is dictated by clinical and henatol ogi cal
paraneters. Repeat testing is indicated upon any significant change in clinical or |aboratory paraneters
and is suggested at |east annually for routine nonitoring. In the setting of aplastic anenia,

internati onal guidelines recommend screening for PNH at diagnosis, and every 3 to 6 nonths initially,
reduci ng the frequency of testing if the proportion of GPl-deficient cells has renmined stable over an
initial two year period (Int J Lab Hematol 2019; 41 Suppl 1:73-81).

This test was devel oped and its performance characteristics determ ned by ARUP Laboratories. It has not
been cl eared or approved by the US Food and Drug Administration. This test was perfornmed in a CLIA
certified laboratory and is intended for clinical purposes.

f 2: FLAER and CD157-defici ent npnocytes

Subopti mal nunber of events were collected for nonocytes. This may affect the sensitivity of the assay.
Pl ease interpret with caution.

*=Abnormal, #=Corrected, C=Critical, f=Result Footnote, H-High, i-Test Information, L-Low, t-Interpretive Text, @=Performing lab
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