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Laboratory Personnel Qualifications Checklist: 
High complexity testing 
The Laboratory Personnel Qualifications Checklist provides a brief overview of the credentials required for 
personnel who perform moderate complexity testing subject to the Clinical Laboratory Improvement 
Amendments of 1988 (CLIA).  

This checklist can provide guidance for managers looking to fill positions with qualified candidates, or for 
laboratory personnel looking to track their pathways to qualify for these positions listed by CLIA for high 
complexity testing: 

• Laboratory director
• Technical supervisor
• Clinical consultant
• General supervisor
• Cytology general supervisor
• Cytotechnologist
• Testing personnel

This checklist is provided as a service to the public and is not intended to grant rights or impose obligations. 
It may contain references or links to statutes, regulations, or other policy materials. The information 
provided is only intended to be a general summary. It is not intended to replace either the written law or 
regulations. We encourage learners to review the specific statutes, regulations, and other interpretive 
materials for a full and accurate statement of their contents. The inclusion of resources does not imply 
endorsement by the Department of Health and Human Services (HHS) and the Centers for Disease Control 
and Prevention (CDC). 

https://reach.cdc.gov/disclaimers#ui-id-6
https://reach.cdc.gov/home
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Laboratory Name: Personnel Name: 
Laboratory Address: Reviewer Name: 
Laboratory CLIA Number: Date Reviewed: 

The Clinical Laboratory Improvement Amendments of 1988 (CLIA) 
Subpart M—Personnel for Nonwaived Testing 

Laboratories Performing High Complexity Testing 

§ 493.1443 Laboratory director qualifications

The laboratory director must be qualified to manage and direct the laboratory personnel and performance 
of high complexity tests and must be eligible to be an operator of a laboratory within the requirements of 
CLIA 42 CFR, Part 493, subpart R. 

� (a) The laboratory director must possess a current license as a laboratory director issued by the state if 
such licensing is required and 

The laboratory director must meet the CLIA qualification requirements outlined in one of the pathways below: 

� Pathway 1: § 493.1443(b)(1) 
� (i) Be a doctor of medicine or osteopathy, licensed to practice in the state in which the

laboratory is located and 
� (ii) Be certified in anatomic or clinical pathology, or both, by the American Board of Pathology or

the American Osteopathic Board of Pathology. 
� Pathway 2: § 493.1443(b)(2) 

� (i) Be a doctor of medicine, a doctor of osteopathy, or a doctor of podiatric medicine licensed to
practice in the state in which the laboratory is located and 

� (ii) Have at least 2 years of experience directing or supervising high complexity testing and
� (iii) Have 20 continuing education (CE) credit hours in laboratory practice that cover the director

responsibilities defined in § 493.1445. 
� Pathway 3: § 493.1443(b)(3) 

� (i)(A) Hold an earned doctoral degree in a chemical, biological, clinical, or medical laboratory 
science from an accredited institution and 

� (ii) Be certified and continue to be certified by a board approved by HHS and
� (iii) Have at least 2 years of

� (A) Laboratory training or experience or both and 
� (B) Laboratory experience directing or supervising high complexity testing and 

� (iv) Have at least 20 CE credit hours in laboratory practice that cover the director responsibilities
defined in § 493.1445. 
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� Pathway 4: § 493.1443(b)(3) 
� (i)(B) Hold an earned doctoral degree and 
� (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) 
and 

� (ii) Be certified and continue to be certified by a board approved by HHS and
� (iii) Have at least 2 years of

� (A) Laboratory training or experience or both and 
� (B) Laboratory experience directing or supervising high complexity testing and 

� (iv) Have at least 20 CE credit hours in laboratory practice that cover the director responsibilities
defined in § 493.1445. 

� Pathway 5: § 493.1443(b)(3) 
� (i)(B) Hold an earned doctoral degree and 
� (i)(B)(2) Have an approved thesis or research project in biology/chemistry/MT/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 

� (ii) Be certified and continue to be certified by a board approved by HHS and
� (iii) Have at least 2 years of

� (A) Laboratory training or experience or both and 
� (B) Laboratory experience directing or supervising high complexity testing and 

� (iv) Have at least 20 CE credit hours in laboratory practice that cover the director responsibilities
defined in § 493.1445. 

� Pathway 6: § 493.1443(b)(4) Notwithstanding any other provision of this section, an individual is 
considered qualified as a laboratory director of high complexity testing under this section if they were 
qualified and serving as a laboratory director of high complexity testing in a CLIA-certified laboratory as 
of December 28, 2024, and have done so continuously since December 28, 2024. 

� Oral Pathology 
� Pathway 1: § 493.1443(b)(5) For the subspecialty of oral pathology, be certified by the 

American Board of Oral Pathology, American Board of Pathology, or the American Osteopathic 
Board of Pathology. 



Page 4 of 29 

Examples of personnel records that can be used to determine qualifications: 
� Diplomas 
� Board Certification 
� Current licenses 
� Transcript(s) from accredited institution(s) 
� Approved thesis or research project in biology/chemistry/MT/CLS/MLS related to laboratory testing 
� Earned CE credit hour documentation in laboratory practice 
� CMS Quality, Certification and Oversight Reports (QCOR) site 

o Utilize the CLIA Laboratory Lookup to search for CLIA certificates and identify the effective dates
for laboratory specialties and subspecialties.

� Training and experience 
o Letters from training programs or employers
o Attestation statements of an individual’s training and experience by the laboratory director
o Log sheet(s) initialed by the individual indicating attendance at a training session or in-service
o Certificates from organizations providing training sessions, workshops, conferences, and

specialty courses

Notes: 

https://qcor.cms.gov/main.jsp
https://qcor.cms.gov/advanced_find_provider.jsp?which=4&backReport=active_CLIA.jsp
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Laboratory Name: Personnel Name: 
Laboratory Address: Reviewer Name: 
Laboratory CLIA Number: Date Reviewed: 

The Clinical Laboratory Improvement Amendments of 1988 (CLIA) 
Subpart M—Personnel for Nonwaived Testing 

Laboratories Performing High Complexity Testing 

§ 493.1449 Technical supervisor qualifications

The laboratory must employ one or more individuals who are qualified by education and either training or 
experience to provide technical supervision for each of the specialties and subspecialties of service in which 
the laboratory performs high complexity tests or procedures. The director of a laboratory performing high 
complexity testing may function as the technical supervisor provided he or she meets the qualifications 
specified in this section. 

� (a) The technical supervisor must possess a current license issued by the State in which the laboratory 
is located, if such licensing is required and 

The technical supervisor must meet the CLIA qualification requirements outlined in one of the pathways below: 

� Overall Pathway (except histocompatibility and clinical cytogenetics): § 493.1449(b) 
� (1) Is a doctor of medicine or doctor of osteopathy licensed to practice medicine or osteopathy 

in the State in which the laboratory is located and 
� (2) Is certified in both anatomic and clinical pathology by the American Board of Pathology or 

the American Osteopathic Board of Pathology. 
� Bacteriology, Mycobacteriology, Mycology, Parasitology or Virology: § 493.1449(c) 

� Pathway 1: § 493.1449(c)(1) 
� (i) Be a doctor of medicine or doctor of osteopathy licensed to practice medicine or

osteopathy in the State in which the laboratory is located and 
� (ii) Be certified in clinical pathology by the American Board of Pathology or the American

Osteopathic Board of Pathology. 
� Pathway 2: § 493.1449(c)(2) 

� (i) Be a 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 

� (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 microbiology subspecialty. 
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� Pathway 3: § 493.1449(c)(3) 
� (i)(A) Have an earned doctoral degree in a chemical, biological, clinical or medical 

laboratory science, or medical technology from an accredited institution and 
� (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. 

� Pathway 4: § 493.1449(c)(3) 
� (i)(B) Meet the requirements as a laboratory director in § 493.1443(b)(3)(i)(B) which 

state 
� Hold an earned doctoral degree and 
� 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) and 

� (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. 

� Pathway 5: § 493.1449(c)(3) 
� (i)(B) Meet the requirements as a laboratory director in § 493.1443(b)(3)(i)(B) which 

state 
� Hold an earned doctoral degree and 
� An approved thesis or research project in biology/chemistry/MT/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 

� (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. 

� Pathway 6: § 493.1449(c)(4) 
� (i)(A) Have earned a master's degree in a chemical, biological, clinical or medical 

laboratory science, or medical technology from an accredited institution and 
� (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 of experience 
in high complexity testing within the applicable subspecialty. 

� Pathway 7: § 493.1449(c)(4) 
� (i)(B)(1) Meet bachelor's degree equivalency and 
� (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 and 
� (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 of experience 
in high complexity testing within the applicable subspecialty. 
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� Pathway 8: § 493.1449(c)(4) 
� (i)(C)(1) Meet bachelor's degree equivalency and 
� (i)(C)(2) Have at least 16 semester hours in a combination of graduate level coursework 

in biology, chemistry, medical technology, or clinical or medical laboratory science 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 

� (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 of experience 
in high complexity testing within the applicable subspecialty. 

� Pathway 9: § 493.1449(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 and 
� (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. 

� Pathway 10: § 493.1449(c)(5) 
� (i)(B) Have at least 120 semester hours, or equivalent, from an accredited institution 

that, at a minimum, includes 
� (i)(B)(1) Forty-eight (48) semester hours of medical laboratory technology 

courses and 
� (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. 

� Pathway 11: § 493.1449(c)(5) 
� (i)(B) Have at least 120 semester hours, or equivalent, from an accredited institution 

that, at a minimum, includes 
� (2) Forty-eight (48) semester hours of science courses that includes 

� (i) Twelve (12) semester hours of chemistry, which must include general 
chemistry and biochemistry or organic chemistry and 

� (ii) Twelve (12) semester hours of biology, which must include general 
biology and molecular biology, cell biology or genetics and 

� (iii) Twenty-four (24) semester hours of chemistry, biology, or medical 
laboratory science or technology in any combination and 

� (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. 

� Diagnostic Immunology, Chemistry, Hematology, Radiobioassay, or Immunohematology: § 
493.1449(d) 

� Pathway 1: § 493.1449(d)(1) 
� (i) Be a doctor of medicine or a doctor of osteopathy licensed to practice medicine or 

osteopathy in the State in which the laboratory is located and 
� (ii) Be certified in clinical pathology by the American Board of Pathology or the American 

Osteopathic Board of Pathology. 
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� Pathway 2: § 493.1449(d)(2) 
� (i) Be a 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 

� (ii) Have at least 1 year of laboratory training or experience, or both, in high complexity
testing for the applicable specialty. 

� Pathway 3: § 493.1449(d)(3) 
� (i)(A) Have an earned doctoral degree in a chemical, biological, clinical or medical 

laboratory science, or medical technology from an accredited institution and 
� (ii) Have at least 1 year of laboratory training or experience, or both, in high complexity

testing within the applicable specialty. 
� Pathway 4: § 493.1449(d)(3) 

� (i)(B) Meet the requirements as laboratory director in § 493.1443(b)(3)(i)(B) which state 
� Hold an earned doctoral degree and 
� 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) and 

� (ii) Have at least 1 year of laboratory training or experience, or both, in high complexity 
testing within the applicable specialty. 

� Pathway 5: § 493.1449(d)(3) 
� (i)(B) Meet the requirements as laboratory director in § 493.1443(b)(3)(i)(B) which state 

� Hold an earned doctoral degree and 
� An approved thesis or research project in biology/chemistry/MT/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 

� (ii) Have at least 1 year of laboratory training or experience, or both, in high complexity
testing within the applicable specialty. 

� Pathway 6: § 493.1449(d)(4) 
� (i)(A) Have earned a master's degree in a chemical, biological, clinical or medical 

laboratory science, or medical technology from an accredited institution and 
� (ii) Have at least 2 years of laboratory training or experience, or both, in high complexity

testing for the applicable specialty. 
� Pathway 7: § 493.1449(d)(4) 

� (i)(B) Meet the education requirement in § 493.1449(c)(4)(i)(B) which includes 
� Meet bachelor's degree equivalency and 
� Have at least 16 semester hours of additional graduate level coursework in 

chemical, biological, clinical or medical laboratory science, or medical technology 
and 

� (ii) Have at least 2 years of laboratory training or experience, or both, in high complexity 
testing for the applicable specialty. 
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� Pathway 8: § 493.1449(d)(4) 
� (i)(B) Meet the education requirement in paragraph § 493.1449(c)(4)(i)(C) which includes 

� Meet bachelor's degree equivalency and 
� Have at least 16 semester hours in a combination of graduate level coursework in 

biology, chemistry, medical technology, or clinical or medical laboratory science 
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 

� (ii) Have at least 2 years of laboratory training or experience, or both, in high complexity
testing for the applicable specialty. 

� Pathway 9: § 493.1449(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 and 
� (ii) Have at least 4 years of laboratory training or experience, or both, in high complexity

testing for the applicable subspecialty. 
� Pathway 10: § 493.1449(d)(5) 

� (i)(B) Meet the education requirement in § 493.1449(c)(5)(i)(B) which includes 
� Have at least 120 semester hours, or equivalent, from an accredited institution 

that, at a minimum, includes (c)(5)(i)(B)(1) Forty-eight (48) semester hours of 
medical laboratory technology courses and 

� (ii) Have at least 4 years of laboratory training or experience, or both, in high complexity 
testing for the applicable subspecialty. 

� Pathway 11: § 493.1449(d)(5) 
� (i)(B) Meet the education requirement in § 493.1449(c)(5)(i)(B) which includes 

� Have at least 120 semester hours, or equivalent, from an accredited institution 
that, at a minimum, includes 

� Forty-eight (48) semester hours of science courses that include 
� Twelve (12) semester hours of chemistry, which must include 

general chemistry and biochemistry or organic chemistry and 
� Twelve (12) semester hours of biology, which must include general 

biology and molecular biology, cell biology or genetics and 
� Twenty-four (24) semester hours of chemistry, biology, or medical 

laboratory science or technology in any combination and 
� (ii) Have at least 4 years of laboratory training or experience, or both, in high complexity 

testing for the applicable subspecialty. 
� Cytology: § 493.1449(e) 

� Pathway 1: § 493.1449(e)(1) 
� (i) Be a doctor of medicine or a doctor of osteopathy licensed to practice medicine or 

osteopathy in the State in which the laboratory is located and 
� (ii) Be certified in anatomic pathology by the American Board of Pathology or the 

American Osteopathic Board of Pathology. 
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� Pathway 2: § 493.1449(e)(2) 
� An individual qualified under § 493.1449(b) or (e)(1) may delegate some of the cytology 

technical supervisor responsibilities to an individual who is in the final year of full-time 
training leading to certification specified in § 493.1449(b) or (e)(1)(ii) provided the 
technical supervisor qualified under § 493.1449(b) or (e)(1) remains ultimately 
responsible for ensuring that all of the responsibilities of the cytology technical 
supervisor are met. 

� Histopathology: § 493.1449(f)(1) 
� Pathway 1: § 493.1449(f)(1) 

� (i)(A) Be a doctor of medicine or a doctor of osteopathy licensed to practice medicine or 
osteopathy in the State in which the laboratory is located and 

� (i)(B) Be certified in anatomic pathology by the American Board of Pathology or the 
American Osteopathic Board of Pathology. 

� Pathway 2: § 493.1449(f)(1) 
� (ii) An individual qualified under § 493.1449(b) or § 493.1449(f)(1) may delegate to an 

individual who is a resident in a training program leading to certification specified in § 
493.1449(b) or (f)(1)(i)(B), the responsibility for examination and interpretation of 
histopathology specimens. 

� Dermatopathology: § 493.1449(f)(2) 
� Pathway 1: § 493.1449(f)(2) 

� (i)(A) Be a doctor of medicine or doctor of osteopathy licensed to practice medicine or 
osteopathy in the State in which the laboratory is located and 

� (i)(B)(1) Be certified in anatomic pathology by the American Board of Pathology or the 
American Osteopathic Board of Pathology. 

� Pathway 2: § 493.1449(f)(2) 
� (i)(A) Be a doctor of medicine or doctor of osteopathy licensed to practice medicine or 

osteopathy in the State in which the laboratory is located and 
� (i)(B)(2) Be certified in dermatopathology by the American Board of Dermatology and 

the American Board of Pathology. 
� Pathway 3: § 493.1449(f)(2) 

� (i)(A) Be a doctor of medicine or doctor of osteopathy licensed to practice medicine or 
osteopathy in the State in which the laboratory is located and 

� (i)(B)(3) Be certified in dermatology by the American Board of Dermatology. 
� Pathway 4: § 493.1449(f)(2) 

� (ii) An individual qualified under paragraph § 493.1449(b) or (f)(2)(i) may delegate to an
individual who is a resident in a training program leading to certification specified in § 
493.1449(b) or (f)(2)(i)(B), the responsibility for examination and interpretation of 
dermatopathology specimens. 
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� Ophthalmic pathology: § 493.1449(f)(3) 
� Pathway 1: § 493.1449(f)(3) 

� (i)(A) Be a doctor of medicine or doctor of osteopathy licensed to practice medicine or 
osteopathy in the State in which the laboratory is located and 

� (i)(B)(1) Be certified in anatomic pathology by the American Board of Pathology or the 
American Osteopathic Board of Pathology. 

� Pathway 2: § 493.1449(f)(3) 
� (i)(A) Be a doctor of medicine or doctor of osteopathy licensed to practice medicine or 

osteopathy in the State in which the laboratory is located and 
� (i)(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. 

� Pathway 3: § 493.1449(f)(3) 
� (ii) An individual qualified under § 493.1449(b) or (f)(3)(i) may delegate to an individual

who is a resident in a training program leading to certification specified in § 493.1449(b) 
or (f)(3)(i)(B), the responsibility for examination and interpretation of ophthalmic 
specimens. 

� Oral Pathology: § 493.1449(g) 
� Pathway 1: § 493.1449(g)(1) 

� (i) Be a doctor of medicine or a doctor of osteopathy licensed to practice medicine or
osteopathy in the State in which the laboratory is located and 

� (ii) Be certified in anatomic pathology by the American Board of Pathology or the
American Osteopathic Board of Pathology 

� Pathway 2: § 493.1449(g)(2) 
� Be certified in oral pathology by the American Board of Oral Pathology 

� Pathway 3: § 493.1449(g)(3) 
� An individual qualified under § 493.1449(b) or (g)(1) or (2) may delegate to an individual 

who is a resident in a training program leading to certification specified in § 493.1449(b) 
or (g)(1) or (2), the responsibility for examination and interpretation of oral pathology 
specimens. 

� Histocompatibility: § 493.1449(h) 
� Pathway 1: § 493.1449(h)(1) 

� (i) Be a 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 

� (ii)(A) Have 4 years of laboratory training or experience, or both, within the specialty of 
histocompatibility. 
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� Pathway 2: § 493.1449(h)(1) 
� (i) Be a 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 

� (ii)(B)(1) Have 2 years of laboratory training or experience, or both, in the specialty of 
general immunology and 

� (ii)(B)(2) Have 2 years of laboratory training or experience, or both, in the specialty of 
histocompatibility. 

� Pathway 3: § 493.1449(h)(2) 
� (i) Have an earned doctoral degree in a biological, clinical or medical laboratory science,

or medical technology from an accredited institution and 
� (ii)(A) Have 4 years of laboratory training or experience, or both, within the specialty of 

histocompatibility. 
� Pathway 4: § 493.1449(h)(2) 

� (i) Meet the education requirement at § 493.1443(b)(3)(i)(B) which states
� Hold an earned doctoral degree and 
� 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) and 

� (ii)(A) Have 4 years of laboratory training or experience, or both, within the specialty of 
histocompatibility. 

� Pathway 5: § 493.1449(h)(2) 
� (i) Meet the education requirement at § 493.1443(b)(3)(i)(B) which states 

� Hold an earned doctoral degree and 
� An approved thesis or research project in biology/chemistry/MT/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 

� (ii)(A) Have 4 years of laboratory training or experience, or both, within the specialty of 
histocompatibility. 

� Pathway 6: § 493.1449(h)(2) 
� (i) Have an earned doctoral degree in biological, clinical or medical laboratory science, or

medical technology from an accredited institution and 
� (ii)(B)(1) Have 2 years of laboratory training or experience, or both, in the specialty of 

general immunology and 
� (ii)(B)(2) Have 2 years of laboratory training or experience, or both, in the specialty of 

histocompatibility. 
� Pathway 7: § 493.1449(h)(2) 

� (i) Meet the education requirement at § 493.1443(b)(3)(i)(B) which states
� Hold an earned doctoral degree and 
� 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) and 

� (ii)(B)(1) Have 2 years of laboratory training or experience, or both, in the specialty of 
general immunology and 

� (ii)(B)(2) Have 2 years of laboratory training or experience, or both, in the specialty of 
histocompatibility. 
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� Pathway 8: § 493.1449(h)(2) 
� (i) Meet the education requirement at § 493.1443(b)(3)(i)(B) which states 

� Hold an earned doctoral degree and 
� An approved thesis or research project in biology/chemistry/MT/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 

� (ii)(B)(1) Have 2 years of laboratory training or experience, or both, in the specialty of 
general immunology and 

� (ii)(B)(2) Have 2 years of laboratory training or experience, or both, in the specialty of 
histocompatibility. 

� Clinical cytogenetics: § 493.1449(i) 
� Pathway 1: § 493.1449(i)(1) 

� (i) Be a 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 

� (ii) Have 4 years of laboratory training or experience, or both, in genetics, 2 of which
have been in clinical cytogenetics. 

� Pathway 2: § 493.1449(i)(2) 
� (i) Hold an earned doctoral degree in a biological science, including biochemistry, clinical

or medical laboratory science, or medical technology from an accredited institution and 
� (ii) Have 4 years of laboratory training or experience, or both, in genetics, 2 of which

have been in clinical cytogenetics. 
� Pathway 3: § 493.1449(i)(2) 

� (i) Meet the education requirement at § 493.1443(b)(3)(i)(B) which states
� Hold an earned doctoral degree and 
� 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) and 

� (ii) Have 4 years of laboratory training or experience, or both, in genetics, 2 of which 
have been in clinical cytogenetics. 

� Pathway 4: § 493.1449(i)(2) 
� (i) Meet the education requirement at § 493.1443(b)(3)(i)(B) which states 

� Hold an earned doctoral degree and 
� An approved thesis or research project in biology/chemistry/MT/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  

� (ii) Have 4 years of laboratory training or experience, or both, in genetics, 2 of which 
have been in clinical cytogenetics. 

� Grandfather Pathway: § 493.1449(j) 
Notwithstanding any other provision of this section, an individual is considered qualified as a technical 
supervisor under this section if they were qualified and serving as a technical supervisor for high 
complexity testing in a CLIA-certified laboratory as of December 28, 2024, and have done so continuously 
since December 28, 2024. 
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Examples of personnel records that can be used to determine qualifications: 
� Diplomas 
� Board Certification 
� Current licenses 
� Transcript(s) from accredited institution(s) 
� Approved thesis or research project in biology/chemistry/MT/CLS/MLS related to laboratory testing 
� Earned continuing education (CE) credit hour documentation in laboratory practice 
� CMS Quality, Certification and Oversight Reports (QCOR) site 

o Utilize the CLIA Laboratory Lookup to search for CLIA certificates and identify the effective dates
for laboratory specialties and subspecialties.

� Training and experience 
o Letters from training programs or employers
o Attestation statements of an individual’s training and experience by the laboratory director
o Log sheet(s) initialed by the individual indicating attendance at a training session or in-service
o Certificates from organizations providing training sessions, workshops, conferences, and

specialty courses

Notes: 

https://qcor.cms.gov/main.jsp
https://qcor.cms.gov/advanced_find_provider.jsp?which=4&backReport=active_CLIA.jsp
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Laboratory Name: Personnel Name: 
Laboratory Address: Reviewer Name: 
Laboratory CLIA Number: Date Reviewed: 

The Clinical Laboratory Improvement Amendments of 1988 (CLIA) 
Subpart M—Personnel for Nonwaived Testing 

Laboratories Performing High Complexity Testing 

§ 493.1455 Clinical consultant qualifications
The clinical consultant must be qualified to consult with and render opinions to the laboratory's clients 
concerning the diagnosis, treatment and management of patient care. 

The clinical consultant must meet the CLIA qualification requirements outlined in one of the pathways below:
� Pathway 1: § 493.1455(a) 

� Be qualified as a laboratory director under § 493.1443(b)(1) which states 
� Be a doctor of medicine or osteopathy, licensed to practice in the state in which the 

laboratory is located, and 
� Be certified in anatomic or clinical pathology, or both, by the American Board of 

Pathology or the American Osteopathic Board of Pathology. 
� Pathway 2: § 493.1455(a) 

� Be qualified as a laboratory director under § 493.1443(b)(2) which states 
� Be a doctor of medicine, a doctor of osteopathy, or a doctor of podiatric medicine 

licensed to practice in the state in which the laboratory is located and 
� Have at least 2 years of experience directing or supervising high complexity testing and 
� Have 20 continuing education (CE) credit hours in laboratory practice that cover the 

director responsibilities defined in § 493.1445. 
� Pathway 3: § 493.1455(a) 

� Be qualified as a laboratory director under § 493.1443(b)(3) which states 
� Hold an earned doctoral degree in a chemical, biological, clinical, or medical laboratory 

science from an accredited institution and 
� Be certified and continue to be certified by a board approved by HHS and 
� Have at least 2 years of 

� Laboratory training or experience or both and 
� Laboratory experience directing or supervising high complexity testing and 

� Have at least 20 CE credit hours in laboratory practice that cover the director 
responsibilities defined in § 493.1445. 
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� Pathway 4:  § 493.1455(a) 
� Be qualified as a laboratory director under § 493.1443(b)(3) which states 

� Hold an earned doctoral degree and 
� 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) and 

� Be certified and continue to be certified by a board approved by HHS and 
� Have at least 2 years of 

� Laboratory training or experience or both and 
� Laboratory experience directing or supervising high complexity testing and 

� Have at least 20 CE credit hours in laboratory practice that cover the director 
responsibilities defined in § 493.1445. 

� Pathway 5: § 493.1455(a) 
� Be qualified as a laboratory director under § 493.1443(b)(3) which states 

� Hold an earned doctoral degree and 
� Have an approved thesis or research project in biology/chemistry/MT/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 

� Be certified and continue to be certified by a board approved by HHS and 
� Have at least 2 years of 

� Laboratory training or experience or both and 
� Laboratory experience directing or supervising high complexity testing and 

� Have at least 20 CE credit hours in laboratory practice that cover the director 
responsibilities defined in § 493.1445. 

� Oral Pathology 
� Pathway 1 § 493.1455(a) 

� Be qualified as a laboratory for the subspecialty of oral pathology under § 
493.1443(b)(5) which states 

� Be certified by the American Board of Oral Pathology, American Board of 
Pathology, or the American Osteopathic Board of Pathology. 

� Pathway 2: § 493.1455(b) 
� Be a doctor of medicine, doctor of osteopathy, doctor of podiatric medicine licensed to 

practice medicine, osteopathy, or podiatry in the State in which the laboratory is located. 



Page 17 of 29 

Examples of personnel records that can be used to determine qualifications: 
� Diplomas 
� Board Certification 
� Current licenses 
� Transcript(s) from accredited institution(s) 
� Approved thesis or research project in biology/chemistry/MT/CLS/MLS related to laboratory testing 
� Earned CE credit hour documentation in laboratory practice 
� CMS Quality, Certification and Oversight Reports (QCOR) site 

o Utilize the CLIA Laboratory Lookup to search for CLIA certificates and identify the effective dates
for laboratory specialties and subspecialties.

� Training and experience 
o Letters from training programs or employers
o Attestation statements of an individual’s training and experience by the laboratory director
o Log sheet(s) initialed by the individual indicating attendance at a training session or in-service
o Certificates from organizations providing training sessions, workshops, conferences, and

specialty courses

Notes: 

https://qcor.cms.gov/main.jsp
https://qcor.cms.gov/advanced_find_provider.jsp?which=4&backReport=active_CLIA.jsp
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Laboratory Name: Personnel Name: 
Laboratory Address: Reviewer Name: 
Laboratory CLIA Number: Date Reviewed: 

The Clinical Laboratory Improvement Amendments of 1988 (CLIA) 
Subpart M—Personnel for Nonwaived Testing 

Laboratories Performing High Complexity Testing 

§ 493.1461 General supervisor qualifications

The laboratory must have one or more general supervisors who, under the direction of the laboratory director 
and supervision of the technical supervisor, provides day-to-day supervision of testing personnel and reporting 
of test results. In the absence of the director and technical supervisor, the general supervisor must be 
responsible for the proper performance of all laboratory procedures and reporting of test results. 

� (a) The general supervisor must possess a current license issued by the State in which the laboratory is 
located, if such licensing is required and 

The general supervisor must meet the CLIA qualification requirements outlined in one of the pathways below: 

� Pathway 1: § 493.1461(b) 
� (1) Be qualified as a laboratory director under § 493.1443. 

� Pathway 2: § 493.1461(b) 
� (2) Be qualified as a technical supervisor under § 493.1449. 

� Pathway 3: § 493.1461(c) 
� (1)(i) Be a 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 or have 
earned a doctoral, master's, or bachelor's degree in a chemical, biological, clinical or medical 
laboratory science, or medical technology from an accredited institution and 

� (1)(ii) Have at least 1 year of laboratory training or experience, or both, in high complexity 
testing. 

� Pathway 4: § 493.1461(c) 
� (2)(i) Qualify as testing personnel under § 493.1489(b)(3) which states 

� Have earned an associate degree in a laboratory science or medical laboratory 
technology from an accredited institution and 

� (2)(ii) Have at least 2 years of laboratory training or experience, or both, in high complexity 
testing. 
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� Pathway 5: § 493.1461(c) 
� (2)(i) Qualify as testing personnel under § 493.1489(b)(3) which states 

� Have education and training equivalent to that specified in § 493.1489(b)(2)(i) that 
includes 

� At least 60 semester hours, or equivalent, from an accredited institution that, at 
a minimum, includes 

� Twenty-four (24) semester hours of medical laboratory technology 
courses and 

� Have laboratory training that includes 
� Completion of a clinical laboratory training program approved or 

accredited by the Accrediting Bureau of Health Education Schools 
(ABHES) or the Commission on Accreditation of Allied Health Education 
Programs (CAAHEP). This training may be included in the 60 semester 
hours listed in § 493.1489(b)(3)(ii)(A). 

� (2)(ii) Have at least 2 years of laboratory training or experience, or both, in high 
complexity testing. 

� Pathway 6: § 493.1461(c) 
� (2)(i) Qualify as testing personnel under § 493.1489(b)(3) which states 

� Have education and training equivalent to that specified in § 493.1489(b)(2)(i) that 
includes 

� At least 60 semester hours, or equivalent, from an accredited institution that, at 
a minimum, includes 

� Twenty-four (24) semester hours of medical laboratory technology 
courses and 

� Have laboratory training that includes 
� At least 3 months of documented laboratory training in each specialty in 

which the individual performs high complexity testing. 
� (2)(ii) Have at least 2 years of laboratory training or experience, or both, in high complexity 

testing. 
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� Pathway 7: § 493.1461(c) 
� (2)(i) Qualify as testing personnel under § 493.1489(b)(3) which states 

� Have education and training equivalent to that specified in § 493.1489(b)(2)(i) that 
includes 

� At least 60 semester hours, or equivalent, from an accredited institution that, at 
a minimum, includes 

� Twenty-four (24) semester hours of science courses that include 
 Six (6) semester hours of chemistry, and
 Six (6) semester hours of biology; and
 Twelve (12) semester hours of chemistry, biology, or medical

laboratory technology in any combination; and
� Have laboratory training that includes 

� Completion of a clinical laboratory training program approved or 
accredited by the ABHES or the CAAHEP (this training may be included in 
the 60 semester hours listed in § 493.1489(b)(3)(ii)(A). 

� (2)(ii) Have at least 2 years of laboratory training or experience, or both, in high 
complexity testing. 

� Pathway 8: § 493.1461(c) 
� (2)(i) Qualify as testing personnel under § 493.1489(b)(3) which states 

� Have education and training equivalent to that specified in § 493.1489(b)(2)(i) that 
includes 

� At least 60 semester hours, or equivalent, from an accredited institution that, at 
a minimum, includes 

� Twenty-four (24) semester hours of science courses that include 
 Six (6) semester hours of chemistry, and
 Six (6) semester hours of biology; and
 Twelve (12) semester hours of chemistry, biology, or medical

laboratory technology in any combination; and
� Have laboratory training that includes 

� At least 3 months of documented laboratory training in each specialty in 
which the individual performs high complexity testing. 

� (2)(ii) Have at least 2 years of laboratory training or experience, or both, in high 
complexity testing. 

� Pathway 9: § 493.1461(c) 
� (3) Meet the laboratory director requirements at § 493.1443(b)(3).

� Pathway 10: § 493.1461(c) 
� (3) Meet the technical supervisor requirements at § 493.1449(c)(4).

� Pathway 11: § 493.1461(c) 
� (3) Meet the technical supervisor requirements at § 493.1449(c)(5).

� Pathway 12: § 493.1461(c) 
� (4) Notwithstanding any other provision of this section, an individual is considered qualified as a

general supervisor under this section if they were qualified and serving as a general supervisor 
in a CLIA-certified laboratory as of December 28, 2024, and have done so continuously since 
December 28, 2024. 
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� Blood Gas Analysis 
� Pathway 1: § 493.1461(d) 

� (1) Be qualified for general supervisor under § 493.1461(b)(1).
� Pathway 2: § 493.1461(d) 

� (1) Be qualified for general supervisor under § 493.1461(b)(2).
� Pathway 3: § 493.1461(d) 

� (1) Be qualified for general supervisor under § 493.1461(c).
� Pathway 4: § 493.1461(d) 

� (2)(i) Have earned a bachelor's degree in respiratory therapy or cardiovascular 
technology from an accredited institution; and 

� (2)(ii) Have at least one year of laboratory training or experience, or both, in blood gas 
analysis. 

� Pathway 5: § 493.1461(d) 
� (3)(i) Have earned an associate degree related to pulmonary function from an accredited 

institution; and 
� (3)(ii) Have at least two years of training or experience, or both in blood gas analysis. 

� Histopathology 
� Pathway 1: § 493.1461(e) 

� (1) In histopathology, by an individual who is qualified as a technical supervisor under §
493.1449(b). 

� Pathway 2: § 493.1461(e) 
� (1) In histopathology, by an individual who is qualified as a technical supervisor under §

493.1449(f)(1). 
� Dermatopathology 

� Pathway 1: § 493.1461(e) 
� (2) In dermatopathology, by an individual who is qualified as a technical supervisor 

under § 493.1449(b). 
� Pathway 2: § 493.1461(e) 

� (2) In dermatopathology, by an individual who is qualified as a technical supervisor 
under § 493.1449(f)(2). 

� Ophthalmic Pathology 
� Pathway 1: § 493.1461(e) 

� (3) In ophthalmic pathology, by an individual who is qualified as a technical supervisor 
under § 493.1449(b). 

� Pathway 2: § 493.1461(e) 
� (3) In ophthalmic pathology, by an individual who is qualified as a technical supervisor 

under § 493.1449(f)(3). 
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� Oral Pathology 
� Pathway 1: § 493.1461(e) 

� (4) In oral pathology, by an individual who is qualified as a technical supervisor under § 
493.1449(b). 

� Pathway 2: § 493.1461(e) 
� (4) In oral pathology, by an individual who is qualified as a technical supervisor under § 

493.1449(g). 

Examples of personnel records that can be used to determine qualifications: 
� Diplomas 
� Board Certification 
� Current licenses 
� Transcript(s) from accredited institution(s) 
� Approved thesis or research project in biology/chemistry/MT/CLS/MLS related to laboratory testing 
� Earned continuing education (CE) credit hour documentation in laboratory practice 
� CMS Quality, Certification and Oversight Reports (QCOR) site 

o Utilize the CLIA Laboratory Lookup to search for CLIA certificates and identify the effective dates
for laboratory specialties and subspecialties.

� Training and experience 
o Letters from training programs or employers
o Attestation statements of an individual’s training and experience by the laboratory director
o Log sheet(s) initialed by the individual indicating attendance at a training session or in-service
o Certificates from organizations providing training sessions, workshops, conferences, and

specialty courses

Notes: 

https://qcor.cms.gov/main.jsp
https://qcor.cms.gov/advanced_find_provider.jsp?which=4&backReport=active_CLIA.jsp
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Laboratory Name: Personnel Name: 
Laboratory Address: Reviewer Name: 
Laboratory CLIA Number: Date Reviewed: 

The Clinical Laboratory Improvement Amendments of 1988 (CLIA) 
Subpart M—Personnel for Nonwaived Testing 

Laboratories Performing High Complexity Testing 

§ 493.1469 Cytology general supervisor qualifications

The cytology general supervisor must be qualified to supervise cytology services. 

� The general supervisor in cytology must possess a current license issued by the State in which the 
laboratory is located, if such licensing is required, and 

The cytology general supervisor must meet the CLIA qualification requirements outlined in one of the  
pathways below:

� Pathway 1: § 493.1469(a) 
� Be qualified as a technical supervisor under § 493.1449(b) which states that an individual 

� Is a doctor of medicine or doctor of osteopathy licensed to practice medicine or 
osteopathy in the state in which the laboratory is located and 

� Is certified in both anatomic and clinical pathology by the American Board of Pathology 
or the American Osteopathic Board of Pathology. 

� Pathway 2: § 493.1469(a) 
� Be qualified as a technical supervisor under § 493.1449(e) which states that if the requirements 

of § 493.1449(b) are not met and the laboratory performs tests in the subspecialty of cytology, 
the individual functioning as the technical supervisor 

� Must be a doctor of medicine or a doctor of osteopathy licensed to practice medicine or 
osteopathy in the state in which the laboratory is located and (e)(1)(ii) Be certified in 
anatomic pathology by the American Board of Pathology or the American Osteopathic 
Board of Pathology. 

� Pathway 3: § 493.1469(a) 
� Be qualified as a technical supervisor under § 493.1449(e) which states 

� An individual qualified under § 493.1449(b) or § 493.1449(e)(1) may delegate some of 
the cytology technical supervisor responsibilities to an individual who is in the final year 
of full-time training leading to certification specified in § 493.1449(b) or § 493.1449 
(e)(1)(ii), provided the technical supervisor qualified under § 493.1449(b) or § 
493.1449(e)(1) remains ultimately responsible for ensuring that all of the responsibilities 
of the cytology technical supervisor are met. 

� Pathway 4: § 493.1469(b) 
� (1) Be qualified as a cytotechnologist under § 493.1483 which states 

� Meet the qualifications of a technical supervisor under § 493.1449(b) or (e) and 
� (2) Have at least 3 years of full-time (2,080 hours per year) experience as a cytotechnologist 

within the preceding 10 years. 
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� Pathway 5: § 493.1469(b) 
� (1) Be qualified as a cytotechnologist under § 493.1483 which states 

� Possess a current license as a cytotechnologist, issued by the state in which the 
laboratory is located, if such licensing is required, and must meet one of the following 
requirements: 

� Have graduated from a school of cytotechnology accredited by the Commission 
on Accreditation of Allied Health Education Programs (CAAHEP) or 

� Be certified in cytotechnology by an HHS-approved certifying agency or 
� Be qualified and serving as a cytology general supervisor in a CLIA-certified 

laboratory as of December 28, 2024, and have done so continuously since 
December 28, 2024 and 

� (2) Have at least 3 years of full-time (2,080 hours per year) experience as a cytotechnologist 
within the preceding 10 years. 

Examples of personnel records that can be used to determine qualifications: 
� Diplomas 
� Board Certification 
� Current licenses 
� Transcript(s) from accredited institution(s) 
� Approved thesis or research project in biology/chemistry/MT/CLS/MLS related to laboratory testing 
� Earned continuing education (CE) credit hour documentation in laboratory practice 
� CMS Quality, Certification and Oversight Reports (QCOR) site 

o Utilize the CLIA Laboratory Lookup to search for CLIA certificates and identify the effective dates
for laboratory specialties and subspecialties.

� Training and experience 
o Letters from training programs or employers
o Attestation statements of an individual’s training and experience by the laboratory director
o Log sheet(s) initialed by the individual indicating attendance at a training session or in-service
o Certificates from organizations providing training sessions, workshops, conferences, and

specialty courses

Notes: 

https://qcor.cms.gov/main.jsp
https://qcor.cms.gov/advanced_find_provider.jsp?which=4&backReport=active_CLIA.jsp
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Laboratory Name: Personnel Name: 
Laboratory Address: Reviewer Name: 
Laboratory CLIA Number: Date Reviewed: 

The Clinical Laboratory Improvement Amendments of 1988 (CLIA) 
Subpart M—Personnel for Nonwaived Testing 

Laboratories Performing High Complexity Testing 

§ 493.1483 Cytotechnologist qualifications

The cytotechnologist must meet the CLIA qualification requirements outlined in one of the pathways below: 

� Pathway 1: § 493.1483 
� Each person examining cytology slide preparations must meet the qualifications of a technical 

supervisor under § 493.1449(b) which states that an individual 
� Is a doctor of medicine or doctor of osteopathy licensed to practice medicine or 

osteopathy in the state in which the laboratory is located and 
� Is certified in both anatomic and clinical pathology by the American Board of Pathology 

or the American Osteopathic Board of Pathology. 
� Pathway 2: § 493.1483 

� Each person examining cytology slide preparations must meet the qualifications of § 
493.1449(e) which states that if the requirements of § 493.1449(b) are not met and the 
laboratory performs tests in the subspecialty of cytology, the individual functioning as the 
technical supervisor must 

� Must be a doctor of medicine or a doctor of osteopathy licensed to practice medicine or 
osteopathy in the state in which the laboratory is located and (e)(1)(ii) Be certified in 
anatomic pathology by the American Board of Pathology or the American Osteopathic 
Board of Pathology. 

� Pathway 3: § 493.1483 
� (a) Be qualified as a technical supervisor under § 493.1449(e) which states 

� An individual qualified under § 493.1449(b) or § 493.1449(e)(1) may delegate some of 
the cytology technical supervisor responsibilities to an individual who is in the final year 
of full-time training leading to certification specified in § 493.1449(b) or § 493.1449 
(e)(1)(ii), provided the technical supervisor qualified under § 493.1449(b) or § 
493.1449(e)(1) remains ultimately responsible for ensuring that all of the responsibilities 
of the cytology technical supervisor are met. 

� Pathway 4: § 493.1483 
� (a) Possess a current license as a cytotechnologist issued by the State in which the laboratory is 

located, if such licensing is required; and 
� (b)(1) Have graduated from a school of cytotechnology accredited by the Commission on 

Accreditation of Allied Health Education Programs (CAAHEP). 
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� Pathway 5: § 493.1483 
� (a) Possess a current license as a cytotechnologist issued by the State in which the laboratory is 

located, if such licensing is required; and 
� (b)(2) Be certified in cytotechnology by a certifying agency approved by HHS. 

� Pathway 6: § 493.1483 
� (b)(3) Notwithstanding any other provision of this section, an individual is considered qualified 

as a cytotechnologist under this section if they were qualified and serving as a cytotechnologist 
in a CLIA-certified laboratory as of December 28, 2024, and have done so continuously since 
December 28, 2024. 

Examples of personnel records that can be used to determine qualifications: 
� Diplomas 
� Board Certification 
� Current licenses 
� Transcript(s) from accredited institution(s) 
� Approved thesis or research project in biology/chemistry/MT/CLS/MLS related to laboratory testing 
� Earned continuing education (CE) credit hour documentation in laboratory practice 
� CMS Quality, Certification and Oversight Reports (QCOR) site 

o Utilize the CLIA Laboratory Lookup to search for CLIA certificates and identify the effective dates
for laboratory specialties and subspecialties.

� Training and experience 
o Letters from training programs or employers
o Attestation statements of an individual’s training and experience by the laboratory director
o Log sheet(s) initialed by the individual indicating attendance at a training session or in-service
o Certificates from organizations providing training sessions, workshops, conferences, and 

specialty courses

Notes: 

https://qcor.cms.gov/main.jsp
https://qcor.cms.gov/advanced_find_provider.jsp?which=4&backReport=active_CLIA.jsp
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Laboratory Name: Personnel Name: 
Laboratory Address: Reviewer Name: 
Laboratory CLIA Number: Date Reviewed: 

The Clinical Laboratory Improvement Amendments of 1988 (CLIA) 
Subpart M—Personnel for Nonwaived Testing 

Laboratories Performing High Complexity Testing 

§ 493.1489 Testing personnel qualifications

� (a) Possess a current license issued by the State in which the laboratory is located, if such licensing is 
required; and 

The testing personnel must meet the CLIA qualification requirements outlined in one of the pathways below: 

� Pathway 1: § 493.1489(b) 
� (1) Be a 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. 
� Pathway 2: § 493.1489(b) 

� (2)(i) Have earned a doctoral, master's, or bachelor's degree in a chemical, biological, clinical or 
medical laboratory science, or medical technology from an accredited institution. 

� Pathway 3: § 493.1489(b) 
� (2)(ii) Be qualified under the requirements of § 493.1443(b)(3) or § 493.1449(c)(4) or (5). 

� Pathway 4: § 493.1489(b) 
� (3)(i) Have earned an associate degree in a laboratory science or medical laboratory technology 

from an accredited institution. 
� Pathway 5: § 493.1489(b) 

� (3)(ii) Have education and training equivalent to that specified in § 493.1489(b)(2)(i) that 
includes 

� (3)(ii)(A) At least 60 semester hours, or equivalent, from an accredited institution that, at 
a minimum, includes 

� (3)(ii)(A)(1) Twenty-four (24) semester hours of medical laboratory technology 
courses and 

� (3)(ii)(B) Have laboratory training that includes 
� (3)(ii)(B)(1) Completion of a clinical laboratory training program approved 

or accredited by the Accrediting Bureau of Health Education Schools 
(ABHES) or the Commission on Accreditation of Allied Health Education 
Programs (CAAHEP). This training may be included in the 60 semester 
hours listed in § 493.1489(b)(3)(ii)(A). 
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� Pathway 6: § 493.1489(b) 
� (3)(ii) Have education and training equivalent to that specified in § 493.1489(b)(2)(i) that 

includes 
� (3)(ii)(A) At least 60 semester hours, or equivalent, from an accredited institution that, at 

a minimum, includes 
� (3)(ii)(A)(1) Twenty-four (24) semester hours of medical laboratory technology 

courses and 
� (3)(ii)(B) Have laboratory training that includes 

� (3)(ii)(B)(2) At least 3 months documented laboratory training in each 
specialty in which the individual performs high complexity testing. 

� Pathway 7: § 493.1489(b) 
� (3)(ii) Have education and training equivalent to that specified in paragraph (b)(2)(i) of this 

section that includes 
� (3)(ii)(A) At least 60 semester hours, or equivalent, from an accredited institution that, at 

a minimum, includes 
� (3)(ii)(A)(2) Twenty-four (24) semester hours of science courses that include 

� (3)(ii)(A)(2)(i) Six (6) semester hours of chemistry, and 
� (3)(ii)(A)(2)(ii) Six (6) semester hours of biology; and 
� (3)(ii)(A)(2)(iii) Twelve (12) semester hours of chemistry, biology, or 

medical laboratory technology in any combination; and 
� (3)(ii)(B) Have laboratory training that includes 

� (3)(ii)(B)(1) Completion of a clinical laboratory training program approved 
or accredited by the ABHES or the CAAHEP (this training may be included 
in the 60  

� semester hours listed in paragraph (b)(3)(ii)(A) of this section). 
� Pathway 8: § 493.1489(b) 

� (3)(ii) Have education and training equivalent to that specified in paragraph (b)(2)(i) of this 
section that includes 

� (3)(ii)(A) At least 60 semester hours, or equivalent, from an accredited institution that, at 
a minimum, includes 

� (3)(ii)(A)(2) Twenty-four (24) semester hours of science courses that include 
� (3)(ii)(A)(2)(i) Six (6) semester hours of chemistry, and 
� (3)(ii)(A)(2)(ii) Six (6) semester hours of biology; and 
� (3)(ii)(A)(2)(iii) Twelve (12) semester hours of chemistry, biology, or 

medical laboratory technology in any combination; and 
� (3)(ii)(B) Have laboratory training that includes 

� (3)(ii)(B)(2) At least 3 months documented laboratory training in each 
specialty in which the individual performs high complexity testing. 

� Pathway 9: § 493.1489(b) 
� (4) Successful completion of an official U.S. military medical laboratory procedures training 

course of at least 50 weeks duration and having held the military enlisted occupational specialty 
of Medical Laboratory Specialist (Laboratory Technician). 



Page 29 of 29 

� Pathway 10: § 493.1489(b) 
� (5) Notwithstanding any other provision of this section, an individual is considered qualified as a 

high complexity testing personnel under this section if they were qualified and serving as a high 
complexity testing personnel in a CLIA-certified laboratory as of December 28, 2024, and have 
done so continuously since December 28, 2024. 

� Blood Gas Analysis 
� Pathway 1: § 493.1489(b) 

� (6)(i) Be qualified as testing personnel under § 493.1489(b)(1), (2), (3), (4), or (5). 
� Pathway 2: § 493.1489(b) 

� (6)(ii) Have earned a bachelor's degree in respiratory therapy or cardiovascular 
technology from an accredited institution. 

� Pathway 3: § 493.1489(b) 
� (6)(iii) Have earned an associate degree related to pulmonary function from an 

accredited institution. 
� Histopathology 

� Pathway 1: § 493.1489(b) 
� (7) For histopathology, meet the qualifications of § 493.1449(b) or (f) to perform tissue 

examinations. 

Examples of personnel records that can be used to determine qualifications: 
� Diplomas 
� Board Certification 
� Current licenses 
� Transcript(s) from accredited institution(s) 
� Approved thesis or research project in biology/chemistry/MT/CLS/MLS related to laboratory testing 
� Earned continuing education (CE) credit hour documentation in laboratory practice 
� CMS Quality, Certification and Oversight Reports (QCOR) site 

o Utilize the CLIA Laboratory Lookup to search for CLIA certificates and identify the effective dates
for laboratory specialties and subspecialties.

� Training and experience 
o Letters from training programs or employers
o Attestation statements of an individual’s training and experience by the laboratory director
o Log sheet(s) initialed by the individual indicating attendance at a training session or in-service
o Certificates from organizations providing training sessions, workshops, conferences, and 

specialty courses

Notes: 

https://qcor.cms.gov/main.jsp
https://qcor.cms.gov/advanced_find_provider.jsp?which=4&backReport=active_CLIA.jsp
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