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D3031 RETENTION REQUIREMENTS

CFR(S): 493.1105(a)(3)

Analytic systems records. Retain quality control and patient test records (including
instrument printouts, if applicable) and records documenting all analytic systems
activities specified in 493.1252 through 493.1289 for at least 2 years.

This STANDARD is not met as evidenced by:

. Based on observation and interview with Testing Personnel #1 (TP1), the laboratory
failed to retain al abnormal, out of range quality control records for at least two years
for 2 (March 2020 to March 2022) of 2 years. Findingsinclude; 1. The surveyor
observed a sticky note taped on the laboratory's Beckman Coulter AcT Diff
hematology analyzer stating, "If control isabnormal please deleteit and rerun” on 3/23
/22 at 9:07 am. 2. Aninterview on 3/23/22 at 9:09 am with TP1 reveaed controls that
are not in range are deleted and the information is not retained.

D6033 TECHNICAL CONSULTANT-MODERATE COMPEXITY
CFR(S): 493.1409

The laboratory must have atechnical consultant who meets the qualification
requirements of 493.1411 of this subpart and provides technical oversight in
accordance with 493.1413 of this subpart.

This CONDITION is not met as evidenced by:

. Based on record review and interview with Testing Personnel #1, the laboratory
failed to ensure Testing Personnel #1, performing the duties of a Technical
Consultant, met the qualification requirements at 493.1411. Findingsinclude: 1. The
laboratory failed to ensure the personnel performing the Technical Consultant duty of
performing testing personnel competency assessments were qualified. Refer to
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D6035. ***Thisis arepeated Condition-Level deficiency from the 2/12/20
recertification survey***

TECHNICAL CONSULTANT QUALIFICATIONS
CFR(s): 493.1411

(@) The technical consultant must be qualified and must possess a current license
issued by the State in which the laboratory is located, if such licensing is required. (b)
The technical consultant must-- (b)(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 (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 possess qualifications that are equivalent to those required for such
certification; 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 at |east one year of |aboratory
training or experience, or both in non-waived testing, in the designated specialty or
subspecialty areas of service for which the technical consultant is responsible (for
example, physicians certified either in hematology or hematology and medical
oncology by the American Board of Internal Medicine are qualified to serve asthe
technical consultant in hematology); or (b)(3)(i) Hold an earned doctoral or master's
degreein a chemical, physical, biological or clinical laboratory science or medical
technology from an accredited institution; and (b)(3)(ii) Have at least one year of
laboratory training or experience, or both in non-waived testing, in the designated
specialty or subspecialty areas of service for which the technical consultant is
responsible; or (b)(4)(i) Have earned a bachelor's degree in a chemical, physical or
biological science or medical technology from an accredited institution; and (b)(4)(ii)
Have at least 2 years of laboratory training or experience, or both in non-waived
testing, in the designated specialty or subspecialty areas of service for which the
technical consultant is responsible. Note: The technical consultant requirements for
"laboratory training or experience, or both" in each specialty or subspecialty may be
acquired concurrently in more than one of the specialties or subspecialties of service,
excluding waived tests. For example, an individual who has a bachelor's degree in
biology and additionally has documentation of 2 years of work experience performing
tests of moderate complexity in all specialties and subspecialties of service, would be
gualified as atechnical consultant in alaboratory performing moderate complexity
testing in all specialties and subspecialties of service.

This STANDARD is not met as evidenced by:

. Based on record review and interview with Testing Personnel #1, the laboratory
failed to ensure personnel performing the Technical Consultant duty of performing
testing personnel competency assessments was qualified for 1 (Testing Personnel #1)
of 4 testing personnel listed on the CM S-209 form. Findingsinclude: 1. A review of
the laboratory's personnel competency records revealed Testing Personnel 1#1 had
performed a competency assessment for Testing Personnel #2 on 3/15/22. 2. A review
of the qualifications for Testing Personnel #1 revealed they did not meet the
qualification requirements to perform Technical Consultant responsibilities. 3. A
review of the laboratory's "Quality Assurance Plan" revealed a section stating, "At
least annually, the laboratory director and/or technical consultant will review the
performance of each staff member working in the lab to assure employee competency,
The written result of the review will be filed in theindividual's personnel file." 4. An
interview with Testing Personnel #1 on 3/23/22 at 9:34 am confirmed Testing
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Personnel #1 had performed the competency assessment for Testing Personnel #2 and
did not meet the qualification requirementsto be a Technical Consultant. .

TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(S): 493.1413(b)(9)

The technical consultant is responsible for evaluating and documenting the
performance of individuals responsible for moderate complexity testing at |east
semiannually during the first year the individual tests patient specimens.

This STANDARD is not met as evidenced by:

. Based on record review and interview with Testing Personnel #1 (TP1), the
Technical Consultant failed to evaluate the performance at |east semiannually in the
first year of employment for 1 (Testing Personnel #3) of 4 testing personnel on the
CMS-209 form. Findings include: 1. A review of the laboratory's personnel records
revealed Testing Personnel #3 was hired on 10/20/20 and had competency
assessments performed on 10/22/20 and 10/5/21. 2. A review of the laboratory's
"Competency Requirements' revealed a section stating, "Regulation 493.1413 b (9)
refersto the frequency of the competency evaluations. Evaluating and documenting
the performance of individuals responsible for moderate complex testing at least
semiannually during the first year the individual tests patient specimens. Thereafter,
evaluations must be performed at least annually.” 3. An interview on 3/23/22 at 11:18
am with TP1 confirmed the Technical Consultant did not assess the competency of
Testing Personnel #3 at least semiannually during the first year of patient specimen
testing.



