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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D5793 ANALYTIC SYSTEMS QUALITY ASSESSMENT

CFR(S): 493.1289(b)(c)

(b) The analytic systems quality assessment must include areview of the effectiveness
of corrective actions taken to resolve problems, revision of policies and procedures
necessary to prevent recurrence of problems, and discussion of analytic systems
quality assessment reviews with appropriate staff. (c) The laboratory must document
all analytic systems assessment activities.

This STANDARD is not met as evidenced by:

Based on review of the laboratory's quality assessment plan, review of environmental
records, review of monthly quality assurance records and interview with the Technical
Consultant, the laboratory's quality assessment process was ineffective when it failed
to identify and correct problems in November 2022 and December 2022. The findings
include: 1. Review of the laboratory's quality assessment plan revealed the quality
assurance plan is designed to identify and eliminate sources of error and problems and
to provide a mechanism for corrective action. 2. Review of laboratory's humidity
records revealed laboratory humidities recorded were outside the stated acceptable
range (20%-85%) for the following days with no documented corrective action: Date
Humidity -11.17.2022: 16% -11.18.2022: 16% -11.21.2022: 16% -11.22.2022: 16%
-12.02.2022: 16% -12.19.2022: 16% -12.27.2022: 16% -12.28.2022: 16% 3. Review
of November 2022 and December 2022 monthly quality assurance review records
revealed the following statement and answer, "Was humidity recorded and in range
every day? YesList any values out of range and corrective action”. No out of range
values listed and no corrective action documented. 4. Interview on 01.22.2024 at 12:
00 p.m. with the Technical Consultant confirmed the laboratory's quality assessment
process was ineffective when it failed to identify and correct problems when
unacceptable laboratory humidities were recorded with no documented corrective
action in November 2022 and December 2022.



