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Summary Statement of Deficiencies

An onsite recertification survey conducted on May 15, 2025, at Pathology Consultants
of New Mexico found the laboratory to be out of compliance with the CLIA
regulations found at 42 CFR, Part 493 Laboratory Requirements.

EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(S): 493.1236(c)(1)

At least twice annually, the laboratory must verify the accuracy of any test or
procedure it performs that is not included in subpart | of this part.

This STANDARD is not met as evidenced by:

Based on review of the laboratory's Proficiency Testing (PT) and Slide Statistics
records, lack of documentation, and interview with General Supervisor 3 (GS3), the
laboratory failed to at |east twice annually verify the accuracy of Gram Stains and
Acid Fast Bacilli (AFB) for histopathology testing during 2024. Findings include: 1.
Review of the laboratory's PT records showed no records verifying at least twice
annually the accuracy for Gram Stains or AFB testing for 2024. 2. A request was
made for records demonstrating verification of the accuracy of Gram Stains or AFB
testing for 2024, none were provided. 3. An interview on 05/15/2025 at 12:50 with
GS3 confirmed the above findings. 4. A review of the laboratory's Slide Statistics
records indicated the laboratory reported 18 Gram Stains and 84 AFBs during 2024.

PROCEDURE MANUAL
CFR(S): 493.1251(a)

(@) A written procedures manual for al tests, assays, and examinations performed by
the laboratory must be available to, and followed by, laboratory personnel. Textbooks
may supplement but not replace the laboratory's written procedures for testing or
examining specimens.
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This STANDARD is not met as evidenced by:

Based on review of laboratory's "Equipment Maintenance" policy and the laboratory's
temperature logs, the laboratory failed to follow its own policy by failing to maintain
operational temperatures for the Histology (Histo) Fridge for 47 days between
October 2024 and April 2025 and the Slide Drying Oven for 27 days between October
2024 and April 2025. Findingsinclude: 1. Review of the laboratory's "Equipment
Maintenance" policy outlined the following temperature requirements: a. Histo
Fridge: 2-8C b. Slide Drying Oven 56-60C 2. Review of the laboratory's temperature
logs showed operational temperatures to be out of range for the following equipment:
a. Histo Fridge: 2024 October (11,14-16, 22-25, 29-30) November (1, 5, 12, 14-15, 19-
20, 27) December (2-5, 11-12, 16, 18-19, 23, 31) 2025 January (2, 6, 13-17, 20-22,
28) February (3-7, 10-14) March (4-7, 19-20, 24, 31) April 2-4, 21-25, 28-30 b. Slide
Drying Oven: 2024 October (7-9, 24) December (3) 2025 January (3, 14, 16, 22, 29-
31) February (12, 21, 24-27) March (4-5, 11, 24, 27) April (2, 21-23, 29) 3. The
laboratory reports 79,822 histopathol ogy tests annually.

CORRECTIVE ACTIONS
CFR(S): 493.1282(b)(3)

(b)(3) The criteriafor proper storage of reagents and specimens, as specified under
493.1252(b), are not met.

This STANDARD is not met as evidenced by:

Based on review of laboratory's "Equipment Maintenance" policy, temperature logs,
lack of documentation, and interview with General Supervisor 3 (GS3), the laboratory
failed to document corrective actions for temperatures out of specified ranges for the
Histology (Histo) Fridge for 22 days between October 2024 and April 2025 and the
Slide Drying Oven for 25 days between October 2024 and April 2025. Findings
Include: 1. Review of the laboratory's " Equipment Maintenance" policy outlined the
following temperature requirements: a. Histo Fridge: 2-8C b. Slide Drying Oven 56-
60C 2. Review of the laboratory 's temperature logs showed no documented corrective
actions for temperatures out of specified ranges for the following equipment: a. Histo
Fridge 2024 October (11, 14-15, 22, 30) November (12, 15, 19-20) December (5, 12,
16, 18-19) 2025 January (2, 6, 13-16, 20-21) February (3, 5-7, 12-14) March (4-7, 19,
31) April (2-3, 21-25) b. Slide Drying Oven: 2024 October (7-9, 24) December (3)
2025 January (3, 14, 16, 22, 29-31) February (12, 21, 24-27) March (4-5, 11) April (2,
21-23, 29) 3. A request was made for policies covering corrective action
requirements, none were provided. 4. A request was made for documentation
demonstrating corrective actions were taken for temperatures out of specified ranges
for the Histo Fridge and Slide Drying during the dates listed above, none was
provided. 5. Aninterview on 5/15/2025 at 12:05 pm with GS3 confirmed the above
findings. 6. The laboratory reports 79,822 histopathology tests annually.



