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D2087 ROUTINE CHEMISTRY

CFR(S): 493.841(a)

(a) Failure to attain a score of at least 80 percent of acceptable responses for each
analyte in each testing event is unsatisfactory analyte performance for the testing
event.

This STANDARD is not met as evidenced by:

Based on the surveyor's review of the laboratory's policy and procedure, American
Proficiency Institute (API) proficiency testing (PT) records, and an interview with the
medical |aboratory technician (MLT); it was determined that the laboratory failed to
attain at least 80 percent of the acceptable score in Routine Chemistry for the Sodium
(Na), Magnesium (Mg), Potassium (K), and Uric Acid (UA) analytes. The findings
include: 1. The surveyor reviewed the PT records wherein API reported unsatisfactory
scoresfor Na, Mg, K, and UA analytes. The results were as follows. a. Na PT analyte
in second event of 2023 (Q2-2023), Overall score: 60% Specimen Reported Expected
CH-06 *137 128 - 136 CH-07 149 142 - 151 CH-08 *132 122 - 130 CH-09 156 150 -
159 CH-10 145 138 - 147 b. Mg PT anaytein first event of 2025 (Q1-2025), Overall
score: 60% Specimen Reported Expected CH-01252.2-3.1CH-02*2.315-2.2
CH-034.335-4.8CH-04*2.31.2-1.8CH-052.01.8- 2.6 c. K PT analytein the
second event of 2025 (Q2-2025), Overall score: 60% Specimen Reported Expected
CH-06 2.7 2.3- 3.0 CH-07*6.25.4- 6.1 CH-08 3.93.4- 41 CH-095.24.5- 5.2 CH-
10*7.96.7 - 7.4 d. UA PT analyte in second event of 2025 (Q2-2025), Overall score:
20% Specimen Reported Expected CH-06 2.5 1.9 - 2.5 CH-07 *9.9 7.9 - 9.8 CH-08
*5.34.1-52CH-09*8.46.3-7.8CH-1013.69.9- 12.2 Legend: * = unsatisfactory
scorereported 2. The MLT affirmed by an interview on September 10, 2025, at
approximately 10:10 a.m. that the laboratory obtained the unsatisfactory PT scores
from the API program as mentioned in statement #1. 3. According to the laboratory's
testing declaration form (Lab-144) submitted on the day of the survey, the laboratory
annually performed and reported approximately 17,160 patient test samples for



D2121

D5209

Routine Chemistry that included the Na, Mg, K, and UA analytes during the time the
laboratory received unsatisfactory proficiency testing scores. Thus, the accuracy and
reliability of patient test reported cannot be determined.

HEMATOLOGY
CFR(s): 493.851(a)

(a) Failure to attain a score of at least 80 percent of acceptable responses for each
analyte in each testing event is unsatisfactory analyte performance for the testing
event.

This STANDARD is not met as evidenced by:

Based on the surveyor's review of the American Proficiency Institute (API)
proficiency testing (PT) records, and an interview with the medical |aboratory
technician (MLT), it was determined that the laboratory failed to attain at least 80
percent of the acceptable response resulting to an unsatisfactory performance for the
Hematology third event in 2024 (Q3-2024) for the White Blood Cell (WBC)
automated differential test. The findingsinclude: 1. API reported a47% score for the
WBC automated differential test for Q3-2024 event. Further review of the quality
assessment documentation showed that this score was negatively impacted by the
40% score for Granulocytes, 40% score in Lymphocytes, and 60% score for
Monocytes. 2. The MLT affirmed by an interview on September 10, 2025, at
approximately 10:10 a.m. that the laboratory obtained the PT scores mentioned in
statement #1. 3. According to the laboratory testing declaration submitted on the day
of the survey, the laboratory performed approximately 5,725 samples annually for
Hematology that included the WBC automated differential test in the Cell Blood
Count panel. Thus, the reliability and quality of Hematology patient results reported
could not be assured at the time when the laboratory obtained unsatisfactory scores.

PERSONNEL COMPETENCY ASSESSMENT POLICIES
CFR(9): 493.1235

As specified in the personnel requirements in subpart M, the laboratory must establish
and follow written policies and procedures to assess employee and, if applicable,
consultant competency.

This STANDARD is not met as evidenced by:

Based on the surveyor's review of five patient records, personnel competency
documentation, and an interview with the medical |aboratory technician (MLT); as
specified in the personnel requirements in subpart M, it was determined that the
laboratory failed to perform competency assessment for all personnel involved in
patient testing. The findingsinclude: 1. Review of the personnel competency records
revealed that the technical consultant failed to fulfill the responsibility of conducting
an annual assessment for all testing personnel. Instead, the ML T performed the
competency for the laboratory assistant for the years 2023 and 2024 making it invalid.
2. The MLT does not qualify as atechnical consultant under 493.1411 regulation to
perform competency assessment. 3.Five records were randomly selected and reviewed
by the surveyor. All results were released by the testing personnel whose competency
was invalid. Thus, the quality and reliability of patient samples processed and reported
could not be assured. 4. According to the testing declaration form submitted at the
time of the survey, the laboratory reported and performed approximately 24,735



D6004

D6036

D6064

patient samples annually for the specialty of Chemistry and Hematology including the
time when competency assessment for one of the testing personnel was invalid.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1407(a)(b)

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. (a) The laboratory
director, if qualified, may perform the duties of the technical consultant, clinical
consultant, and testing personnel, or delegate these responsibilities to personnel
meeting the qualifications of 493.1409, 493.1415, and 493.1421, respectively. (b) If
the laboratory director reapportions performance of his or her responsibilities, he or
she remains responsible for ensuring that al duties are properly performed.

This STANDARD is not met as evidenced by:

Based on the deficiencies given, the laboratory director is herein cited for failure to
ensure that the systems for the preanalytic, analytic, and postanalytic phases of the
laboratory were monitored and followed to provide quality |aboratory services. The
findingsinclude: 1. Personnel competency. See D5209 2. Failure of technical
consultant to provide technical and scientific oversight. See D6036 3. Technical
consultant responsibilities and qualifications. See D6064

TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(s): 493.1413

The technical consultant is responsible for the technical and scientific oversight of the
laboratory. The technical consultant is not required to be onsite at al timestesting is
performed; however, he or she must be available to the laboratory on an as needed
basis to provide consultation, as specified in paragraph (a) of this section.

This STANDARD is not met as evidenced by:

Based on the surveyor's findings on September 10, 2025, and an interview with
medical |aboratory technician; the technical consultant is herein cited for deficient
practice in failure to provide technical and scientific oversight of the laboratory. The
findingsinclude: 1. Unsatisfactory proficiency testing score for Routine Chemistry.
See D2087 2. Unsatisfactory proficiency testing score for Hematology. See D2121

TESTING PERSONNEL QUALIFICATIONS
CFR(S): 493.1423(a)

Each individual performing moderate complexity testing must-- (a) possess a current
license issued by the State in which the laboratory is located, if such licensing is
required; and

This STANDARD is not met as evidenced by:

Based on surveyor's review of five randomly selected patient testing records, testing
personnel records, and an interview with the medical |aboratory technician (MLT); it
was determined that the laboratory failed to ensure that the testing personnel



performing patient testing on all analytes possessed an appropriate current license
issued by the State of California. The findingsinclude: 1. The laboratory had two
testing personnel performing moderate complexity testing, one wasan MLT, while
the other was a laboratory assistant who did not hold a current license issued by the
State of California, wherein the laboratory is located. The laboratory performed
patient testing for Routine Chemistry, Endocrinology, and Hematology. 2. On
September 10, 2025 at approximately 9:10 am., the MLT affirmed by interview that
the laboratory assistant listed in the CMS-209 and Lab-116 performed and reported
moderate complexity tests. 3. The quality and reliability of patient tests reported
cannot be assured. 4. According to the laboratory testing declaration form (Lab-144)
submitted at the time of survey, the laboratory processed and reported approximately
24,735 samples annually for Routine Chemistry, Endocrinology, and Hematol ogy.



