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D2014 TESTING OF PROFICIENCY TESTING SAMPLES

(b)(6) The laboratory must document the handling, preparation, processing, 
examination, and each step in the testing and reporting of results for all proficiency 
testing samples. The laboratory must maintain a copy of all records, including a copy 
of the proficiency testing program report forms used by the laboratory to record 
proficiency testing results including the attestation statement provided by the PT 
program, signed by the analyst and the laboratory director, documenting that 
proficiency testing samples were tested in the same manner as patient specimens, for a 
minimum of two years from the date of the proficiency testing event.

This STANDARD is not met as evidenced by:
Based on review of the laboratory's College of American Pathologists (CAP) and 
Pennsylvania Department of Health (DOH) Proficiency Testing (PT) records and 
interview with the Quality Assessment Manager (QAM), the laboratory failed to 
ensure the Laboratory Director/designee and testing personnel (TP) signed the PT 
attestation sheets for 6 of 6 CAP and 3 of 3 DOH PT events performed in 2023 and 
2024. Findings Include: 1. On the day of survey, 03/19/2025 at 10:20 am, the 
laboratory failed to provide attestation statements signed by the LD/designee and TP 
for the following 6 of 6 CAP and 3 of 3 DOH toxicology PT events performed in 
2023 and 2024: 2023: - CAP Urine Toxicology: UT-A, UT-B, UT-C 2024: - CAP 
Urine Toxicology: UT-A, UT-B, UT-C - DOH drugs in Urine Analysis: I, II, III 2. 
The laboratory reported an estimated annual test volume of 1999 chemistry 
examinations performed in 2024 (CMS 116). 3. The QAM confirmed the findings 
above on 03/19/2025 at 1:00 pm.

D3009 FACILITIES
CFR(s): 493.1101(c)

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

This STANDARD is not met as evidenced by:
Based on record review and interviews with the Quality Assurance Manager (QAM) 
and Laboratory Director (LD), the LD failed to be present for a reasonable period of 
each working day in each laboratory for which he is director as required by 
Pennsylvania (PA) state regulations for 2 of 2 years from 01/01/2023 to the day of the 
survey. Findings Include: 1. Pennsylvania State Clinical Laboratory regulation 5.22(g) 
states "A director shall be present for a reasonable period of each working day in each 
laboratory for which he is director". 2. On the day of survey, 03/19/2025 at 12:00 pm, 
interview with the QAM and LD revealed the LD visited the laboratory once every six 
months from 01/01/2023 to 03/19/2025. 3. The LD confirmed the findings above on 03
/19/2025 at 1:00 pm.

D6091 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1445(e)(4)(iii)

(e)(4)(iii) All proficiency testing reports received are reviewed by the appropriate staff 
to evaluate the laboratorys performance and to identify any problems that require 
corrective action; and

This STANDARD is not met as evidenced by:
Based on review of the laboratory's College of American Pathologists (CAP) and 
Pennsylvania Department of Health (DOH) Proficiency Testing (PT) records and 
interview with the Quality Assessment Manager (QAM), the Laboratory Director 
(LD) failed to ensure PT reports for 6 of 6 CAP and 3 of 3 DOH PT toxicology events 
were reviewed by appropriate staff to evaluate the laboratory's performance in 2023 
and 2024. Findings Include: 1. On the day of survey, 03/19/2025 at 10:20 am, the 
laboratory failed to provide documentation of LD/designee PT result review for the 
following 6 of 6 CAP and 3 of 3 DOH toxicology PT events performed in 2023 and 
2024: 2023: - CAP Urine Toxicology: UT-A, UT-B, UT-C 2024: - CAP Urine 
Toxicology: UT-A, UT-B, UT-C - DOH drugs in Urine Analysis: I, II, III 2. The 
laboratory reported an estimated annual test volume of 1999 chemistry examinations 
performed in 2024 (CMS 116). 3. The QAM confirmed the findings above on 03/19
/2025 at 1:00 pm.


