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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:

Based on surveyor record review and interview with the office manager, the
laboratory failed to ensure that the State of Pennsylvania (PA) regulations were met
regarding having a supervisor on site during all normal scheduled working hoursin
which histopathology tests are being performed from 09/27/2021 to the date of the
survey. Findings include: 1. The PA regulations (5.23 (b)(1)) states: "A general
supervisor who meets all the requirements of subsection (@) (1), (2) or (3) andison
the laboratory premises during al normal scheduled working hours in which tests are
being performed." 2. The laboratory performs patient testing Monday through Friday
from 08:00 am to 04:00 pm according to the information in the CMS-116 form. 3.
Review of the CM S-209 form on 08/15/2023 showed that the laboratory director acts
asthe only general supervisor for the laboratory. 4. On the day of the survey, 08/15
/2023 at 09:48 am, during an interview, the office manager stated that the laboratory
did not have a qualified supervisor onsite for every hour of patient testing according to
chapter 5 section 5.23 of the Pennsylvania State regulations for clinical laboratories.



