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Cumulative Detection of PBC Patients with
Sequential Testing for Additional Antibodies

IFA Patterns Characteristic of PBC

ABSTRACT

Objective: Evaluate the performance of newly developed ELISA to detect autoantibodies to sp100,
the major antigen responsible for the nuclear dot pattern seen in some patients with primary biliary
cirrhosis.

Methods: A new ELISA (INOVA Diagnostics, San Diego, CA) was used to detect anti-sp100
antibodies in a combined cohort of 273 patients with primary biliary cirrhosis (PBC), PBC/AIH, or
suspected PBC and in 177 normal and disease control patients from several clinical centers. Sera
from one center (HJW) were also screened for the presence of gp210 antibodies (Quanta Lite™ gp210
ELISA, INOVA Diagnostics, San Diego, CA) and anti-mitochondrial antibodies (AMA) by IFA. In
addition, a cohort of 51 sera (CVM) identified with nuclear dot-like patterns consistent with sp100 or
p80 (coilin) were tested for sp100 and gp210 antibodies.

Results: Anti-sp100 antibodies were detected in approximately 27% (74/273) of the PBC patients by
sp100 ELISA and in 1.7% (3/178) of the non-PBC patients. All 3 reactive non-PBC patients were
clinically diagnosed SLE patients. Determination of the presence of AMA, sp100, and gp210
antibodies in one cohort, identified PBC patients who were positive for only one of the 3 analytes.
Twelve of 51 sera with nuclear dot-like patterns identified by routine screening were found to be sp100
positive. One of the 12 positive sp100 specimens was also positive for AMA and M2 antibodies and
one had M2 (but no AMA) antibodies. Follow-up of these patients found that patients had been
diagnosed with a variety of conditions, but none specifically with PBC.

Conclusions: While the presence of anti-sp100 antibodies had a relatively low sensitivity for PBC
(27%), detection of anti-sp100 antibodies by ELISA was highly specific (98.3%) for PBC. The only
non-PBC disease sera showing significant sp100 reactivity was SLE (8.3%, 3/36). The use of sp100
and gp210 ELISAs identified PBC patients which were negative for AMA antibodies. The availability
of the sp100 ELISA assay will allow more extensive assessment of the diagnostic and prognostic role
of anti-sp100 antibodies in PBC.
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