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Tag
D5215 EVALUATION OF PROFICIENCY TESTING PERFORMANCE

CFR(S): 493.1236(b)(2)

The laboratory must verify the accuracy of any analyte, specialty or subspecialty
assigned a proficiency testing score that does not reflect laboratory test performance
(that is, when the proficiency testing program does not obtain the agreement required
for scoring as specified in subpart | of this part, or the laboratory receives a zero score
for nonparticipation, or late return or results).

This STANDARD is not met as evidenced by:

Based on review of American Proficiency Institute (API) proficiency testing (PT)
records and confirmed by interview with Technical Supervisor #1 (TS#1) at 10:05 am
on 06/18/2026, the laboratory failed to perform and document a self evaluation when
the laboratory received six ungraded PT scores from four out of seven PT testing
events from 01/01/2024- 06/18/2026. The findings include: 1. For 2024 testing event
2, the laboratory received ungraded PT test scores for the following: *2024

Hematol ogy/Coagulation- vaginal wet prep (specimen VA-02) * 2024 Microbiology-
gram stain (specimen GS-08) 2. For 2025 testing event 2, the laboratory received
ungraded PT test scores for the following: *2025 Microbiology- gram stain
morphology (specimen GS-08) 3. For 2025 testing event 3, the laboratory received
ungraded PT test scores for the following: *2025 Hematol ogy/Coagulation- blood cell
identification (BCI-15) 4. For 2026 testing event 1, the laboratory received ungraded
PT test scores for the following: * 2026 Microbiology- gram stain morphol ogy
(specimen GS-04) and blood culture (specimen BLD-02) 5. At the time of the survey,
TS #1 confirmed the laboratory failed to perform and document a self evaluation for
the ungraded PT test scores listed above.

D5219 EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(9): 493.1236(c)(2)



(©)(2) Any test or procedure listed in subpart | of this part for which compatible
proficiency testing samples are not offered by a CM S-approved proficiency testing
program.

This STANDARD is not met as evidenced by:

Based on review of the Laboratory Test List & Annua Volume form, lack of
verification of accuracy records, and confirmed by interview with Technical
Supervisor #1 (TS #1) at 10:05 am on 06/18/2026, the laboratory failed to verify the
accuracy of Helicobacter pylori rapid ureatesting at |least twice annually for two out
of two time periods from 01/01/2025- 12/31/2025. The findings include: 1. The
Laboratory Test List & Annual Volume form listed Helicobacter pylori rapid urea
testing. 2. TS#1 confirmed the laboratory began using the Remel Selective Rapid
UreaKit for Helicobacter pylori rapid ureatesting in November 2024. 3. At thetime
of the survey, TS #1 confirmed the laboratory failed to verify the accuracy of the
Helicobacter pylori rapid ureatesting at least twice annually from 01/01/2025- 12/31
12025.



