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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 laboratory records, lack of documentation and interview with the
Quality Director (QD), the laboratory director (LD) failed to ensure that quality
assessment programs were maintained to ensure the quality of |aboratory services
provided from March 2023 to December 2023. Findingsinclude: 1. On the day of
survey, 10/23/2024, the laboratory could not provide the following 9 of 10 Quality
Assessment reports titled "Dr. Shah's Monthly Director Visits' from March 2023 to
December 2023: - March 2023, April 2023, May 2023, June 2023, July 2023, August
2023, September 2023, October 2023, and November 2023. 2. The QD confirmed the
findings above on 10/23/2024 at 12:00 pm.

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:
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Based on review of the laboratory's competency assessment records and interview
with the quality director (QD), the techinical consultant #1 (CMS 209 TC #1) failed to
assess the competency of 1 of 4 testing personnel (TP) that performed chemistry, and
hematology testing from 03/07/2023 to the date of the survey. Findingsinclude: 1.
Review of lab corp Competency Assessment records revealed that TP #3 (CMS 209
TP #3) completed initial training on 2/05/2023 for hematology and chemistry testing.
2. On the day of survey, 10/23/2024, review of the laboratory's competency
assessment records revealed the TC failed to assess 1 of 4 TP (CM S 209 TP#3) that
performed chemistry and hematology testing from 03/07/2023 to 10/23/2024: - 6
month competency. - 2024 annual competency. 3. The QD confirmed the findings on
10/23/2024 at 10:15 am.



