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D5463 CONTROL PROCEDURES

CFR(s): 493.1256(d)(7)(9)

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--
Over time, rotate control material testing among all operators who perform the test.
(g) The laboratory must document all control procedures performed.

This STANDARD is not met as evidenced by:

Based on Surveyor review of laboratory's policy & procedure, patient test records,
quality control testing records, and interview with the Laboratory testing personnel,
the laboratory failed to rotate control material testing, over time, among all operators
who perform the test. The findingsinclude: a. The laboratory has atotal of 16 testing
persons who perform the testing of patient samples. However, arandom review of last
2 years testing records of the quality control material showed that only testing person
#1 had performed the testing. b. The laboratory testing person, on 1/17/2020 at 2:30
pm, affirmed that the laboratory did not rotate the quality control material among the
testing persons for testing. c. The laboratory's testing declaration form, signed by the
laboratory Director on 1/8/2020, stated that the laboratory performs 1,200 tests,
annually.

D6020 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-- (€)(5) Ensure that the quality control program is established and
maintained to assure the quality of laboratory services provided.



D6046

This STANDARD is not met as evidenced by:

Based on Surveyor review of laboratory's policy & procedure, patient & quality
control test records, testing personnel qualifications, training & competency records,
and interview with the Laboratory testing personnel, it was determined that the
laboratory director failed to ensure that the quality control and testing personnel
competency assessment programs are maintained to assure the quality of |aboratory
services provided. See D5463 and D6046.

TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(s): 493.1413(b)(8)

(b) Thetechnical consultant is responsible for-- (b)(8) Evaluating the competency of
all testing personnel and assuring that the staff maintain their competency to perform
test procedures and report test results promptly, accurately and proficiently.

This STANDARD is not met as evidenced by:

Based on Surveyor review of laboratory's policy & procedure, patient test records,
testing personnel competency evaluation records and interview with the testing
personnel, the laboratory Technical Consultant failed to evaluate the competency of
all testing personnel and assuring that the staff maintain their competency to perform
test procedures and report test results promptly, accurately and proficiently. The
findingsinclude: a. The laboratory's testing personnel competency evaluation records
for last 2 years showed that the evaluation was performed by the testing person #1,
and not by the Technical Consultant. b. The laboratory testing personnel, on 1/17
/2020 at 2:40 pm, affirmed that the laboratory Technical Consultant just developed the
competency evaluation form but never evaluated testing personnel competency. The
competency was evaluated by the testing person #1, instead. c. The laboratory's
testing declaration form, signed by the laboratory Director on 1/8/2020, stated that the
laboratory performs 1,200 tests, annually.



