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Summary Statement of Deficiencies

D2121 HEMATOLOGY
CFR(s): 493.851(a)

(a) Failure to attain a score of at least 80 percent of acceptable responses for each 
analyte in each testing event is unsatisfactory analyte performance for the testing 
event.

This STANDARD is not met as evidenced by:
Based on review of the AAB-MEDICAL LABORATORY EVALUATION 
proficiency testing (PT) records, and interview with the laboratory technical 
consultant (TC) on March 03, 2026, it was determined that the laboratory failed to 
attain a score of at least of 80 percent of acceptable responses for the analyte Red 
Blood Cell (RBC) count for the first PT event of 2025. The findings included: 1. The 
laboratory enrolled in the AAB-MEDICAL LABORATORY EVALUATION 
proficiency testing program for Hematology testing using Abbott Cell-Dye 1800 
analyzer. According to the PT evaluation report, the laboratory attained an 
unsatisfactory score of 40% for RBC count in first PT event of 2025. 2. On March 3, 
2026, at approximately 11:30 am, the laboratory technical consultant affirmed that the 
laboratory received the above unsatisfactory proficiency scores. 3. The laboratory's 
testing declaration form, signed by the laboratory director on March 2, 2026, stated 
that the laboratory performed approximately 10,400 hematology tests including RBC 
annually.

D2123 HEMATOLOGY
CFR(s): 493.851(c)

(c) Failure to participate in a testing event is unsatisfactory performance and results in 
a score of 0 for the testing event. Consideration may be given to those laboratories 
failing to participate in a testing event only if-- (1) Patient testing was suspended 
during the time frame allotted for testing and reporting proficiency testing results; (2) 
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The laboratory notifies the inspecting agency and the proficiency testing program 
within the time frame for submitting proficiency testing results of the suspension of 
patient testing and the circumstances associated with failure to perform tests on 
proficiency testing samples; and (3) The laboratory participated in the previous two 
proficiency testing events.

This STANDARD is not met as evidenced by:
Based on review of the AAB-MEDICAL LABORATORY EVALUATION 
proficiency testing (PT) records, and an interview with the laboratory technical 
consultant (TC) on March 03, 2026, it was determined that the laboratory failed to 
participate in the third testing event of 2024 for the specialty of Hematology. The 
findings included: 1. The laboratory enrolled in the AAB-MEDICAL 
LABORATORY EVALUATION proficiency testing program for Hematology testing 
using Abbott Cell-Dye 1800 analyzer. According to the PT evaluation report, the 
laboratory attained score of 0 % in Hematology in the third testing event of 2024. 2. 
On March 3, 2026, at approximately 11:30 am, the laboratory technical consultant 
affirmed that the laboratory received the above unsatisfactory proficiency scores. 3. 
The laboratory's testing declaration form, signed by the laboratory director on March 
2, 2026, stated that the laboratory performed approximately 10,400 hematology tests 
annually.


