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Tag
D6063 LABORATORY TESTING PERSONNEL

CFR(s): 493.1421

The laboratory must have a sufficient number of individuals who meet the
qualification requirements of 493.1423, to perform the functions specified in 493.
1425 for the volume and complexity of tests performed.

This CONDITION is not met as evidenced by:

Based on lack of documentation and interview, the laboratory director failed to
document the highest qualifying educational degree of one of six testing personnel.
See 6065.

D6065 TESTING PERSONNEL QUALIFICATIONS
CFR(9): 493.1423(b)(1)(2)(3)(4)(i)

(b) Meet one of the following requirements: (b)(1) Be adoctor of medicine or doctor
of osteopathy licensed to practice medicine or osteopathy in the State in which the
laboratory islocated; or (b)(2) Have earned a doctoral, master's, or bachelor's degree
in achemical, biological, clinical or medical laboratory science, or medical
technology, or nursing from an accredited institution; or (b)(3) Meet the requirements
in 493.1405(b)(3)(i)(B), (b)(4)(1)(B), (0)(4)()(C) or (b)(5)(1)(B); or (b)(4) Have
earned an associate degree in a chemical, biological, clinical or medical laboratory
science, or medical laboratory technology or nursing from an accredited institution; or
(b)(5) Be ahigh school graduate or equivalent and have successfully completed an
official military medical |aboratory procedures course of at least a duration of 50
weeks and have held the military enlisted occupational speciaty of Medical
Laboratory Specialist (Laboratory Technician); or (b)(6)(i) Have earned a high school
diploma or equivalent; and



This STANDARD is not met as evidenced by:

Based on areview of laboratory personnel records, lack of documentation, and
interviews with laboratory staff, it was determined the laboratory failed document that
one of six testing personnel (#3 as listed on the CM'S 209 form) met educational
requirements to perform moderate complexity testing. Survey findings follow: A) The
laboratory failed to have documentation of education for one of six testing personnel
(#3 aslisted on the CM S 209 form) that would qualify testing personnel to perform
moderate complexity testing. C) In the interview, at 2:45pm on 3/24/26 , the technical
consultant confirmed the lack of documentation of highest level of education, which
would qualify employee to perform moderate complexity testing.



