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D3009 FACILITIES

CFR(S): 493.1101(c)

The laboratory must be in compliance with applicable Federal, State, and local
laboratory requirements.

This STANDARD is not met as evidenced by:

A. Based on review of the Laboratory Personnel Report (PA state), personnel records,
and interview with the Laboratory Consultant (LC), the laboratory failed to ensure a
General Supervisor (GS) who met the minimum state requirement (5.23(a)(1)(2)(3))
was on the laboratory premises during all hoursin which tests were performed for 23
of 23 months from 10/16/2023 to 10/23/2025. Findingsinclude: 1. The PA State
regulation 5.23 (b)(1) states: "A general supervisor who meets all the requirements of
subsection (a)(1), (2) or (3) and is on the laboratory premises during all normal
scheduled working hours in which tests are being performed.” 2. On the day of
survey, 10/23/2025, review of the Laboratory Personnel Report (Pennsylvania State)
form revealed the laboratory failed to ensure a GS who met the minimum state
requirement (5.23(a)(1)(2)(3)) was on the laboratory premises during all hoursin
which toxicology examinations were performed for 23 of 23 months from 10/16/2023
to 10/23/2025. 3. The LC confirmed the above findings on 10/23/25 at 12:10 pm. B.
Based on record review and interview with the Laboratory Consultant (LC), the
Laboratory Director (LD) failed to be present for a reasonable period of each working
day in each laboratory for which they were director for 19 of 23 months from 10/16
/2023 to the day of survey asrequired by Pennsylvania (PA) state regulations.
Findingsinclude: 1. The PA State regulation 5.22 (g) states: "A director shall be
present for areasonable period of each working day in each laboratory for which heis
director." 2. On the day of survey, 10/23/2025 at 9:05 am, record review revealed the
LD failed to visit the laboratory for 19 of 23 months from 10/16/2023 to 10/23/2025.



3. During interview with the LC on 10/23/2025 at 9:05 am, the LC confirmed the
findings above and stated "site visits were performed every 6 months (semi-
annually)".



