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Summary Statement of Deficiencies

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 review of the written procedure manual, interview with the laboratory
director (LD), and the testing person, the laboratory director did not perform and
maintain quality assessment (QA) procedures for performing coagulation procedures.
Findings: 1. The LD director did not document QA during the year 2017 up to the
time of the survey. 2. The laboratory QA procedures states that the laboratory will
monitor |aboratory functions and processes for patient test management, quality
control procedures, proficiency testing, patient information/test results, personnel
assessments, communications, complaint investigations, QA review of staff, and QA
of laboratory records. 3. The LD confirmed that QA reviews for the QA program and
monitoring indicators were not performed and documented as reviewed.

TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(s): 493.1413(b)(9)

The technical consultant is responsible for evaluating and documenting the
performance of individuals responsible for moderate complexity testing at least
annually, after thefirst year.



This STANDARD is not met as evidenced by:

Based on review of the written procedure manual, interview with the laboratory
director, and the testing person, the laboratory director (LD) acting as the technical
consultant (TC) did not perform annual competency procedures for laboratory
personnel performing coagulation testing. Findings: 1. The LD acting asthe TC did
not perform annual competency procedures during the year 2017. 2. The laboratory
quality assurance procedures states that |aboratory staff will have ongoing training,
monitoring, and competency procedures to maintain performance. 3. The TC did not
utilize training procedures and checklists that were stored in the laboratory procedure
manual. 4. The TC stated that he was unaware that such procedures and checklists
were available 5. The TC confirmed that annual competency procedures were not
performed. .



