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D5465 CONTROL PROCEDURES

CFR(S): 493.1256(d)(8)(q)

Unless CMS Approves a procedure, specified in Appendix C of the State Operations
Manual (CMS Pub. 7), that provides equivalent quality testing, the laboratory must--
Test control materials in the same manner as patient specimens. (g) The laboratory
must document all control procedures performed.

This STANDARD is not met as evidenced by:

Based on direct observation and interview with staff, the laboratory failed to ensure
quality control materials were of the same matrix as patient samples for serum
pregnancy tests. The laboratory performed approximately 2 serum pregnancy tests per
month. Findingsinclude: 1. Direct observation of quality control materials for
pregnancy tests revealed the quality control material was a urine matrix for lot
KWO00076 expiring 2021-09-30. 2. In an interivew with staff on 01/09/2020 at
approximately 11:30 A.M. staff was asked to produce the quality control material for
serum pregnancy tests. The surveyor was given control material labeled for urine
pregnancy test controls. Staff stated they did not realize the controls were not for
serum pregnancy tests.

D6021 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1407(e)(5)

The laboratory director is responsible for the overall operation and administration of
the laboratory, including the employment of personnel who are competent to perform
test procedures, and record and report test results promptly, accurate, and proficiently
and for assuring compliance with the applicable regulations. () The laboratory
director must-- (e)(5) Ensure that quality assessment programs are established and
maintained to assure the quality of laboratory services provided.



This STANDARD is not met as evidenced by:

Based on lack of documentation and interview with staff, the laboratory director failed
to ensure a quality assessment program was established and maintained for serum
pregnancy tests from January 2018 to January 2020. The laboratory performs
approximately 2 tests per week. Findingsinclude: 1. The laboratory procedure manual
failed to include an approved quality assessment program for the serum pregnancy
tests performed. 2. In an interview conducted on 01/09/2020 the |aboratory staff
confirmed the lab no longer had an approved qualify assessment procedure for serum
pregnancy tests. Based on lack of documentation and confirmation by staff, the
laboratory failed to establish and maintain the quality assessment program for their
serum pregnancy Individual Quality Control Plan (IQCP). The laboratory failed to
monitor that reduced frequency serum pregnancy quality control could identify test
problemsfor 1 of 2 years reviewed (2019). Findingsinclude: 1. The laboratory
director approved the IQCP on 03/01/2018. The laboratory lacked documentation the
plan was reviewed to ensure quality control was performed at the stated frequency for
each new lot number prior to testing patient samples and/or monthly and that testing
problems could still be identified with the lowered testing frequency. 2. In an
interview with staff on 01/09/2020 at approximately 11:30 A.M. staff confirmed the
|QCP was not evaluated annually in 2019.



