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Your laboratory recently had its biannual survey
(inspection) conducted by your favorite CLIA

surveyor from your State Agency (SA). At the time

of the survey, the surveyor found several areas of
non-compliance with the CLIA regulations in your
laboratory. The surveyor formally cites the deficiencies
on the Form CMS-2567, Statement of Deficiencies and
Plan of Correction.

The Form CMS-2567 serves several important
functions, including:

e Documents that specific deficiencies were found,
as well as documents when there are no citations;

e Documents the laboratory’s receipt of the
deficiency notice;

e Discloses to the public the laboratory’s
deficiencies and what is being done to remedy
them;

e Provides an opportunity for the laboratory to refute
survey findings and to furnish documentation that
requirements are met; and

e Documents the laboratory’s plans and time frames
for correcting deficiencies.

The surveyor has 10 days from the survey date to
complete and mail the Form CMS-2567 to the laboratory.
If there are citations, except when immediate jeopardy

is identified at the survey, the laboratory has 10 days to
complete and return a plan of correction (PoC) or credible
allegation of compliance (AoC).

After the laboratory receives the Statement of
Deficiencies, Form CMS-2567, the laboratory enters its

planned action to correct each deficiency and the expected
completion date in the section opposite the appropriate
data tag (D-tag) number (Refer to Example CMS-2567).
The D-tag number corresponds to the regulation being
cited. Ifa deficiency has been corrected since the survey,
the laboratory should indicate this on the form along

with the date of correction and include evidence (i.e.
documents, photos, procedures, training records, etc.).

As the laboratory completes the plan of correction, the
plan must be specific for the deficient practice and use
realistic time frames for completion. The PoC must
address each of the following:

e How the deficient practice will be corrected or
how it was corrected;

e  What corrective action(s) have been taken for
patients found to have been affected by the
deficient practice;

e How the laboratory has identified other
patients having the potential to be affected by
the deficient practice and what corrective(s)
have been taken;

e What measure(s) has been put into place or
what systematic changes have been made to
ensure that the deficient practice does not
recur; and

e How the corrective action(s) is being monitored
to ensure the deficient practice does not recur.

¢ Indicate the position(s) (e.g. laboratory director,
technical supervisor or consultant, laboratory
supervisor or manager, testing personnel,
etc.) that will be responsible for monitoring



and ensuring that the correction prevents the recurrence of the deficiency. Do NOT use specific
names.

e For each D-tag include a realistic date of correction by month, day and year.

e The laboratory director or other authorized official must sign and date the Form CMS-2567 on
which the laboratory’s PoC is written.

If the aboove items are not included on your plan of correction, it will not be accepted.

After completing the PoC, the laboratory needs to make a copy for their records and return the original to
the State Agency (SA) or possibly the Regional Office (RO) within 10 days of receipt. If the laboratory
requests additional time to develop the plan, the laboratory must still submit a preliminary PoC within the
10 days and then submit a more specific plan as early as possible.

If the laboratory corrects a cited deficiency, before the completion of the survey, the surveyor documents
the deficiency on the Form CMS-2567 and when the laboratory receives the Form CMS-267, it indicates
the correction as of that date.

The SA reviews the laboratory’s PoC for appropriateness, legibility, completeness, and timeliness. If not
properly completed or there is a question about the PoC, the SA contacts the laboratory representative to
obtain clarification or appropriate modification of the plan.

The Statement of Deficiencies and Plan of Correction, Form CMS-2567, is a legal document. The survey
findings and plan of corrections are subject to public disclosure under the Federal Freedom of Information
Act upon request from the SA or RO.

In summary, the Statement of Deficiencies and Plan of Correction, Form CMS-2567, serves the following
purposes:
e Serves as the formal record of the survey;

e Documents and justifies the determination of compliance; and

e Aids the facility in (1) analyzing the deficient practices and failures and (2) developing plans of
correction.

The overall purpose of the Statement of Deficiencies and Plan of Correction is to ensure that the laboratory
takes the steps necessary to resolve a deficient practice and maintain compliance. The goal is for the
laboratory to provide accurate and reliable patient test results.
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