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Tag
D2000 ENROLLMENT AND TESTING OF SAMPLES

CFR(S): 493.801

Each laboratory must enroll in a proficiency testing (PT) program that meets the
criteriain subpart | of this part and is approved by HHS. The laboratory must enroll in
an approved program or programs for each of the specialties and subspecialties for
which it seeks certification. The laboratory must test the samples in the same manner
as patients' specimens. For laboratories subject to 42 CFR part 493 published on
March 14, 1990 (55 FR 9538) prior to September 1, 1992, the rules of this subpart are
effective on September 1, 1992. For all other laboratories, the rules of this subpart are
effective January 1, 1994.

This CONDITION is not met as evidenced by:

Based on a proficiency testing (PT) desk review of Center for Medicaid and Medicare
Service (CMYS) PT data reports, the laboratory failed to enroll in an approved PT
program for the specialties Chemistry and Hematology in the calendar year 2022.
Refer to D2001

D2001 ENROLLMENT
CFR(S): 493.801(a)(1)(2)(i)

The laboratory must-- (1) Notify HHS of the approved program or programs in which
it chooses to participate to meet proficiency testing requirements of this subpart. (2)(i)
Designate the program(s) to be used for each specialty, subspecialty, and analyte or
test to determine compliance with this subpart if the laboratory participatesin more
than one proficiency testing program approved by CMS;

This STANDARD is not met as evidenced by:
Based on a PT desk review of CMS PT data reports, the laboratory failed to notify



D6000

D6015

Health and Human Services (HHS) in which PT program it chooses to enroll in for the
speciaties Chemistry and Hematol ogy in the calendar year 2022.

MODERATE COMPLEXITY LABORATORY DIRECTOR
CFR(S): 493.1403

The laboratory must have a director who meets the qualification requirements of 493.
1405 of this subpart and provides overall management and direction in accordance
with 493.1407 of this subpart.

This CONDITION is not met as evidenced by:

Based on a PT desk review of CMS PT data reports, the laboratory director failed to
ensure that the laboratory was enrolled in a approved PT program for the specialities
Chemistry and Hematology in the calendar year 2022. Refer to D6015

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1407(€)(4)

The laboratory director is responsible for the overall operation and administration of
the laboratory, including the employment of personnel who are competent to perform
test procedures, and record and report test results promptly, accurate, and proficiently
and for assuring compliance with the applicable regulations. (e) The laboratory
director must-- (€)(4) Ensure that the laboratory is enrolled in an HHS approved
proficiency testing program for the testing performed.

This STANDARD is not met as evidenced by:

Based on PT desk review of the CMS PT data reports, the laboratory director failed to
enroll the laboratory in an approved HHS PT program for the specialties Chemistry
and Hematology in the calendar year 2022. Refer to D2000.



