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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D5014 GENERAL IMMUNOLOGY

CFR(S): 493.1208

If the laboratory provides services in the subspecialty of General immunology, the
laboratory must meet the requirements specified in 493.1230 through 493.1256, and
493.1281 through 493.1299.

This CONDITION is not met as evidenced by:

. Based on qualify control records reviewed as documentation of corrective actions
and interview with staff during an on-site revisit, the laboratory failed to ensure Anti-
HBSAQg testing included 2 levels of quality control that could be accurately measured
by the Roche immunoassay instrument. See D5447. .



