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Summary Statement of Deficiencies

TESTING OF PROFICIENCY TESTING SAMPLES
CFR(S): 493.801(b)(1)

(b)(1) Theindividual testing or examining the samples and the laboratory director
must attest to the routine integration of the samples into the patient workload using
the laboratory's routine methods.

This STANDARD is not met as evidenced by:

Based on areview of the laboratory's American Proficiency Institute (API)
proficiency testing (PT) records and staff interview, the testing personnel and the
laboratory director/designee failed to sign one of eight attestation statements from
2023, 2024, and 2025. The findings include: 1. A review of eight of the laboratory's
API PT testing eventsin 2023, 2024 and 2025 revealed that the testing personnel and
the laboratory director/designee failed to sign an attestation statement for APl 2023
Event 3. 2. The office manager and assistant office manager confirmed the survey
findingsin an interview on 11/25/2025 at 1:45 p.m. .

EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(S): 493.1236(a)

The laboratory must review and evaluate the results obtained on proficiency testing
performed as specified in subpart H of this part.

This STANDARD is not met as evidenced by:

Based on areview of the laboratory's American Proficiency Institute (API)
proficiency testing (PT) records and staff interviews, the laboratory failed to review
and evaluate PT results for four of eight testing events in 2023, 2024, and 2025. The
findingsinclude: 1. A review of the laboratory ' s API PT records revealed no
documented evaluation or review for the following events. - 2024 Hematology



D5417

/Coagulation Event 2 - 2024 Hematol ogy/Coagulation Event 3 - 2025 Hematology
/Coagulation Event 1 - 2025 Hematol ogy/Coagulation Event 2 2. The office manager
and assistant office manager confirmed the survey findings during an interview on 11
/25/2025 at 1:45 p.m. .

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

(d) Reagents, solutions, culture media, control materials, calibration materials, and
other supplies must not be used when they have exceeded their expiration date, have
deteriorated, or are of substandard quality.

This STANDARD is not met as evidenced by:

Based on laboratory observation, areview of quality control (QC) package inserts, QC
instrument printouts, and staff interviews, the laboratory failed to ensure that they did
not use hematology controls for complete blood count (CBC) testing past their
expiration date for two of five lot numbers that werein usein 2025. This deficiency is
arepeat deficiency identified in the previous survey conducted on 06/14/2023. The
findingsinclude: 1. Observation of the laboratory revealed a Sysmex XP-300
hematology analyzer (Serial Number: A2587) and Eightcheck-3WP Xtra QC material
used for patient CBC testing. 2. A review of the QC package inserts revea ed the
following lot numbers used in 2025. - Lot 4303 Expiration 02/05/2025 - Lot 5021
Expiration 04/30/2025 - Lot 5105 Expiration 07/23/2025 - Lot 5189 Expiration 10/15
12025 - Lot 5273 Expiration 01/07/2026 3. A review of the Sysmex XP-300
instrument QC printouts revealed that the laboratory used the following QC lot
numbers past their expiration dates: - Lot 5021, Expiration 04/30/2025, used until 05
/07/2025, 7 days past expiration. - Lot 5189, Expiration 10/15/2025, used until 11/09
12025, 24 days past expiration. 4. The office manager and assistant office manager
confirmed the survey findings during an interview on 11/25/2025 at 1:45 p.m.



