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Summary Statement of Deficiencies

An unannounced CLIA Recertification survey was conducted at the Laboratorio
Clnico Riaza on January 24, 2025 by the Puerto Rico State Agency. The laboratory
was surveyed under 42 CFR part 493 CLIA Requirements. The following standard
level deficiencies were found during the unannounced routine CLIA recertification
survey on Janury 24, 2025.

HEMATOLOGY
CFR(s): 493.851(d)

(d) Failure to return proficiency testing results to the proficiency testing program
within the time frame specified by the program is unsatisfactory performance and
resultsin a score of O for the testing event.

This STANDARD is not met as evidenced by:

Based on review of Puerto Rico Proficiency Testing (PRPT) event scores (years 2023-
2024) and CASPER Report 0155D, Proficiency Testing Service Program 2024
Schedule and laboratory general supervisor interview on January 24, 2025, at 9:30 A.
M., it was determined that the laboratory failed to report the hematology proficiency
testing results within the time frame established by the program. The findings include:
1. The PRPT and CASPER Report were reviewed on January 24, 2025, at 9:30 A.M.,
from February 2023 to December 2024. 2. The Proficiency Testing Service Program
2024 Schedule, showed that the deadline of the third testing event for hematol ogy
scores was November 22, 2024. (Reviewed on January 24, 2025, at 9:35 A.M.) 3. The
laboratory obtained a score of 0% in the third testing event for hematology scores.
(Reviewed on January 24, 2025, at 9:40 A.M.) 4. The laboratory general supervisor
confirmed on January 24, 2025, at 9:45 A.M., that the |aboratory failed to report the
hematology proficiency testing results of the third testing event within the time frame
established by the PRPT.



D6090

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(9): 493.1445(e)(4)(ii)

(e)(4)(ii) The results are returned within the timeframes established by the proficiency
testing program;

This STANDARD is not met as evidenced by:

Based on Puerto Rico Proficiency Testing scores (years 2023-2024) and CASPER
Report and laboratory general supervisor interview on January 24, 2025, at 10:00 A.
M, it was determined that the laboratory director failed to report the hematology
proficiency testing results within the time frame established by the program, getting a
score of 0% in the third event for hematology. Refer to D 2127.



