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Summary Statement of Deficiencies

An announced CLIA recertification survey was conducted at Tampa Bay
Dermatology on 05/15/2020. The laboratory is not in compliance with 42 CFR Part
493, Requirements for Laboratories. The following is a description of the standard
level deficiencies:

CORRECTIVE ACTIONS
CFR(s): 493.1282(b)(1)

(b) The laboratory must document all corrective actions taken, including actions taken
when any of the following occur: (b)(1) Test systems do not meet the laboratory's
verified or established performance specifications, as determined in 493.1253(b),
which include but are not limited to-- (b)(1)(i) Equipment or methodol ogies that
perform outside of established operating parameters or performance specifications; (b)
(2)(ii) Patient test values that are outside of the |aboratory's reportable range of test
results for the test system; and (b)(1)(iii) When the laboratory determines that the
reference intervals (normal values) for atest procedure are inappropriate for the
laboratory's patient population.

This STANDARD is not met as evidenced by:

Based on record review and staff interview, the facility failed to document corrective
action when the room temperature of the laboratory, where the cryostats were located,
was out of range for 18 days from January 2019 to May 14, 2020. Findings included:
The record review of the "Room Temperature” logs showed the acceptable
temperature range was 68-76 degrees Fahrenheit (F). The following temperatures
were documented: 01/15/2019 - 78 degrees F 01/28/2019 - 60 degrees F 04/12/2019 -
77 degrees F 05/23/2019 - 78 degrees F 06/04/2019 - 77 degrees F 06/18/2019 - 77
degrees F 06/20/2019 - 79 degrees F 07/01/2019 - 79 degrees F 07/02/2019 - 78
degrees F 07/03/2019 - 77 degrees F 07/12/2019 - 78 degrees F 07/16/2019 - 77
degrees F 08/01/2019 - 78 degrees F 08/10/2019 - 82 degrees F 09/27/2019 - 66



degrees F 11/06/2019 - 80 degrees F 01/21/2020 - 67 degrees F 01/22/2020 - 65
degrees F Interview on 05/15/2020 at 10:20 am with the Medical Assistant (MA)
confirmed the temperatures were documented out of range. The MA stated that the
laboratory had brought in fansto try to cool off the laboratory when temperatures
exceeded the temperature range and eventually had the windows in the laboratory
tinted. The MA stated that when the temperatures were too cold, the laboratory closed
the door to increase the temperature of the laboratory. These corrective actions were
not documented, and the room temperature was not observed and documented after
the corrective actions were taken.



