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Summary Statement of Deficiencies

An unannounced complaint investigation TX00358479 was conducted on site from 09
122-9/23/2020. Complaint TX00358479 is not substantiated

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1445(e)(5)

The laboratory director must ensure that the quality control programs are established
and maintained to assure the quality of laboratory services provided and to identify
failuresin quality asthey occur.

This STANDARD is not met as evidenced by:

Based on review of the laboratory's policies and procedures, and staff interview, it
was revealed the laboratory director failed to ensure the facility had a written quality
control plan. The findings were: 1. A review of the laboratory's policies and
procedures revealed the laboratory did not have awritten quality control plan. 2. The
laboratory was asked to provide documentation of having a quality control plan. No
documentation was provided. 3. An interview with testing personnel number 6 (as
listed on Form CM S 209) on 09/23/2020 at 1035 hours in the conference room
revealed the laboratory did not have a quality control plan. This confirmed the
findings.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1445(e)(5)

The laboratory director must ensure that the quality assessment programs are

established and maintained to assure the quality of laboratory services provided and to
identify failuresin quality asthey occur.

This STANDARD is not met as evidenced by:



D6102

Based on review of the laboratory's policies and procedures, and staff interview, it
was revealed the laboratory director failed to ensure the facility had a written quality
assurance plan. The findings were: 1. A review of the laboratory's policies and
procedures reveal ed the laboratory did not have awritten quality assurance plan. 2.
The laboratory was asked to provide documentation of having a quality assurance
plan. No documentation was provided. 3. An interview with testing personnel number
6 (aslisted on Form CMS 209) on 09/23/2020 at 1035 hoursin the conference room
revealed the laboratory did not have a quality assurance plan. This confirmed the
findings.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1445(e)(12)

The laboratory director must ensure that prior to testing patients specimens, all
personnel have the appropriate education and experience, receive the appropriate
training for the type and complexity of the services offered, and have demonstrated
that they can perform all testing operations reliably to provide and report accurate
results.

This STANDARD is not met as evidenced by:

Based on review of the laboratory's submitted Form CM S 209, review of the
laboratory's personnel records, and staff interview, it was revealed the laboratory
director failed to ensure testing personnel had documentation of training prior to
performing patient testing. The findings were: 1. A review of the laboratory's
submitted Form CM S 209 (signed by the laboratory director on 09/22/2020) revealed
the laboratory identified 8 testing personnel who performed COVID-19 testing. 2. A
review of the laboratory's personnel records revealed the laboratory failed to have
documentation of training for 5 of 8 personnel performing COVID-19 testing. They
were (aslisted on Form CM S 209): Testing personnel number 1 Testing personnel
number 2 Testing personnel number 3 Testing personnel number 4 Testing personnel
number 5 3. The facility was asked to provide documentation of training occurring
prior to the identified personnel performing patient testing. No documentation was
provided. 4. An interview with testing personnel number 6 (as listed on Form CMS
209) revealed the laboratory did not have documentation of training occurring prior to
testing being performed. This confirmed the findings.



