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In This Issue...

o CLIA Enforcement Discretion and Clarification on Personnel Regulations from
QS0-25-10-CLIA (Revised) and QSO 25-21-CLIA memos

On 12/28/2024, the new Clinical Laboratory Improvement Amendment (CLIA) personnel regulations went into
effect. Subsequently, on 6/23/2025, the Centers for Medicare & Medicaid Services (CMS) released memos QSO-25-
10-CLIA (Revised) and QS0O-25-21-CLIA, CLIA Enforcement Discretion and Clarification on Personnel Regulations.

These memos supersede the previous memo, QS0-25-10- CLIA, and have updated/changed some of the CLIA per-
sonnel regulations and interpretive guidelines. In this edition of the CLIA Corner, we will clarify the updates/
changes from the QSO-25-10-CLIA (Revised) and QS0O-25-21-CLIA memos. The 2025 first edition of the CLIA Corner
has been updated to reflect these changes.

Updates, Enforcement Discretion, and Clarification

CMS will allow individuals qualified as a doctor of medicine (MD), doctor of osteopathy (DO), or doctor of podiatric medicine
(DPM) licensed to practice medicine, osteopathy, or podiatry in the State in which the laboratory is located to qualify as a
moderate complexity laboratory director by having laboratory training or experience consisting of at least one year directing
or supervising non-waived laboratory testing OR by having at least 20 continuing education (CE) credit hours in laboratory
practice that cover the laboratory director responsibilities as defined in § 493.1407.

CMS removed the requirement of having 20 CE credit hours from the other moderate and high complexity laboratory director
qualifications found at §493.1405(b)(3)(ii), 493.1405(b)(4)(iv), 493.1405(b)(5)(iv), 493.1443(b)(2)(iii), and 493.1443(b)(3)(iv).

CMS identified another pathway for an individual to qualify as a high complexity laboratory director for dermatopathology.
An individual may qualify as a high complexity laboratory director for dermatopathology if they qualify as a technical
supervisor by being an MD or DO licensed to practice medicine or osteopathy in the State in which the laboratory is located,
AND by being certified in anatomic pathology by the American

Board of Pathology or the American Osteopathic Board of

Pathology, OR by being certified in dermatopathology by the

American Board of Dermatology and the American Board of

Pathology, OR by being certified in dermatology by the American "
Board of Dermatology.




Updates, Enforcement Discretion, and Clarification, continued:

CMS clarified the experience requirements of a high complexity laboratory director under §493.1443(b)(3)(iii). Asitis written
in the regulations, it infers an individual must have 2 years of laboratory training and/or experience and another 2 years of
laboratory experience directing and/or supervising high complexity testing, for a total of 4 years. The actual requirement is to
have a total of 2 years of laboratory training and/or experience and laboratory experience directing and/or supervising high
complexity testing.

CMS removed the guidance of using the prefix “Bio”, “Chem”, or “MLS” when reviewing transcripts to determine semester
hours needed to fulfill testing personnel qualifications. It was determined to be a burden on individuals to provide documen-
tation for courses not labeled with “Bio”, “Chem”, or “MLS” prefixes but were still labeled as science courses by a university or
college.

e CMS determined that direct observations of compe-
tency do not necessarily need to be performed “in
person”.

Regardless of which
way direct observations are performed, they are
still required as part of the six mandatory compe-
tency criteria.

e CMS determined individuals with nursing degrees
may qualify as high complexity testing personnel for
glucometer testing only. There are concerns that
some bedside glucometers used in health care facili-

ties fall under the CLIA high complexity test categori-

zation, and nurses are needed to perform the glu-
cometer testing. CMS has added the following guidance on nursing degrees:

=)

If an individual with a Bachelor of Nursing degree would like to perform other high complexity testing, that individual will need
to meet one of the other high complexity testing personnel pathways.

CMS will also fix technical errors in the final publication which have been
identified after the release of QSO 25-10-CLIA.
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