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Summary Statement of Deficiencies

D0000 The Centers for Medicare & Medicaid Services (CMS) conducted an unannounced 
CLIA Recertification survey at the Laboratorio Avanzado Emmanuel on April 3, 
2025. 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 ending on April 3, 2025.

D2104 ENDOCRINOLOGY
CFR(s): 493.843(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 
results in a score of 0 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), CASPER Report 0155D, PRPT (year 2024) schedule and laboratory director 
interview on April 4, 2025, at 9:10 A.M., it was determined that the laboratory failed 
to report the Human Chorionic Gonadotropin (hCG) proficiency testing results within 
the time frame established by the program. The findings include: 1. The PRPT and 
CASPER Report were reviewed on April 4, 2025, at 9:10 A.M., from February 2023 
to December 2024. 2. The PRPT schedule for the year 2024 showed that the deadline 
of the third testing event for Endocrinology scores was October 25, 2024. (Reviewed 
on April 4, 2025, at 9:15 A.M.) 3. Review of the PRPT scores showed that the 
laboratory obtained a 0% score in the third testing event, year 2024, for hCG tests. 
(Reviewed on April 4, 2025, at 9:20 A.M.) 4. The laboratory director confirmed on 
April 4, 2025, at 9:30 A.M., that the laboratory failed to report the hCG proficiency 
testing results of the third testing event within the time frame established by the 
PRPT.
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D6017 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1407(e)(4)(ii)

(e)(4)(ii) Ensure that 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 director interview on April 4, 2025, at 10:30 A.M, it was 
determined that the laboratory director failed to report the Endocrinology proficiency 
testing results within the time frame established by the program, getting a score of 0% 
in the third event for hCG.


