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Summary Statement of Deficiencies

D0000 A recertification survey conducted on 2/21/2023 found the AMERIPATH FLORIDA 
LLC clinical laboratory not in compliance with 42 CFR Part 493, Requirements for 
Laboratories.

D3013 FACILITIES
CFR(s): 493.1101(e)

Records and, as applicable, slides, blocks, and tissues must be maintained and stored 
under conditions that ensure proper preservation.

This STANDARD is not met as evidenced by:
Based on the surveyor observation, record review, a memo, and interview, the 
laboratory failed to store its records. The findings include: 1. The surveyor observed 
that the test records had been destroyed, during a record review on 2/21/23 at 9:30am. 
The destroyed records were for the analytic systems (refer to D3031), test system 
verifications (refer to D3033), and quality system assessments (refer to D3039). 2. A 
memo from the general supervisor and laboratory director (refer to D6079) dated 7/12
/22 stated that the test records were placed in a storage box, but during a mass 
cleaning were destroyed by an employee who shredded them. 3. The general 
supervisor stated during an interview on 2/21/23 at 1:15pm, that the test records of 
forty-seven Mohs' patients had been destroyed in June 2022.

D3031 RETENTION REQUIREMENTS
CFR(s): 493.1105(a)(3)

Analytic systems records. Retain quality control and patient test records (including 
instrument printouts, if applicable) and records documenting all analytic systems 
activities specified in 493.1252 through 493.1289 for at least 2 years. 
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This STANDARD is not met as evidenced by:
Based on the surveyor observation, record review, a memo, and interview, the 
laboratory failed to retain its analytic systems records for at least two years. The 
findings include: 1. The surveyor observed that all the analytic systems records had 
been destroyed, during a record review on 2/21/23 at 9:30am. 2. A memo from the 
general supervisor and laboratory director (refer to D6079) dated 7/12/22 stated that 
the test records were placed in a storage box, but during a mass cleaning were 
destroyed by an employee who shredded them. The destroyed records were the 
chemical inventory list, equipment maintenance, room temperature and humidity logs, 
refrigerator temperature logs, freezer temperature logs, histopathology stain logs, 
histopathology technical quality logs, reagent and chemical new and daily lot, 
verification logs, histopathology specimen tracking logs, glassware testing logs, bench 
decontamination logs, thermometer calibration logs, water quality logs, and annual 
vendor records. 3. The general supervisor stated during an interview on 2/21/23 at 1:
15pm, that the test records of forty-seven Mohs' patients had been destroyed in June 
2022.

D3033 RETENTION REQUIREMENTS
CFR(s): 493.1105(a)(3)(i)

In addition, the laboratory must retain records of test system performance 
specifications that the laboratory establishes or verifies under 493.1253 for the period 
of time the laboratory uses the test system but no less than 2 years. 

This STANDARD is not met as evidenced by:
Based on the surveyor observation, record review, a memo, and interview, the 
laboratory failed to retain its records of test systems performance specifications, for 
no less than two years. The findings include: 1. The surveyor observed that all the test 
systems performance specifications records had been destroyed, during a record 
review on 2/21/23 at 9:30am. 2. A memo from the general supervisor and laboratory 
(refer to D6079) director dated 7/12/22 stated that the test records were placed in a 
storage box, but during a mass cleaning were destroyed by an employee who shredded 
them. The destroyed records were the equipment and instrument performance 
verification logs. 3. The general supervisor stated during an interview on 2/21/23 at 1:
15pm, that the test records of forty-seven Mohs' patients had been destroyed in June 
2022.

D3039 RETENTION REQUIREMENTS
CFR(s): 493.1105(a)(5)

Quality system assessment records. Retain all laboratory quality system assessment 
records for at least 2 years.

This STANDARD is not met as evidenced by:
Based on surveyor observation, record review, a memo, and interview, the laboratory 
failed to retain its quality system assessment records for at least two years. The 
findings include: 1. The surveyor observed that all the quality system assessment 
records had been destroyed, during a record review on 2/21/23 at 9:30am. 2. A memo 
from the general supervisor and laboratory director (refer to D6079) dated 7/12/22 
stated that the test records were placed in a storage box, but during a mass cleaning 
were destroyed by an employee who shredded them. The destroyed quality system 



assessment records were the quality control charts, and quality assurance records. 3. 
The general supervisor stated during an interview on 2/21/23 at 1:15pm, that the test 
records of forty-seven Mohs' patients had been destroyed in June 2022.

D5413 TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
CFR(s): 493.1252(b)

The laboratory must define criteria for those conditions that are essential for proper 
storage of reagents and specimens, accurate and reliable test system operation, and 
test result reporting. The criteria must be consistent with the manufacturer's 
instructions, if provided. These conditions must be monitored and documented and, if 
applicable, include the following: (1) Water quality. (2) Temperature. (3) Humidity. 
(4) Protection of equipment and instruments from fluctuations and interruptions in 
electrical current that adversely affect patient test results and test reports.

This STANDARD is not met as evidenced by:
Based on surveyor observation and record review. The laboratory performed patient 
testing when the humidity and/or temperatures exceeded the acceptable range. The 
findings include: 1. The surveyor observed that the laboratory had an acceptable 
stated range of 30 - 70% for humidity (H) and an allowable stated range of 15 - 30 C 
for the temperature (T) during a record review of the "MIN/MAX HUMIDITY 
MONITORING LOG" and "MIN/MAX TEMPERATURE MONITORING LOG" on 
2/21/23 at 1pm. 2. During a record review on 2/21/23 at 1:20pm, the surveyor 
observed that Mohs' treatments had been provided to nine patients when the humidity 
and/or temperatures exceeded the acceptable range: September 1, 2022 (H 25 -36%) 
x1 patient August 30, 2022 (H 25 - 29%) x1 patient August 23, 2022 (H 26 - 29%) x2 
patient August 18, 2022 (T 30 - 31 C, H 25 - 30%) x1 patient August 16, 2022 (T 29 - 
33 C, H 25 - 29%) x1 patient March 28, 2022 (H 36 - 75%) x1 patient March 24, 2022 
(H 44 - 74%) x1 patient January 5, 2022 (H 29 - 57%) x1 patient

D6079 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1445(a)(b)

The laboratory director is responsible for the overall operation and administration of 
the laboratory, including the employment of personnel who are competent to perform 
test procedures, record and report test results promptly, accurately and proficiently, 
and for assuring compliance with the applicable regulations. (a) The laboratory 
director, if qualified, may perform the duties of the technical supervisor, clinical 
consultant, general supervisor, and testing personnel, or delegate these responsibilities 
to personnel meeting the qualifications under 493.1447, 493.1453, 493.1459, and 
493.1487 respectively. (b) If the laboratory director reapportions performance of his 
or her responsibilities, he or she remains responsible for ensuring that all duties are 
properly performed.

This STANDARD is not met as evidenced by:
A. Based on surveyor observation, record review, a memo, and interview, the 
laboratory director failed to ensure the preservation of records. The findings include: 
1. The surveyor observed that all the test records had been destroyed, during a record 
review on 2/21/23 at 9:30am. The destroyed records were for the analytic systems 
(refer to D3031), test system verifications (refer to D3033), and quality system 
assessments (refer to D3039). 2. A memo from the general supervisor and laboratory 



director dated 7/12/22 stated that the test records were placed in a storage box, but 
during a mass cleaning were destroyed by an employee who shredded them (refer to 
D3013). 3. The general supervisor stated during an interview on 2/21/23 at 1:15pm, 
that the test records of forty-seven Moh's patients had been destroyed in June 2022. B. 
Based on surveyor observation and record review. The laboratory director failed to 
ensure that the laboratory had an acceptable range of humidity and/or temperatures 
during patient testing. The findings include: 1. The surveyor observed that the 
laboratory had an acceptable stated range of 30 - 70% for humidity (H) and an 
allowable stated range of 15 - 30 C for the temperature (T) during a record review of 
the "MIN/MAX HUMIDITY MONITORING LOG" and "MIN/MAX 
TEMPERATURE MONITORING LOG" on 2/21/23 at 1pm. 2. During a record 
review on 2/21/23 at 1:20pm, the surveyor observed that Moh's treatments had been 
provided to nine patients when the humidity and/or temperatures exceeded the 
acceptable range (refer to D5413).


