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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
DO0000 . An unannounced complaint investigation for complaint M100154706 was performed

on November 3, 2025. The Department of Licensing and Regulatory Affairs has
evaluated this facility and it was found to be out of compliance with CLIA regulations
(42 CFR Part 493, Laboratory Requirements) for the following condition-level
deficiencies: 493.1403 Condition: Laboratories performing moderate complexity
testing; laboratory director.

D6000 MODERATE COMPLEXITY LABORATORY DIRECTOR
CFR(s): 493.1403

The laboratory must have a director who meets the qualification requirements of 493.
1405 of this subpart and provides overall management and direction in accordance
with 493.1407 of this subpart.

This CONDITION is not met as evidenced by:
Based on record review and interview with the laboratory director, the laboratory
failed to have aqualified laboratory director. Refer to D6003.

D6003 LABORATORY DIRECTOR QUALIFICATIONS
CFR(S): 493.1405 AND 493.1406

The laboratory director must be qualified to manage and direct the laboratory
personnel and the performance of moderate complexity tests and must be eligible to
be an operator of alaboratory within the requirements of subpart R of this part. (a)
The laboratory director must possess a current license as alaboratory director issued
by the State in which the laboratory is located, if such licensing is required; and (b)
The laboratory director must-- (b)(1)(i) Be adoctor of medicine or doctor of
osteopathy licensed to practice medicine or osteopathy in the State in which the
laboratory is located; and (b)(1)(ii) Be certified in anatomic or clinical pathology, or
both, by the American Board of Pathology or the American Osteopathic Board of



Pathology; or (b)(2)(i) Be adoctor of medicine, doctor of osteopathy, or doctor of
podiatric medicine licensed to practice medicine, osteopathy, or podiatry in the State
in which the laboratory islocated; and (b)(2)(ii) Have had laboratory training or
experience consisting of: (b)(2)(ii)(A) At least one year directing or supervising non-
waived |aboratory testing; and (b)(2)(ii)(B) Have at least 20 CE credit hoursin
laboratory practice that cover the laboratory director responsibilities defined in 493.
1407; or (b)(3)(i)(A) Hold an earned doctoral degree in achemical, biological, clinical
or medical laboratory science or medical technology from an accredited institution; or
(b)(3)(i)(B) Hold an earned doctoral degree; and (b)(3)(i)(B)(1) Have at least 16
semester hours of doctoral level coursework in biology, chemistry, medical
technology (MT), clinical laboratory science (CLS), or medical laboratory science
(MLS); or (b)(3)(1)(B)(2) An approved thesis or research project in biology/chemistry
IMT/CLS/MLS related to laboratory testing for the diagnosis, prevention, or treatment
of any disease or impairment of, or the assessment of the health of, human beings; and
(b)(3)(ii) Have at least 20 CE credit hoursin laboratory practice that cover the
laboratory director responsibilities defined in 493.1407; and (b)(3)(ii)(A) Be certified
and continue to be certified by a board approved by HHS; and (b)(3)(ii)(B) Have had
at least 1 year of experience directing or supervising nonwaived laboratory testing; or
(b)(4)(i)(A) Have earned a master's degree in a chemical, biological, clinical or
medical |aboratory science, or medical technology from an accredited institution; or
(b)(4)(i1)(B)(1) Meet bachelor's degree equivalency; and (b)(4)(i)(B)(2) Have at |east
16 semester hours of additional graduate level coursework in biology, chemistry,
medical technology, clinical or medical |aboratory science; or (b)(4)(i)(C)(1) Meet
bachelor's degree equivalency; and (b)(4)(i)(C)(2) Have at least 16 semester hoursin a
combination of graduate level coursework in biology, chemistry, medical technology,
clinical or medical |aboratory science coursework and an approved thesis or research
project related to laboratory testing for the diagnosis, prevention, or treatment of any
disease or impairment of, or the assessment of the health of, human beings; and (b)(4)
(i1) Have at least 1 year of laboratory training or experience, or both, in nonwaived
testing; and (b)(4)(iii) Have at least 1 year of supervisory laboratory experiencein
nonwaived testing; and (b)(4)(iv) Have at least 20 CE credit hoursin laboratory
practice that cover the director responsibilities defined in 493.1407; or (b)(5)(i))(A)
Have earned a bachelor's degree in a chemical, biological, clinical or medical
laboratory science, or medical technology from an accredited institution; or (b)(5)(i)
(B) At least 120 semester hours, or equivalent, from an accredited institution that, at a
minimum, includes either- (b)(5)(i)(B)(1) 48 semester hours of medical laboratory
science or medical laboratory technology courses; or (b)(5)(i)(B)(2) 48 semester hours
of science courses that include- (b)(5)(i)(B)(2)(i) 12 semester hours of chemistry,
which must include general chemistry and biochemistry or organic chemistry; and (b)
(5)(1)(B)(2)(ii) 12 semester hours of biology, which must include general biology and
molecular biology, cell biology or genetics; and (b)(5)(1)(B)(2)(iii) 24 semester hours
of chemistry, biology, or medical laboratory science or medical laboratory technology
in any combination; and (b)(5)(ii) Have at |least 2 years of |aboratory training or
experience, or both, in nonwaived testing; and (b)(5)(iii) Have at least 2 years of
supervisory laboratory experience in nonwaived testing; and (b)(5)(iv) Have at least
20 CE credit hoursin laboratory practice that cover the director responsibilities
defined in 493.1407. (b)(6) Notwithstanding any other provision of this section, an
individual is considered qualified as a laboratory director of moderate complexity
testing under this section if they were qualified and serving as alaboratory director of
moderate complexity testing in a CLIA-certified laboratory as of December 28, 2024,
and have done so continuously since December 28, 2024.



This STANDARD is not met as evidenced by:

. Based on record review and interview with the laboratory director, the laboratory
failed to have a qualified laboratory director for two (9/1/25 to 11/3/25) of two months
since the current laboratory director started providing services. Findingsinclude: 1. A
phone interview on 11/3/25 at 11:17 am with the laboratory director and they started
serving in thisrole on 9/1/25. During the phone interview, the surveyor requested
documentation showing the laboratory director had met the moderate complexity
laboratory director qualification requirements. 2. A review of the documentation
received from the laboratory director showed a"Bachelor of Science in Biomedical
Diagnostic and Therapeutic Sciences with Specialization in Medical Laboratory
Science" without documentation to support at least two years of laboratory training or
experience or both in nonwaived testing or at least two years of supervisory |aboratory
experience in nonwaived testing. 3. The laboratory was given an additional seven days
to provide the missing qualification records and it was not provided.



