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D5221 EVALUATION OF PROFICIENCY TESTING PERFORMANCE

CFR(s): 493.1236(d)

All proficiency testing evaluation and verification activities must be documented.

This STANDARD is not met as evidenced by:

Based on surveyor review of the Proficiency Testing (PT) records and interview with
the General Supervisor (GS), the laboratory failed to review coded results for
Toxicology Testing performed with the American Proficiency Institute (API) in the
first and second events of 2025. The findingsinclude: 1. The |aboratory received a
coded result (Not Graded 1) "See Data Summary" for Specific Gravity 1st event 2025
sample UAD-01, 02, 03. 2. The laboratory received a coded result (Not Graded 1)
"See Data Summary" for Specific Gravity 2nd event 2025 sample UAD-04, 05, 06. 3.
There was no documented evidence that coded PT results was reviewed. 4. The GS
confirmed on 5/19/26 at 11:15 am that the laboratory did not review coded PT results.

D5469 CONTROL PROCEDURES
CFR(S): 493.1256(d)(10)(q)

(d)(10) Establish or verify the criteriafor acceptability of all control materials. (d)(10)
(i) When control materials providing quantitative results are used, statistical
parameters (for example, mean and standard deviation) for each batch and ot number
of control materials must be defined and available. (d)(10)(ii) The laboratory may use
the stated value of acommercially assayed control material provided the stated value
is for the methodology and instrumentation employed by the laboratory and is verified
by the laboratory. (d)(10)(iii) Statistical parameters for unassayed control materials
must be established over time by the laboratory through concurrent testing of control
materials having previously determined statistical parameters.



This STANDARD is not met as evidenced by:

Based on surveyor review of Quality Control (QC) records and interview with
Genera Supervisor (GS), the laboratory failed to verify commercially assayed QC
material with each new ot and/or shipment of Toxicology QC used on the Indiko Plus
analyzer from 4/8/24 to the 5/19/26. The findings include: 1. There was no
documented evidence that QC material was verified for the following Lot numbers: a)
MAS total control level 3 ot DAT27053A b) MAS total control level 2 lot
DAT27052A c) MAStotal control level 4 lot DAT27054A d) MAS total control level
5lot DAT27055A 2. The GS confirmed on 5/19/26 at 11:20 am that all assayed QC
material was not verified before putting in use. Note: Thiswas previoudly cited



