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As anticipated, the variability of MFI values, expressed as % C.V., was a function of the MFI and ranged from
~2% to ~17%. The % C.V. was highest for MFI values <5,000 and lowest for MFI| values >40,000 (Table 1;
representative examples, Figure 1A,B). Overall, there was an excellent correlation between technologists (Fig.
2) and between runs ( Fig. 3). Interestingly, the % C.V., across similar MF| ranges, was significantly different
between sera A and B for class | reactivity. The average % C.V. for serum A ranged from 3 to 6% (2,500 -
36,000 MFI) while serum B ranged from 5 t017% (1,400 — 34,000 MFI). This observation suggests that MFI
variability may also be a function of the individual serum tested as well as inherent assay factors.

Luminex-based, single antigen bead (SAB) testing for
HLA antibodies is performed world-wide. Results are
provided as Mean Fluorescence Intensity (MFI) which
approximates antibody concentration. Although MFI
was not intended as a quantitative measure and is not
part of the FDA clearance for such tests, MFI| values
have been used in clinical decision making. Thus,
understanding what constitutes a “meaningful” change FIGURE 1:
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variables, we undertook an exercise to determine the
variability of SAB testing at a single center.
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while C was a repeat of A. All technologists utilized % C.V.
the same SAB lots, same reagents and ran on the TABLE 1: Class | Class Il
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are, in part, directly related to the actual value
measured. That is, variability is highest at the lowest
MFI values and lowest at high MFI values. Such Conclusions
information is invaluable to clinicians especially when L . . L . . .

. . ‘1 P y Y Our data highlights the importance of documenting MFI variability observed in SAB testing at a single center. As
attempting to determine what “differences” in values . . _ . . . ‘r g ,
represent a statistically significant change changes in MFI values can and are used to guide clinical decisions, understanding what constitutes a “significant

y ' change is critical. For example, at a common cut-off value of 3000 MFI and a 20% C.V., values between 2,400 and

3,600 would be considered as comparable and not considered a meaningful change. In our study we demonstrated

that: 1) the % C.V. varies as a function of the MFI value; 2) there was a good correlation of MFI values between

Contact: technologists at this center; 3) the variability of MFIl values may also be a property of the serum/antibody itself.
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