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D2138 CYTOLOGY
CFR(s): 493.855(b)

Individuals who fail this second test are subsequently retested with a 20-dlide test set
as described in paragraphs (b)(2) and (b)(3) of this section. Individuals are given not
more than 2 hours to complete a 10-slide test and not more than 4 hours to complete a
20-dlide test.

This STANDARD is not met as evidenced by:

Based on review of Center for Medicare and Medicaid Services (CMS) 209 form,
laboratory policy, College of American Pathologist (CAP) PAP proficiency testing
(PT) records, and confirmed in staff interview, 1 of 10 testing personnel (TP-4) who
perform gynecologic cytology failed to retest with a 20-dlide test after failing the
second testing event in 2020. Findings: 1. Review of the CM S 209 identified 10
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testing persons who perform gynecologic cytology. 2. Review of the laboratory's
policy titled " Cytotechnologist / Pathologist Proficiency Testing Policy” revealed:
"All testing personnel involved in the screening of Gyn Cytology samples are
required, under 42 CFR 493.583 to participate successfully in an approved cytology
proficiency testing program. Records of PT performance are maintained for at least 2
years. Records are kept for each individual participating in annual PT, including
identification of those who are retested; records of remedial training; records of
imposition of limitations on slide examination; and records of re-examination of
slides, asrequired by CLIA. For any PT failures, please follow 42 CFR 493.855*. The
Medical Director will verify receipt of Proficiency Test results and ensure that for any
non-passing scores the appropriate remedial action istaken as specified under 42 CFR
493.855. Reference: * (1) Anindividual is determined to have failed the annual
testing event if he or she scores |ess than 90 percent on a 10-slide test set. For an
individual who fails to an annual proficiency testing event, the laboratory must
schedul e a retesting event which must take place no more than 45 days after receipt of
the notification failure. (2) Anindividual is determined to have failed the second
testing event if he or she scores less than 90 percent on a 10-slide test set. For an
individual who fails a second testing event, the laboratory must provide him or her
with documented, remedial training and education in the area of failure, and must
assure that all gynecologic sides evaluated subsequent to the notice of failure are
reexamined until the individual is again tested with a 20-dlide test set and scores at
least 90 percent. Reexamination of slides must be documented. (3) Anindividual is
determined to have failed the third testing event if he or she scores less than 90
percent on a 20-slide test set. Anindividua who fails the third testing event must
cease examining gynecologic slide preparations immediately upon notification of test
failure and may not resume examining gynecologic slides until the laboratory assures
that the individual obtains at least 35 hours of documented, formally structured,
continuing education in diagnostic cytopathology that focuses on the examination of
gynecologic preparations, and until he or sheis retested with a 20-slide test set and
scores at least 90 percent. (c) If alaboratory fails to ensure that individuals are tested
of those who fail atesting event are retested, or fails to take required remedia actions
as described in paragraphs (b)(1), (b)(2) or (b)(3) of this section, CMS will initiate
intermediate sanctions or limit the laboratory's certificate to exclude gynecologic
cytology testing under CLIA, and if applicable, suspend the laboratory's Medicare and
Medicaid payments for gynecologic cytology testing in accordance with subpart R of
thispart.” 3. Review of CAP PAP PT records for 2020 and 2021 revealed TP-4 scored
the following scores. Annual test session 9/21/2020: score 85%; unsatisfactory Retest
11/09/2020: score 85%; unsatisfactory Annual 10-slide test session 08/31/2021: score
100%; satisfactory TP-4 failed to retest with a 20-dlide test after failing the second
testing event in 2020 as required in CFR 493.855. 4. During an interview on 09/30
/2021 at 11:30 am, the Senior Manager Quality, Safety/Compliance stated that the
laboratory was unaware that TP-4 had failed the annual PAP PT testing event and the
retest in 2020. She stated that TP-4 never informed the laboratory of the failures.
During a phone interview on 10/05/2021 at 3:20 pm, the Senior Manager Quality,
Safety/Compliance stated that the annual event in 2021 was a 10-slide test because the
laboratory was unaware of the failuresin 2020. This confirmed the above findings.
Word Key: PAP: Papanicolaou Gyn: gynecologic

CYTOLOGY
CFR(S): 483.855(b)(1)

Anindividual is determined to have failed the annual testing event if he or she scores
less than 90 percent on a 10-dlide test set.
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This STANDARD is not met as evidenced by:

Based on review of Center for Medicare and Medicaid Services (CMS) 209 form,
laboratory policy, College of American Pathologist (CAP) PAP proficiency testing
(PT) records, and confirmed in staff interview, 1 of 10 testing personnel (TP-4) who
perform gynecologic cytology failed to achieve greater than 90% on a 10-slide test for
their annual testing event in 2020 (September). Findings: 1. Review of the CM'S 209
identified 10 testing persons who perform gynecologic cytology. 2. Review of the
laboratory's policy titled " Cytotechnologist / Pathologist Proficiency Testing Policy”
revealed: "All testing personnel involved in the screening of Gyn Cytology samples
are required, under 42 CFR 493.583 to participate successfully in an approved
cytology proficiency testing program. Records of PT performance are maintained for
at least 2 years. Records are kept for each individual participating in annual PT,
including identification of those who are retested; records of remedial training;
records of imposition of limitations on slide examination; and records of re-
examination of sides, asrequired by CLIA. For any PT failures, please follow 42
CFR 493.855*. The Medical Director will verify receipt of Proficiency Test results
and ensure that for any non-passing scores the appropriate remedial action istaken as
specified under 42 CFR 493.855. Reference: * (1) Anindividual is determined to have
failed the annual testing event if he or she scores less than 90 percent on a 10-slide
test set. For an individual who failsto an annual proficiency testing event, the
laboratory must schedule a retesting event which must take place no more than 45
days after receipt of the notification failure. (2) An individual is determined to have
failed the second testing event if he or she scores |ess than 90 percent on a 10-dlide
test set. For an individual who fails a second testing event, the laboratory must
provide him or her with documented, remedial training and education in the area of
failure, and must assure that all gynecologic slides evaluated subsequent to the notice
of failure are reexamined until the individual is again tested with a 20-dlide test set
and scores at least 90 percent. Reexamination of slides must be documented. (3) An
individual is determined to have failed the third testing event if he or she scores less
than 90 percent on a 20-dlide test set. An individual who falls the third testing event
must cease examining gynecologic slide preparations immediately upon notification
of test failure and may not resume examining gynecologic slides until the laboratory
assures that the individual obtains at least 35 hours of documented, formally
structured, continuing education in diagnostic cytopathology that focuses on the
examination of gynecologic preparations, and until he or she is retested with a 20-
dlide test set and scores at least 90 percent. (c) If alaboratory failsto ensure that
individuals are tested of those who fail atesting event are retested, or failsto take
required remedial actions as described in paragraphs (b)(1), (b)(2) or (b)(3) of this
section, CM S will initiate intermediate sanctions or limit the laboratory's certificate to
exclude gynecologic cytology testing under CLIA, and if applicable, suspend the
laboratory's Medicare and Medicaid payments for gynecologic cytology testing in
accordance with subpart R of thispart.” 3. Review of CAP PAP PT records revealed
TP-4 scored an unsatisfactory score of 85% for their annual test session on 09/21
/2020. TP-4 failed to achieve greater than 90% on a 10-slide test for their 2020 annual
testing event. 4. During an interview on 09/30/2021 at 11:30 am, the Senior Manager
Quality, Safety/Compliance confirmed the above findings. Word Key: PAP:
Papanicolaou Gyn: gynecologic

CYTOLOGY
CFR(S): 493.855(b)(2)
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Anindividual is determined to have failed the second testing event if he or she scores
less than 90 percent on a 10-dlide test set.

This STANDARD is not met as evidenced by:

Based on review of Center for Medicare and Medicaid Services (CMS) 209 form,
laboratory policy, College of American Pathologist (CAP) PAP proficiency testing
(PT) records, and confirmed in staff interview, 1 of 10 testing personnel (TP-4) who
perform gynecologic cytology failed to achieve greater than 90% on a 10-slide test for
their second testing event in 2020 (September). Findings: 1. Review of the CM'S 209
identified 10 testing persons who perform gynecologic cytology. 2. Review of the
laboratory's policy titled " Cytotechnologist / Pathologist Proficiency Testing Policy”
revealed: "All testing personnel involved in the screening of Gyn Cytology samples
arerequired, under 42 CFR 493.583 to participate successfully in an approved
cytology proficiency testing program. Records of PT performance are maintained for
at least 2 years. Records are kept for each individual participating in annual PT,
including identification of those who are retested; records of remedial training;
records of imposition of limitations on slide examination; and records of re-
examination of dlides, asrequired by CLIA. For any PT failures, please follow 42
CFR 493.855*. The Medical Director will verify receipt of Proficiency Test results
and ensure that for any non-passing scores the appropriate remedial action istaken as
specified under 42 CFR 493.855. Reference: * (1) Anindividual is determined to have
failed the annual testing event if he or she scores less than 90 percent on a 10-slide
test set. For an individual who failsto an annual proficiency testing event, the
laboratory must schedule a retesting event which must take place no more than 45
days after receipt of the notification failure. (2) An individual is determined to have
failed the second testing event if he or she scores less than 90 percent on a 10-dlide
test set. For an individual who fails a second testing event, the laboratory must
provide him or her with documented, remedial training and education in the area of
failure, and must assure that all gynecologic slides evaluated subsequent to the notice
of failure are reexamined until the individual is again tested with a 20-slide test set
and scores at least 90 percent. Reexamination of slides must be documented. (3) An
individual is determined to have failed the third testing event if he or she scores less
than 90 percent on a 20-dlide test set. An individual who fails the third testing event
must cease examining gynecologic slide preparations immediately upon notification
of test failure and may not resume examining gynecologic slides until the laboratory
assures that the individual obtains at least 35 hours of documented, formally
structured, continuing education in diagnostic cytopathology that focuses on the
examination of gynecologic preparations, and until he or she is retested with a 20-
dlide test set and scores at least 90 percent. (c) If alaboratory failsto ensure that
individuals are tested of those who fail atesting event are retested, or failsto take
required remedial actions as described in paragraphs (b)(1), (b)(2) or (b)(3) of this
section, CM S will initiate intermediate sanctions or limit the laboratory's certificate to
exclude gynecologic cytology testing under CLIA, and if applicable, suspend the
laboratory's Medicare and Medicaid payments for gynecologic cytology testing in
accordance with subpart R of this part." 3. Review of CAP PAP PT records revealed
TP-4 scored an unsatisfactory score of 85% for their second testing event on 11/09
/2020. TP-4 failed to achieve greater than 90% on a 10-dlide test for their second
testing event in 2020. 4. During an interview on 09/30/2021 at 11:30 am, the Senior
Manager Quality, Safety/Compliance confirmed the above findings. Word Key: PAP:
Papanicolaou Gyn: gynecologic

CYTOLOGY
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For an individual who fails a second testing event, the laboratory must provide him or
her with documented, remedial training and education in the area of failure, and

This STANDARD is not met as evidenced by:

Based on review of Center for Medicare and Medicaid Services (CMS) 209 form,
laboratory policy, College of American Pathologist (CAP) PAP proficiency testing
(PT) records, laboratory personnel records, and confirmed in staff interview, the
laboratory failed to provide and document remedial training and education in the area
of failurefor 1 of 10 testing personnel (TP-4) who perform gynecologic cytology in
2020. Findings: 1. Review of the CM S 209 identified 10 testing persons who perform
gynecologic cytology. 2. Review of the laboratory's policy titled "Cytotechnologist /
Pathologist Proficiency Testing Policy" revealed: "All testing personnel involved in
the screening of Gyn Cytology samples are required, under 42 CFR 493.583 to
participate successfully in an approved cytology proficiency testing program. Records
of PT performance are maintained for at least 2 years. Records are kept for each
individual participating in annual PT, including identification of those who are
retested; records of remedial training; records of imposition of limitations on slide
examination; and records of re-examination of dlides, asrequired by CLIA. For any
PT failures, please follow 42 CFR 493.855*. The Medical Director will verify receipt
of Proficiency Test results and ensure that for any non-passing scores the appropriate
remedial action is taken as specified under 42 CFR 493.855. Reference: * (1) An
individual is determined to have failed the annual testing event if he or she scores less
than 90 percent on a 10-dlide test set. For an individual who fails to an annual
proficiency testing event, the laboratory must schedule a retesting event which must
take place no more than 45 days after receipt of the notification failure. (2) An
individual is determined to have failed the second testing event if he or she scores less
than 90 percent on a 10-dlide test set. For an individual who fails a second testing
event, the laboratory must provide him or her with documented, remedial training and
education in the area of failure, and must assure that all gynecologic slides evaluated
subsequent to the notice of failure are reexamined until the individual is again tested
with a 20-dide test set and scores at |east 90 percent. Reexamination of slides must be
documented. (3) Anindividual is determined to have failed the third testing event if
he or she scores |less than 90 percent on a 20-slide test set. An individual who fails the
third testing event must cease examining gynecol ogic slide preparations immediately
upon notification of test failure and may not resume examining gynecologic slides
until the laboratory assures that the individual obtains at least 35 hours of
documented, formally structured, continuing education in diagnostic cytopathol ogy
that focuses on the examination of gynecologic preparations, and until he or sheis
retested with a 20-dlide test set and scores at |east 90 percent. (c) If alaboratory fails
to ensure that individuals are tested of those who fail atesting event are retested, or
failsto take required remedial actions as described in paragraphs (b)(1), (b)(2) or (b)
(3) of this section, CMSwill initiate intermediate sanctions or limit the laboratory's
certificate to exclude gynecologic cytology testing under CLIA, and if applicable,
suspend the laboratory's Medicare and Medicaid payments for gynecol ogic cytology
testing in accordance with subpart R of this part." 3. Review of CAP PAP PT records
for 2020 revealed TP-4 scored the following scores: Annual test session 9/21/2020:
score 85%; unsatisfactory Retest 11/09/2020: score 85%; unsatisfactory Review of
personnel records for TP-4 revealed no documentation of remediation and education
in the area of failure. 4. During an interview on 09/30/2021 at 11:30 am, the Senior
Manager Quality, Safety/Compliance stated that the laboratory was unaware that TP-4



had failed the annual PAP PT testing event and the retest in 2020. She stated that TP-4
never informed the laboratory of the failures, therefore no remediation and education
was given to TP-4. This confirmed the above findings. Word Key: PAP: Papanicolaou
Gyn: gynecologic



