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Tag
D5203 SPECIMEN IDENTIFICATION AND INTEGRITY

CFR(S): 493.1232

The laboratory must establish and follow written policies and procedures that ensure
positive identification and optimum integrity of a patient's specimen from the time of
collection or receipt of the specimen through completion of testing and reporting of
results.

This STANDARD is not met as evidenced by:

Based on the surveyor's review of fifteen (15) randomly selected patient records for
KOH, scabies, and dermatopathology and interviews with the office manager (OM),
charge nurse (CN), and licensed vocational nurse (LVN) on July 23, 2024, at
approximately 3:00 p. m., the laboratory failed to correctly match the date of visit in
the patient's chart against the preventive maintenance (PM) log sheet and slide label.
Thefindingsincluded: 1. The surveyor reviewed atotal of 15 randomly selected
patient records that consisted of ten dermatopathology, three KOH, and two scabies
records from January 11, 2022, to April 17, 2024. One out of 15 records did not match
for the date of service from the patient's chart against the PM log and slides presented
at the time of the survey. 2. It was the practice of the laboratory that the labeling of
dlides only consisted of the date of visit, the patient's name, and the source of the
specimen. No case or accession number is used in the current system. 3. Upon further
review of other slides of the same date of visit, it was determined that all patient slides
for June 20, 2022, were labeled under June 19, 2022. 4. The OM, CN, and LVN
affirmed on July 23, 2024, at approximately 3:00 p.m., that all information stated on
statements #1, #2., and #3 are correct. 5. Based on the laboratory testing declaration
submitted on the day of survey, the laboratory performed 4,838 tests for KOH,
scabies, and dermatopathol ogy annually.

D5291 GENERAL LABORATORY SYSTEMS QUALITY ASSESSMENT
CFR(S): 493.1239(a)



D6082

The laboratory must establish and follow written policies and procedures for an
ongoing mechanism to monitor, assess, and, when indicated, correct problems
identified in the general laboratory systems requirements specified at 493.1231
through 493.1236.

This STANDARD is not met as evidenced by:

Based on areview of the laboratory's policies and procedures and interviews with the
office manager (OM), charge nurse (CN), and licensed vocational nurse (LVN), it was
determined that the laboratory failed to follow written policies and procedures for an
ongoing mechanism to monitor and assess records identified in the general |aboratory
systems. The findings included: 1. Based on the survey on July 23, 2024, at
approximately 2:30 p.m., no documentation could be retrieved to show that the
laboratory was performing quality assessment and assurance. 2. The OM, CN, and
LVN affirmed on July 23, 2024, at approximately 2:30 p.m., that the laboratory did
not have any documentation that followed the written policies and procedures
reflecting the current practice for an ongoing mechanism to monitor and assess
records identified in the general laboratory systems. 3. According to the testing
declaration submitted on July 23, 2024, signed and dated by the laboratory director,
the laboratory performed 4,838 tests for KOH, scabies, and dermatopathol ogy
annually.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1445(e)(1)

The laboratory director must ensure that testing systems developed and used for each
of the tests performed in the laboratory provide quality |aboratory services for all
aspects of test performance, which includes the preanalytic, analytic, and postanalytic
phases of testing.

This STANDARD is not met as evidenced by:

Based on the interviews with the office manager, charge nurse, and licensed
vocational nurse, review of the laboratory's policies and procedures, observations
during the tour of the facility, and review of fifteen randomly chosen patient records
on July 23, 2024, the laboratory director is herein cited for failure to ensure that
several aspects of the analytic and postanalytic phases of the laboratory testing were
monitored. Findingsincluded: 1. Identification and integrity of patient records, logs,
and dlides. See D5203. 2. No quality assessment documentation found. See D5391.



