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Tag
D5481 CONTROL PROCEDURES

CFR(s): 493.1256(f)(g)

(f) Results of control materials must meet the laboratorys and, as applicable, the
manufacturers test system criteriafor acceptability before reporting patient test
results. (g) The laboratory must document all control procedures performed.

This STANDARD is not met as evidenced by:

Based on areview of the Thermoscientific Indiko Plus Toxicology analyzer quality
control (QC) records, the patient results log, policies and procedures, and an interview
with the Technical Consultant, the laboratory failed to ensure at least two levels of QC
were run and acceptable prior to analyzing patient specimens and reporting the results.
Thiswas noted for 5 days out of 2 months reviewed in 2024. The findings include: 1.
A review of the QC records for the Thermoscientific Indiko Plus Toxicology analyzer
revealed the following dates QC was out prior to patient testing: a) 2/20/2024:
Buprenorphine (BUP) Hi and Lo out; 14 patients affected. b) 2/21/2024: BUP Hi and
Lo out; 16 patients affected. ¢) 2/22/2024: BUP Hi and Lo out; 19 patients affected. d)
6/24/2024: 6-Acetylmorphine (6AM) Hi and Lo out; 12 patients affected. €) 6/25
/2024: No documentation of QC; 22 patients affected. 2. A review of the policies and
procedures revealed, " Indiko Plus Daily Quality Control Procedure Actionsto Take:
2. If any test has both QCs out, recalibrate and rerun.” There was no evidence of
corrective action documentation. 3. During an interview on 7/23/2025 at 12:09 PM,
the Technical Consultant confirmed the above findings.



