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Summary Statement of Deficiencies

An announced, on Site, routine recertification survey was conducted at Muhammed |
Khokar MD on March 29, 2022, by the West Virginia Office of Laboratory Services.
The laboratory was surveyed to assess compliance with the Federal Clinical
Laboratory Improvement Amendment (CLIA) regulations under 42 CFR 493. Specific
deficiencies are explained below.

MAINTENANCE AND FUNCTION CHECKS
CFR(S): 493.1254(a)(2)

For unmodified manufacturer's equipment, instruments, or test systems, the laboratory
must perform and document function checks as defined by the manufacturer and with
at least the frequency specified by the manufacturer. Function checks must be within
the manufacturer's established limits before patient testing is conducted.

This STANDARD is not met as evidenced by:

Based on record review and interview the laboratory failed to document a passing
background check on the Act Diff 2 Hematology analyzer for 25 of 33 days reviewed
(January 2022 thru the date of survey). Findings. 1. Review of background checks
from January 2022 thru date of survey identified 25 of 33 days with afailing
parameter documented and patient testing conducted. 2. An interview with the
laboratory director, on 3/29/22 at approximately 10:45 AM, confirmed the findings.

CONTROL PROCEDURES
CFR(s): 493.1256(f)(g)

(f) Results of control materials must meet the laboratory's and, as applicable, the
manufacturer's test system criteriafor acceptability before reporting patient test
results. (g) The laboratory must document all control procedures performed.



This STANDARD is not met as evidenced by:

Based on policies and procedures (P& P), record review, and interview the laboratory
failed to ensure the Hematology quality control (QC) met the established criteria of
acceptability for 22 of 33 days reviewed on the Act Diff 2. Findings: 1. Review of
P& P identified a"Quality Control Procedure” allowing patient specimensto be ran if
two of the three QC levels are within the acceptable ranges. 2. Review of QC records
from January 2022 thru date of survey identified 22 of 33 days that unacceptable QC
values were accepted for two or more levels and patient testing conducted. 2. An
interview with the laboratory director, 3/29/22 at approximately 11:30 AM, confirmed
the findings.



