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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D6076 LABORATORY DIRECTOR

CFR(S): 493.1441

The laboratory must have a director who meets the qualification requirements of 493.
1443 of this subpart and provides overall management and direction in accordance
with 493.1445 of this subpart.

This CONDITION is not met as evidenced by:

Based on personnel records review (years 2021-2022) and laboratory general
supervisor interview on February 18, 2022 at 9:45 AM, it was determined that the
laboratory director position is not filled since October 31, 2021. The findings include:
1. On February 18, 2022 at 9:30 AM, the laboratory records (files) were reviewed.
The filesincluded aletter indicating the date that the director resing from the position.
The previous laboratory director resigned on October 31 2021. 2. The laboratory
continued to process and report patient's samples without having an assigned director.
2.. The laboratory general supervisor confirmed on February 18, 2022 at 9:45 AM,
that the previous laboratory director resigned on October 31, 2021 and that the
laboratory position was not filled.



