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D6108 LABORATORY TECHNICAL SUPERVISOR

CFR(S): 493.1447

The laboratory must have atechnical supervisor who meets the qualification
requirements of 493.1449 of this subpart and provides technical supervisionin
accordance with 493.1451 of this subpart.

This CONDITION is not met as evidenced by:

Based on observtion of the laboratory, review of laboratory documents, and
interviews with the Testing Person and the Laboratory Director, it was determined
that the laboratory failed to have alicensed Pathologist MD/DO as Technical
Supervisor providing oversight for Grossing. Findings included: 1. The laboratory
designated areas for receiving gastroenterology biopsies and for performing Grossing
of the tissue sections. 2. Personnel Reports (CMS209, CLIA, 5/20/26; LAB116, 5/20
/26) failed to include any licensed Pathologist with responsibilities as Technical
Supervisor in Histopathology. 3. The Testing Person affirmed (5/21/26 at 12:00 pm)
there was no licensed Pathologist as Technical Supervisor. 4. The Laboratory Director
affirmed (7/29/26 at 12:15pm) there was no licensed Pathologist to include as
Technical Supervisor on the Personnel Reports. 5. No licensed Pathol ogist/Technical
Supervisor supervised Grossing for 8 of 8 laboratory records reviewed from the
timeframe 5/15/24 - 4/16/26, as follows.. Date Specimen ID
--------------------------------------------------------- 5/15/24 LPD24-0001 A, B 8/21/24
LPD24-034 A, B, C, D, E 12/18/24 LPD24-209 A, B, C, D, E 2/05/25 LPD25-035 A 6
126/25 LPD25-289 A 12/10/25 LPD25-496 A 2/20/26 LPD26- 097 A, B 4/16/26
LPD26-223 A .

D6111 TECHNICAL SUPERVISOR QUALIFICATIONS
CFR(s): 493.1449

(a) The technical supervisor must possess a current license issued by the State in



which the laboratory islocated, if such licensing is required; and (b) The laboratory
may perform anatomic and clinical laboratory procedures and testsin all specialties
and subspecialties of services except histocompatibility and clinical cytogenetics
services provided the individual functioning as the technical supervisor-- (b)(1) Isa
doctor of medicine or doctor of osteopathy licensed to practice medicine or osteopathy
in the State in which the laboratory is located; and (b)(2) Is certified in both anatomic
and clinical pathology by the American Board of Pathology or the American
Osteopathic Board of Pathology. (c) Bacteriology, Mycobacteriology, Mycology,
Parasitology or Virology- If the requirements of paragraph (b) of this section are not
met and the laboratory performs tests in the subspecialty of bacteriology,
mycobacteriology, mycology, parasitology, or virology, the individua functioning as
the technical supervisor must- (c)(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 (c)(1)(ii) Be certified in clinical pathology by the American
Board of Pathology or the American Osteopathic Board of Pathology; or (c)(2)(i) Bea
doctor of medicine, doctor of osteopathy, or doctor of podiatric medicine licensed to
practice medicine, osteopathy, or podiatry in the State in which the laboratory is
located; and (c)(2)(ii) Have at least 1 year of |aboratory training or experience, or
both, in high complexity testing within the specialty of microbiology with a minimum
of 6 months of experience in high complexity testing within the applicable
microbiology subspecialty; or (¢)(3)(i)(A) Have an earned doctoral degreein a
chemical, biological, clinical or medical laboratory science, or medical technology
from an accredited institution; or (¢)(3)(i)(B) Meet the requirementsin 493.1443(b)(3)
()(B); and(c)(4)(ii) Have at least 2 years of laboratory training or experience, or both,
in high complexity testing within the specialty of microbiology with a minimum of 6
months experience in high complexity testing within the subspecialty of bacteriology;
or (¢)(3)(ii) Have at least 1 year of laboratory training or experience, or both, in high
complexity testing within the specialty of microbiology with a minimum of 6 months
of experience in high complexity testing within the applicable subspecialty; or (c)(4)(i)
(A) Have earned a master's degree in achemical, biological, clinical or medical
laboratory science, or medical technology from an accredited institution; or (¢)(4)(i)
(B)(1) Meet bachelor's degree equivalency; and (c)(4)(i)(B)(2) Have at least 16
semester hours of additional graduate level coursework in chemical, biological,
clinical or medical laboratory science, or medical technology; or (c)(4)(i)(C)(1) Meet
bachelor's degree equivalency; and (c)(4)(i)(C)(2) Have at least 16 semester hoursin a
combination of graduate level coursework in biology, chemistry, medical technology,
or clinical or medical laboratory 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 (c)(4)(ii) Have at least 2 years of |aboratory training or experience, or
both, in high complexity testing within the specialty of microbiology with a minimum
of 6 months of experience in high complexity testing within the applicable
subspecialty; or (c)(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 (c)(5)(i)(B) Have at least 120 semester hours, or equivalent, from an
accredited institution that, at a minimum, includes either- (¢)(5)(i)(B)(1) 48 semester
hours of medical laboratory technology courses; or (¢)(5)(i)(B)(2) 48 semester hours
of science courses that include- (c)(5)(i)(B)(2)(i) 12 semester hours of chemistry,
which must include general chemistry and biochemistry or organic chemistry; (¢)(5)(i)
(B)(2)(ii) 12 semester hours of biology, which must include general biology and
molecular biology, cell biology or genetics; and (c)(5)(i)(B)(2)(iii) 24 semester hours
of chemistry, biology, or medical laboratory science or technology in any
combination; and (¢)(5)(ii) Have at least 4 years of laboratory training or experience,



or both, in high complexity testing within the specialty of microbiology with a
minimum of 6 months of experience in high complexity testing within the applicable
subspecialty. (d) Diagnostic Immunology, Chemistry, Hematology, Radiobioassay, or
Immunohematology - If the requirements of paragraph (b) of this section are not met
and the laboratory performs tests in the specialty of diagnostic immunology,
chemistry, hematol ogy, radiobioassay, or immunohematology, the individual
functioning as the technical supervisor must- (d)(1)(i) Be adoctor of medicine or a
doctor of osteopathy licensed to practice medicine or osteopathy in the State in which
the laboratory islocated; and (d)(1)(ii) Be certified in clinical pathology by the
American Board of Pathology or the American Osteopathic Board of Pathology; or (d)
(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 is located; and (d)(2)(ii) Have at least 1 year of laboratory training or
experience, or both, in high complexity testing for the applicable speciaty; or (d)(3)(i)
(A) Have an earned doctoral degreein achemical, biological, clinical or medical
laboratory science, or medical technology from an accredited institution; or (d)(3)(i)
(B) Meet the education requirement at 493.1443(b)(3)(i)(B); and (d)(3)(ii) Have at
least 1 year of laboratory training or experience, or both, in high complexity testing
within the applicable specialty; or (d)(4)(i)(A) Have earned a master's degreein a
chemical, biological, clinical or medical laboratory science, or medical technology
from an accredited ingtitution; or (d)(4)(i)(B) Meet the education requirement at
paragraphs (c)(4)(i)(B) or (C) of this section; and (d)(4)(ii) Have at least 2 years of
laboratory training or experience, or both, in high complexity testing for the
applicable specialty; or (d)(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 (d)(5)(i)(B) Meet the education requirement at paragraph (c)
(5)(i)(B) of this section; and (d)(5)(ii) Have at least 4 years of |aboratory training or
experience, or both, in high complexity testing for the applicable specialty. (e)
Cytology- If the requirements of paragraph (b) of this section are not met and the
laboratory performs tests in the subspecialty of cytology, the individual functioning as
the technical supervisor must- (€)(1)(i) Be adoctor of medicine or a doctor of
osteopathy licensed to practice medicine or osteopathy in the State in which the
laboratory islocated; and (€)(1)(ii) Be certified in anatomic pathology by the
American Board of Pathology or the American Osteopathic Board of Pathology; or (€)
(2) Anindividua qualified under paragraph (b) or (€)(1) of this section may delegate
some of the cytology technical supervisor responsibilitiesto an individual who isin
the final year of full-time training leading to certification specified in paragraph (b) or
(e)(1)(ii) of this section provided the technical supervisor qualified under paragraph
(b) or (e)(1) of this section remains ultimately responsible for ensuring that all of the
responsibilities of the cytology technical supervisor are met. (f) Histopathology - If
the requirements of paragraph (b) of this section are not met and the laboratory
performstests in the subspecialty of histopathology, the individual functioning as the
technical supervisor must- (f)(1) Meet one of the following requirements: (f)(1)(i)(A)
Be adoctor of medicine or a doctor of osteopathy licensed to practice medicine or
osteopathy in the State in which the laboratory islocated; and (f)(1)(i)(B) Be certified
in anatomic pathology by the American Board of Pathology or the American
Osteopathic Board of Pathology; or (f)(1)(ii) Anindividual qualified under paragraph
(b) or (f)(2) of this section may delegate to an individual who isaresident ina
training program leading to certification specified in paragraph (b) or (f)(1)(i)(B) of
this section, the responsibility for examination and interpretation of histopathology
specimens. (f)(2) For tests in dermatopathol ogy, meet one of the following
requirements: (f)(2)(i)(A) Be adoctor of medicine or doctor of osteopathy licensed to
practice medicine or osteopathy in the State in which the laboratory is located; and (f)



(2)(1)(B) Meet one of the following requirements: (f)(2)(i)(B)(1) Be certified in
anatomic pathology by the American Board of Pathology or the American
Osteopathic Board of Pathology; or (f)(2)(i)(B)(2) Be certified in dermatopathol ogy
by the American Board of Dermatology and the American Board of Pathology; or (f)
(2)()(B)(3) Be certified in dermatology by the American Board of Dermatology; or (f)
(2)(i1) Anindividual qualified under paragraph (b) or (f)(2)(i) of this section may
delegate to an individual who isaresident in atraining program leading to
certification specified in paragraph (b) or (f)(2)(i)(B) of this section, the responsibility
for examination and interpretation of dermatopathology specimens. (f)(3) For testsin
ophthalmic pathology, meet one of the following requirements: (f)(3)(i)(A) Bea
doctor of medicine or doctor of osteopathy licensed to practice medicine or osteopathy
in the State in which the laboratory is located; and (f)(3)(i)(B) Must meet one of the
following requirements: (f)(3)(i)(B)(1) Be certified in anatomic pathology by the
American Board of Pathology or the American Osteopathic Board of Pathology; or (f)
(3)(1)(B)(2) Be certified by the American Board of Ophthalmology and have
successfully completed at least 1 year of formal post-residency fellowship training in
ophthalmic pathology; or (f)(3)(ii) Anindividual qualified under paragraph (b) or (f)
(3)(i) of this section may delegate to an individual who isaresident in atraining
program leading to certification specified in paragraph (b) or (f)(3)(i)(B) of this
section, the responsibility for examination and interpretation of ophthalmic
specimens; or (g) Oral Pathology- If the requirements of paragraph (b) of this section
are not met and the laboratory performs tests in the subspecialty of oral pathology, the
individual functioning as the technical supervisor must meet one of the following
requirements: (g)(1)(i) Be adoctor of medicine or a doctor of osteopathy licensed to
practice medicine or osteopathy in the State in which the laboratory is located; and (Q)
(2)(ii) Be certified in anatomic pathology by the American Board of Pathology or the
American Osteopathic Board of Pathology; or (g)(2) Be certified in oral pathology by
the American Board of Oral Pathology; or (g)(3) Anindividual qualified under
paragraph (b) or (g)(1) or (2) of this section may delegate to an individual who isa
resident in atraining program leading to certification specified in paragraph (b) or (g)
(1) or (2) of this section, the responsibility for examination and interpretation of oral
pathology specimens. (h) Histocompatibility - If the laboratory performstestsin the
specialty of histocompatibility, the individual functioning as the technical supervisor
must either- (h)(1)(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 (h)(1)(ii) Have training or experience that
meets one of the following requirements: (h)(1)(ii)(A) Have 4 years of laboratory
training or experience, or both, within the specialty of histocompatibility; or (h)(1)(ii)
(B)(1) Have 2 years of laboratory training or experience, or both, in the specialty of
general immunology; and (h)(1)(ii)(B)(2) Have 2 years of laboratory training or
experience, or both, in the specialty of histocompatibility; or (h)(2)(i) Have an earned
doctoral degreein abiological, clinical or medical |aboratory science, or medical
technology from an accredited institution; or meet the education regquirement at
493.1443(b)(3)(i)(B); and (h)(2)(ii) Have training or experience that meets one of the
following requirements: (h)(2)(ii)(A) Have 4 years of laboratory training or
experience, or both, within the specialty of histocompatibility; or (h)(2)(ii)(B)(1) Have
2 years of |aboratory training or experience, or both, in the specialty of general
immunology; and (h)(2)(ii)(B)(2) Have 2 years of |aboratory training or experience, or
both, in the specialty of histocompatibility. (i) Clinical cytogenetics- If the |aboratory
performstests in the specialty of clinical cytogenetics, the individual functioning as
the technical supervisor must- (i)(1)(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 is located; and (i)(1)(ii) Have 4 years of |aboratory
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D6120

training or experience, or both, in genetics, 2 of which have been in clinical
cytogenetics; or (i)(2)(i) Hold an earned doctoral degreein abiological science,
including biochemistry, clinical or medical laboratory science, or medical technology
from an accredited institution; or meet the education requirement at 493.1443(b)(3)(i)
(B); and (i)(2)(ii) Have 4 years of |aboratory training or experience, or both, in
genetics, 2 of which have been in clinical cytogenetics. (j) Notwithstanding any other
provision of this section, an individual is considered qualified as atechnical
supervisor under this section if they were qualified and serving as a technical
supervisor for high complexity testing in a CLIA-certified |aboratory as of December
28, 2024, and have done so continuously since December 28, 2024.

This STANDARD is not met as evidenced by:

. Based on review of laboratory documents, and interviews with the Testing Person
and the Laboratory Director, the |aboratory failed to have a Technical Supervisor
meeting the requirements of the State and CLIA. Findings included: 1. Personnel
Reports identified the Testing Person as Technical Supervisor. 2. The Testing Person
affirmed (5/21/26 at 12:00 pm) not being licensed as aMD/DO, board certified in
anatomic pathology as required for specialty (f) Histopathology; and thus, the Testing
Person wasn't qualified. 3. The Laboratory Director affirmed (7/29/26 at 12:15pm) the
laboratory didn't have alicensed Pathologist as Technical Supervisor. .

TECHNICAL SUPERVISOR RESPONSIBILITIES
CFR(s): 493.1451(a)

(a) The technical supervisor must be accessible to the laboratory to provide on-site,
telephone, or electronic consultation; and

This STANDARD is not met as evidenced by:

Based on the lack of |aboratory records, it was determined there was no qualified
Technical Supervisor to provide direct onsite supervision during Grossing, or records
that Grossing test results were reviewed by the Technical Supervisor when
supervision was performed remotely. Findings included: 1. For 8 out of 8 Grossing
records reviewed, the laboratory failed to have records of a California-licensed
Pathologist/Technical Supervisor directly overseeing Grossing or reviewing Grossing
descriptions when supervision was provided remotely. .

TECHNICAL SUPERVISOR RESPONSIBILITIES
CFR(S): 493.1451(b)(7)(8)

(b)(7) Identifying training needs and assuring that each individual performing tests
receives regular in-service training and education appropriate for the type and
complexity of the laboratory services performed; (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 review of laboratory documents, the lack of Iaboratory records, and
interview with the Testing Person, it was determined that the laboratory failed to have
alicensed Pathologist/Technical Supervisor assess and document initial training and
inital evaluation records, follow up competency assessment within 6 months, and



annua competency assessments. Findings included: 1. Personnel Reports included
one Testing Person. 2. The laboratory failed to have records for alicensed MD/DO,
certified in Anatomic Pathology, ng the Testing Person's training needs, initial
evaluation, and competency assessments within six months and annually. 3. The
Testing Person affirmed (5/21/26 at 12:00 pm) the aforementioned lack of records.



