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Summary Statement of Deficiencies

A recertification survey conducted on 12/02/2021-12/03/2021, found the Immuno
Laboratories Inc clinical laboratory was not in compliance with 42 CFR Part 493,
Requirements for Laboratories.

RETENTION REQUIREMENTS
CFR(S): 493.1105(3)(3)

Analytic systems records. Retain quality control and patient test records (including
instrument printouts, if applicable) and records documenting all analytic systems
activities specified in 493.1252 through 493.1289 for at least 2 years.

This STANDARD is not met as evidenced by:

Based on record review and interview, the laboratory failed to locate and retain
Specific IgG Immuno Bloodprint Applied Microarray quality control (QC) records
that established control lot values for C1, C2, C3 and C4 for the year of 2020.
Findings included: Review of Specific 1gG Immuno Bloodprint Applied Microarray
2020 QC lot records revealed mean control lot value records were not present for C1,
C2, C3 and C4 for the year of 2020. During an interview on 12/03/2021 at 11:00 AM,
the technologist stated that the previous laboratory supervisor would establish Specific
1gG Immuno Bloodprint Applied Microarray QC lot values and did not retained the
documents. During an interview on 12/03/2021 at 12:30 PM, the laboratory supervisor
confirmed that Specific 1IgG Immuno Bloodprint Applied Microarray control |ot
valuesfor C1, C2, C3 and C4 were missing for 2020.

EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(S): 493.1236(c)(1)

At least twice annually, the laboratory must verify the accuracy of any test or
procedure it performs that is not included in subpart | of this part.



This STANDARD is not met as evidenced by:

Based on lack of records and General Supervisor (GS) interview, the laboratory failed
to verify the accuracy of testing methods at |east twice annually for Candida Specific
Immunoglobulin G (IgG) and for Candida Antibody |mmunodiffusion tests for 2 out
of 2 yearsreviewed (2020-2021). Findings included: -Review of testing records
revealed that the laboratory performed the tests. Phadia ImmunoCAP 250 Candida
Specific IgG and Candida antibody immunodiffusion in the years 2020 and 2021. -
Review of College of American Pathologists (CAP) proficiency testing (PT) and split
sample study records showed that the tests of reference were not included. -The
laboratory performed 448 tests for each method during the period of reference. During
an interview on 12/03/2021 at 12:00 pm with GS, she confirmed that the |aboratory
failed to verify accuracy at least twice ayear for the methods of reference.



